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FEDERAL GRANT PROGRAMS
Announcing a New Weekly Feature
To ass,-t readcrs w.shnj to keep atreast of federay funded
grant programs, the FEDERAL REGISTER is ad-ing a new
fisting to the weekly ReM:ndeTrs sez-fon pub shed every
Wednesday Begnn:ng v(ith the issue of August 2 1978, the
Wednesday Rerinders section wi-I mnztude a l[sting of grants
related dav.ments publshed in the FEDERAL REGISTER
during the premnous week.

SUNSHINE ACT MEETINGS .........................

32923

SUMMER FOOD SERVICE PROGRAM FOR
CHILDREN
USDA/FNS imp:ements a spectal account system for payments to food service m3nagement companies: effective
n

N
N

7-28-78.
INCOME TAX

32738

Treasury/IRS announces percentage to be used by fore-an Ife
tnsurance comparues in computing tax for 1977 and estmated

v

tax for 1978;

N
w

effective 3-15-78 ..

32754

Treasury/IRS amends ru!es for certa~n foreign contro!!ed or
based corpiratons

....

_

32753

Treasury/IRS proposes regu!atfons concemn:ng interet re!ated
to exempt-intErest d,.-,dendz; comments and heaing requests
32823
.......
by 9-26-78

UNEMPLOYMENT COMPENSATION
Labor/ETA requires state promptness for first payments: effective 8-28-78 (Part VII of tits ssue) - 33224

v

CLEAN WATER ACT
J

m
N

EPA pub!ishe3 a ist of four conventional pollutants-

32857

RECOMBINANT DNA RESEARCH
Nv

HBV/NIH proposes rev~s.ons to gu~jfd:nes (Part IV of this
issue) ...........

.............

...............

33042

MULTIESTABLISHMENT COMPANIES
Commerce/Ceasus prop-oses sureais to update Stand a-rd Statistical EstatEshment List comments by 8-28-78 .....
32845

INTERIM STUDENT CREDIT TRANSACTIONS
m

m

v

FRS pubrshes mterpretaton of Regu!,ftin Z regardng Truth in
Lending d',sctsures;, effectve .2-8..
..
32742
I_

I

CONTINUM INSIDE

dial.a.reg
Now available in Chicago

For an advance "look" at the
Federal Register, try our information
service. A recording will give you
selections from our highlights listing
of documents to be'published in
the next day's issue of the
Federal Register.

312-663-0884

Published daily, Monday through Friday (no publication on Saturdays, Sundays. or on official Federal
2-_'f% holidays), by the Office of the Federal Register, National Archives and Records Service, General Services
Administration, Washington, D.C. 20408, under the Federal Register Act (49 Stat 500, as amended, 44 U.S.C.,
Ch. 15) and the regulations of the Administrative Committee of the Federal Register (1 CFR Ch. I) Distribution
Is made only by the Superintendent of Documents, U.S. Government Printing Office, Washingtoth, D.C. 20402.
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The FEDERAL REGISTER provides a uniform system for making available to the public regulations and legal notices Issued
by Federal agencies. These include Presidential proclamations and Executive orders and Federal agency documents having
general applicability and legal effect, documents required to be published by Act of Congress and other Federal agency
documents of public interest. Documents are on file for public Inspection In the Office of the Federal Register the day beforo
they are published, unless earlier filing is requested by the Issuing agency.
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The FEDERAL REGISTER will be furnished by mail to subscribers, free of postage, for $5.00 per month or $50 per year, payable
in advance. The charge for individual copies is 75 cents for each issue, or 75 cents for each group of pagts as actually bound
Remit check or money order, made payable to the Superintendent of Documents, U.S. Government Printing Office, Washington.
D.C. 20402.
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INFORMATION AND ASSISTANCE
Questions and requests for specific information may be directed to the following numbers. General inquiries may be
made by dialing 202-523-5240.
FEDERAL REGISTER, Daily Issue:
Subscription orders (GPO) ..............
Subscription- problems (GPO)..........
"Dial - a - Reg" (recorded summary of highlighted documents
appearing in next day's issue).
Washington, D.C .......................
Chicago, III .................................
Los Angeles, Calif ....................
Scheduling of documents for
publication.
Photo copies of documents appearing in the Federal Register.
Corrections ........................................
Public Inspection Desk .....................
Finding Aids .......................................
Public Briefings: "How To Use the
Federal Register."
Code of Federal Regulations (CFR)..

202-783-3238
202-275-3050

202-523-5022
312-663-0884
213-688-6694
202-523-3187

Finding Aids .......................................

523-5240
523-5237
523-5215
523-5227
523-3517
523-3419
523-3517
523-5227

PRESIDENTIAL PAPERS:
Executive Orders and Proclamations.
Weekly Compilation of Presidential
Documents.
Public Papers of the Presidents ......
Index ...................................................
PUBLIC LAWS:
Public Law dates and numbers .......
Slip Laws ...........................................
U.S. Statutes at Large ......................
Index ...................................................

523-5233
523-5235
523-5235
523-5235
523-5266
523-5282
523-5266
523-5282
523-5266
523-5282
523-5266
523-5282

U.S. Government Manual ..................

-523-5230

Automation ..........................................

523-3408

Special Projects .................................

523-4534

HIGHLIGHTS-Continued
COASTAL ENERGY IMPACT PROGRAM
Commerce/NOAA amends ru!es on lateral seaward bound32743
ares; effective 7-28-78 .........

CABLE ROYALTIES
Copyright Royalty Tribunal proposes to establish policy and
procedures on resolution of fee controversies; comments by
8-21-78 ..............................................................................

32825

PHONORECORD PLAYER (JUKEBOX)
ROYALTIES
Copyright Royalty Tribunal proposes procedures for persons
claiming to be entitled to compulsory license fees; comments
32826
by 8-21-78 .....................................................................................

LEGAL ASSISTANCE
LSC revises regulations on criminal proceedings involving
32775
juvenile cases; effective 8-28-78 .................................................
LSC establishes a procedure to insure a fair hearing before
funding applications are terminated or denied; effective
32769

8-28-78 ........... .................

LSC amends rules on prohibited political activities; effectve
32773
8-28-78 ...........................................................................................
LSC establishes eligibility requirements for governing bodies of
32772
recipient boards; effective 8-28-78 ......................................
LSC clarifies and revises restrictions on use of Corporation
32774
funds; effective 8-28-78 ................................................................
LSC proposes revisions to priority-setting procedures for recipients; comments by 9-11-78 .............................

. 32831

FREEDOM OF INFORMATION ACT
LSC proposes to amend regulations; comments by 9-11-78 .. 32827

COST ACCOUNTING STANDARDS
CASB proposes criteria on accounting for independent research and development and bid and proposal costs; com.. 32812
ments by 10-2-78 .......................

IMPORTED FOOTWEAR
Treasuy/Customs proposes to consorldate and update iformation requIred on Invoces; comments br 9-26-78 - _ 32819
BICYCLE TIRES AND TUBES FROM THE
REPUBLICS OF KOREA AND CHINA
Treasuzy/Customs announces prelminary counterva Tang duty
deterinalons, effective 7-28-78 (2documents) -. 32910, 32912
CUSTOMS RELATIONS WITH CANADA AND
MEXICO
Treasury/Customs proposes to estab!lsh procedures for handling discrepanc!es In the manifests of vehicles and certain
32817
vessels; comments by 8-28-78.
INCOME TAX TREATY
TreasuylSecy sorcits views regard ng Issues between United
32914
States and Bangladesh; comments by 8-15-78 STAINLESS STEEL ROUND WIRE FROM
JAPAN
Treasury/Secy tates antdump~ng investigatIon; effective
7-28-78

32914

VISCOSE RAYON STAPLE FIBER FROM
BELGIUM
Treasury/Secy modifies the determnation of sa'es at less than
32915
faIr value; effective 7-28-78.....
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HIGHLIGHTS-Continued
MARITIME RADIO SERVICE
FCC proposes use of single sideband emission A3J
(supressed carrier) uncertain frequency; comments by
8-28-78; reply comments by 9-8-78 ..........................................
32835

STATIONS ON SHIPBOARD
FCC amends rule to permit aircraft stations to use certain VHF
maritime mobile frequencies; effective 8-28-78 ........................ 32797

TELEVISION AND RADIO BROADCASTING
FCC amends certain provisions of its rules; effective 8-1-78.. 32778

POLITICAL BROADCASTING AND
CABLECASTING
FCC amends rules to clarify and resolve uncertainties; effective 8-28-78 ...................................................................................
32790

ANIMAL DRUGS
HEW/FDA provides for safe use of monensin in feed 6f
pasture cattle; effective 7-28-78 ..................................................
HEW/FDA approves use of certain broiler feed premixes
containing monenisn, bacitracin, bacitrain methylene disalicylate, and roxarsone; effective 7-28-78 ........................................
HEW/FDA approves use of higher concentration decoquinate
cattle feed supplements; effective 7-28-78 ................................
HEW/FDA approves revised labeling, and establishes a residue tolerance for certain penicillin products for cattle, sheep,
swine and horses; effective 7-28-78 ...........................................
HEW/FDA approves use of certain tylosin premixes in swine
feeds; effective 7-28-78 ................................................................
HEW/FDA approves use of piperazine phosphate-thenium
closylate tablets in treating weaned pups and dogs; effective
7-28-78 ...........................................................................................

32749
32749
32750

n n7 70
I - I . .............................
o°oo°0°°°°
.. .°o..

32748
32746
32747

PRIVACY ACT
DOE amends a system of records; comments by 8-28-78 ...... 32855
USDA/Secy amends a system of records; effective 7-28-78. 32843

HEARING AIDS
HEW/FDA proposes to exempt certain State and local device
requirements from Federal preemption; comments by 9-26-78
(Part V of this issue) .......................................................................
33180
HEW/FDA announces opportunity for hearing on State applications for exemption from preemption of State and local
requirements governing labeling and sale conditions; hearing
requests by 8-28-78 .....................................................................
32868

DRUGS FOR HUMAN USE
HEW/FDA proposes to withdraw approval of parenteral protein hydrolysate solutions; hearing requests by 8-28-78 .......... 32869

INSULIN PRODUCTS
HEW/FDA withdraws its original proposal and reproposes to
discontinue certification of all 80-unit products; comments by
11-27-78 .........................................................................................
32821

MEDICAL DEVICES
HEWIFDA sets forth criteria and procedures for classifying
devices intended for human use; effective 8-28-78 (Part IIof
this issue) ........................................................................................
32988

GUM GUAIAC
HEW/FDA proposes removal from the list of direct human
food ingredients recognized as safe and from the direct food
additives list; comments by 9-26-78 ...........................................
32819

BILATERAL TEXTILE NEGOTIATIONS WITH
INDIA
CITA solicits comments on trading agreement ..........

LICENSED INDEPENDENT OCEAN FREIGHT
FORWARDERS
FMC increases the amount of the surety bond; effective
9-1-78 .............................................................................................
MOTOR VEHICLE PROCUREMENT PROGRAM
GSA changes- identification of various categoiries of available
vehicles; effective 7-28-78 ...........................................................
FEDERAL EMPLOYEES' GROUP LIFE
INSURANCE
CSC reduces rates .........................................................................
SUGAR
USDA/Secy establishes procedures and conditions for Issuance of licenses permitting fee-exempt importation; effective
8-1-78 .............................................................................................
SEA TURTLES
Commerce/NOAA and Interior/FWS determines a threatened
and endangered status for certain species .................................
MEETINGSDOD/Navy: Visitors Board to the U.S. Naval Academy,

32850

FEDERAL HAZARDOUS SUBSTANCES
LABELING REQUIREMENTS
CPSC exempts certain packages of cyanoacrylate-based glue;
effective 7-28-78 ...........................................................................
32744

°l.........
,.0.

32776

32766

32735

32736

32800
nn.

0....
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HEW/OE: 'Career Education National Advisory Council,
8-28-78 ................................................................................ 32864
FDA: Rublic Advisory Committee, Circulatory System Devices Panel, 8-11-78 ..........................................................
32865
Labor/OSHA: Construction Safety and Health Advisory
Committee, 8-16 and 8-17-78 ............................................
32884
NASA: Advisory Council, 8-17 through 8-19-78 .................... 32902
Advisory Council, Handling of Alternative Aircraft Fuels Ad
Hoc Informal Subcommittee, 8-14-78 ............................. 32901
Applications Steering Committee, Supporting Research
and Technology Ad Hoc Advisory Subcommittee, 8-7
through 8-11-78 .................................................................
32901
NFAH/NEA: Arts National Council, 8-11 and 8-12-78 ......... 32902
Media Arts Advisory Panel, 8-21 and 8-22-78 .................. 32902
NRC: Reactor Safeguard Advisory Committee, Subcommittee on Emergency Core Cooling Systems (ECCS),
8-14-78 ....................................................................................
32903
NSF: Cepex Site Review Ad Hoc Subcommittee, 8-13
through 8-15-78 .....................................................................
32903
State: International Radio Consultative Committee (CCIR),
U.S. Organization Study Groups, 8-22-78 ...................... 32909
Ship Coordinating Committee, Safety of Life at Sea Subcommittee, 8-17-78 .....................
32900
Shipping Coordinating Committee, Safety of Life at Sea
Subcommittee, Fire Protection Working Group, 9-13-78.. 32909
Transnational Enterprises Advisory Committee, Transborder Data Flowers Working Group, 8-17-78 ............... 32909
Treasury/Secy: USA-Jamaica Tax Treaty Issues, 8-21-78., 32913

CANCELLED MEETINGSHEW/ADAMHA: Minority Advisory CommittOe, 8-2 through
8-4-78 ............................... 32874

HEARINGSCommerce/NOAA: Atlantic Billfishes and Sharks, August
1978 ....................................... 32840
SEPARATE PARTS OF THIS ISSUE
Part II,HEW/FDA ................................................ 4.......................... 32988
Part III, Labor/ESA .............................................. ......................... 33002
Part IV,HEW/NIH ..................................................................
33042
Part V, HEW/FDA ..................................................................
33180
Part VI, USDA/AMS .... .............
. ............ 33191
Part VII, Labor/ETA ................................................................
33224
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datory; exemptions (2 docuWithdrawal and reservation of
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ments) .........................................
32917
lands:
plants and materials, protecRerouting of traffic:
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32881
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CP Rail (3 documents)... 32918,32919
LEGAL SERVICES CORPORATION
Region II Office; address
Chesapeake & Ohio Railway
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32741
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32918 Rules
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sistance restrictions ............. 32775 Mxeetings:
See Immigration and NaturalFinancial assistance, procedures
ization Service.
Reactors Safeguards Advisory
governing termination and deCommittee ..........................
32906
nial
of
refunding
......................
32769 Rulemaking petitions:
LABOR DEPARTMENT
Governing bodies ..............32772
Nachreiner, R. F .................... 32906
See also Employment and TrainPolitical activities, prohibited ....
32773 Applications,etc.:
ing Administration; EmployRestricted activities; lobbying,
Duke Power Co .............
32905
ment Standards Adminisetc ................................................
32774
tration; Occupational Safety
Misissippi Power & Light Co.
Proposed Rules
and Health Administration;
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32827
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reminders
(The items in this list were editorially compiled as an aid to FEDERAL REGISTER users.- Inclusion or exclusion from this list has no legal
significance. Since this list is intended as a reminder, it does not include effective dates that occur within 14 days of publication.)

Rules Going Into Effect Today
FCC-Changes made in table of assignments:
Belpre, 01fio ....................... 27536; 6-26-78
Changes made in table of assignments:
Cresson, Pa ....................... 27537; 6-26-78
Changes made in table of assignments:
FM
broadcast station in
Haines,
Alaska .................................................
27535;
6-26-78
Changes made in table of assignments: Lexington, Va ........................... 27538; 6-26-78
Changes made in table of assignments: West
Salem, Wis ......................... 27540; 6-26-78
USDA/AMS-Increase in payment rate for
handler services on reserve tonnage raisins ......................................... 27983; 6-28-78
Ust of Public Laws
NOTE: No public bills which have become
law were received by the Office of the Federal Register for inclusion in today's LiST OF
PUBLic LAws.
[Last listing: July 26,1978]
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29009
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29297
1421 .................................................
29267
June 30, 1978 ........
....
29259
40 ......................................
32431
1427 ................................................
: 30037
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50 .................. 29009
1446 .................................................
31314
70 .................
...........
29009, 32431
1464 .................................................
29766
June 28, 1978 ................................
28963
110 ...................
30294
1480 .................................................
29926
PROCLAIATIONS"
210 ............................
29298,29565
1488 .................................................
29932
May 3, 1912 (Amended in part
211 ....................
29298,29565,31157
1804 ....................................
31314
byPLO-5645) .............................
31006
212.-............ 29298,29565,31344
1822 ......................................
31002,32399
4576 ..........
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28975
473......................
31929
1823 ................................................
31125
4577 .................................................
29261
500.
.................
31345
1980 .................................................
29933
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30033
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4579 .................................................
31117
12 CFR
29 ....................
29129
4 CFR
282 ................................
29950,30290
201 .............................................
31882
21 .....................................................
32395
917 ...........................................
32430
202 ..................................
30531.32742
948 ............................................
32139
207 ............................................
30038
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958 ............................................
28816
215 ......................................
30039.31883
403 ...................... 32812
967 ............................................
30066
220 .............................................
3100a
410
.....................
32812
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30567
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30038
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29565,31022,32306
68 .....................................................
31881
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31343
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32738
549 ................
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8 CFR
230 ...................................................
29263
551
30730
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29011
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32104
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30498
177 ...................................................
29287
880 ........................................
30498
182 ...................................................
29287
368 ...................................................
29272
881 .........................................
30498
186 ...................................................
29287 369 ...................................................
29078
1710 ........................................
29804
193 ........................................
29557,32129
370 ..................
= ........................
29272
1715 .................... 29804
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29273
524 ...................29289,29770
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29273
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399 ...................................................
540 ..............................................
32748
923 ...................................................
29106
29115
556 ...................................................
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931 ...................................................
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29771,29939
558
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1901 ..........................................
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1903 ..........................................
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547 ............................................
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90 ..............................................
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302 .....................................
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29339
305 .....................................
32826
48 .............................................
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29783
30990
70 .. . ......................... 29339
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32254
38 CFR
71 ...............
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o 29339
75 ............
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300 .............................................
29005
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29005
90 ....................
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405 .....................................
30526,32294
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730 .ooo........
................o 29012
3 ........
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28824 .449 ...............
735 ............................................
...........................
30527,32078,32294
29012
4 ................................................
28826 450
460 .............................................
29005.
29012
781 .........
....

820 ...........................................
29012 39 'CFR

822 ............................................
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31 CFR
221 ......
29117
.................
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.................
51 .....................................................
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223 ...........
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10 ...........

32 CFR

.........

29117
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rules and regulations
This section of the FEDERAL REGISTER contains regulatory documents having generol appicubirdy and legal effect most of which are keyed to and
codified in the Code of Federal Regulations, which is published under 50 titles pursuant to 44 U.S.C. 1510.
The Code of Federal Regulations is sold by the Superintendent of Documents. Prices of new books are flsted in the first FEDERAL REGISTER issue of each
month.

[6325-01]
Title 5-Administrative Personnel
CHAPTER I-CIVIL SERVICE
-:

COMMISSION

-PART 213-EXCEPTED SERVICE
Department of Interior, Department
of Energy
AGENCY: Civil Service Commisson.
ACTION: Final rule.
SUMMARY: This amendment (1) excepts under schedule C one position in
the Department of the Interior because it is confidential in nature and
(2) changes the -title of a position in
tfie Department of Energy to more appropriately reflect the duties of the
position.
EFFECTIVE DATES: Department of
the Interior-July 18, 1978; Department of Energy-July 17, 1978.
INFORMATION

FOR FURTHER
CONTACT'
Michael Sherwin, 202-632-4533.
Accorcingly, 5 CFR 213.3312(a)(47)
and 213.3331(h)(1) are amended as set
out below:
§ 213.3312 Department of the Interior.
(a) Office of the Secretary. * * *
(47) Four Special Assistants to the
Assistant Secretary, Land and Water
Resources.
§ 213.3331
•

Department of Energy.
*

*

*

[6325-01]
PART 213-EXCEPTED SERVICE
Executive Office bf the President
AGENCY: Civil Service Commission.
ACTION: Final rule.
SUMMARY: The Schedule A authority under 5 CFR 213.3121 for the National Security Council is transferred
to 5 CFR 213.3103 to show that the
National Security Council is part of
the Executive Office of the President.
EFFECTIVE DATE: July 19,1978.
FOR FURTHER INFORMATION
CONTACT.
Michael D. Sherwin, 202-632-4533.
Accordingly, 5 CFR 213.3103 is
amended by adding paragraph (g) and
5 CFR 213.3121 is revoked, as follows:
§ 213.3103
dent.

Executive Office of the Presi*

.

(g) National Security C(ounciL
(1) All positions on the staff of the
Council.
*

Edwin C. Hustead, Chief, Office of
the Actuary, Bureau of Retirement,
Insurance, and Occupational Health,
U.S. Civil Service Commission, 1900
E Street NW., Room 4303, Washington. D.C. 20415, area code 202-6324656.

SUPPLEMENTARY INFORMATION:
FEGLI RATES

*

§ 213.3121 [Revoked]
5 U.S.C. 3301. 3302; EO 1057 7, 3 CFR 19541958 Comp.. p. 218.)
UNrrTD STATES CIvIL SRavICE CODMISsION,
JALMS C. SPRY
Executi eAssistant
to the Conimissloners
[FR Doc. 78-20957 Filed 7-2.7-78:8:45 am]

*

(h) Office of the Assistant Secretary
for Conservation and Solar Application.
(1) One Confidential Assistant (Secretary) to the Assistant Secretary.
(5 U.s.c. 3301, 3302, E.O. 10577, 3 CFR
1954-:1958 comp., p. 218)
UNITED STATES CrvIL SERvISION,
ICE COMU
JAMES C. SPRY,
ExecutiveAssistant
to the Commissioners.
- FR Doc. 78-20922 Filed 7-27-78; 8:45 am]

SUMAARY: The Civil Service Commission is amending its Federal EmInsurance
Life
Group
ployees'
(FEGLI) regulations to effect a reduction in both regular and optional insurance rates. This action is indicated
by th6 latest actuarial valuation of
program operations as of September
30, 1977. In view of the facts that the
Commission is authorized by law to determine FEGLI rates and that the
amendments will effect a liberalization
in benefits, the Commission finds that
it is unnecessary to delay the effective
date to allow for notice of proposed rulemaking and public procedure thereon.
EFFECTIVE DATE: These amendments will be effective with the first
pay period which begins on or after
September 1, 1978.
FOR FURTHER INFORMATION
CONTACT:.

[6325-011
PART 870-REGULAR LIFE
INSURANCE
PART 871-OPTION AL LIFE
INSURANCE
Regular and
Ras
Reduction in Rates for
Optional Federal Empi oyees' Group
Life Insurance
AGENCY: Civil Service C2ommsslon.
ACTION: Final rule.

By law, the Civil Service Commission
is directed to determine Government
and employee contributions for regular FEGLI on the basis of the level
cost of each $1,000 of insurance and to
determine the cost of optional FEGLI
to employees, and annuitants under
age 65, on the basis of such age groups
as It considers appropriate (5 U.S.C.
8707, 8708, 8714a(e)). Present contributions for regular FEGLI have been in
effect since March 1975, and total
53.25 cents biweekly per $1,000 of insurance, i.e., 35.5 cents from insured
employees and 17.75 cents from employing Government agencies. Employees, and annuitants under age 65,
must pay the full cost when optional
FEGLI is elected. The current biweekly rates for optional insurance have
been in effect since July 1973, and are
follows:

Age group:
Under 35
35 to 39
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Biweekly
ratefor
$10,000
1.90
2.90

For persons 60 or over ........................................

9.00

The amount withheld from the pay
Age group:
40 to 44 ...................................................
of a person paid on other than a bi45 to 49 ...................................................
weekly period or insured for more
50 to 54 .......................
4.50
than $10,000 shall be determined at a
55 to 59 ...................................................
10.50
proportionate rate, adjusted to the
60 and over ............................................
14.00
nearest cent.
FEGLI VALuATIoN
This paragraph is effective with the
The latest actuarial valuation of the first pay period which begins on or
FEGLI program as of September 30, after September 1, 1978.
1977, indicates that both the regular (5 U.S.C. §§ 8714a(e), 8716(a).)
and optional FEGLI rates can be subUNITED STATES CIVIL SERVstantially reduced. This is possible for
ICE CO=IISSION,
a number of reasons, among them,
sharply reduced mortality rates,
JAMS C. SPRY,
higher investment yields and with reExecutiveAssistant
spect to optional FEGLI, a marked into the Commissioners.
crease in employee participation since
[FR Doe. 78-20956 Filed 7-27-78; 8:45 am]
the last valuation based on program
experience through June 30, 1973.
Also, the current valuation includes an
Inflation factor in the actuarial as- [3410-10]
sumptions since the high rate of inflaTitle 7-Agriculture
tion in recent years has established it
as an Important component of salary
SUBTITLE A-OFFICE OF SECRETARY
increases and interest rates, both of
which have a direct impact on proPART 6-IMPORT QUOTAS AND FEES
gram costs.
Accordingly, 5 C.F.R. 870.401 (a) and
Section 22-Import Fees; Licensing
(b) and 871.401(c) are amended as set
Entry of-Sugar Exempt From Fees
out below:
AGENCY:
Foreign Agricultural Serv§ 870.401 Withholdings and contributions.
USDA.
ice;
(a) During any period in any part of
which an insured employee is in a pay ACTION: Final rule.
status there shall be withheld. from SUvMIARY: The rule establishes prothe biweekly pay of such employee the cedures and conditions for the issusum of 25.5 cents for each $1,000 of ance of licenses which will permit the
regular insurance. The amount with- importation of sugar exempt from the
held from the pay of an employee who fees imposed by Presidential Proclais paid on other than a biweekly basis mation 4547 of January 20, 1978, on
is determined at a proportinate rate, sugar, sirups, and molasses. Sugar imadjusted to the nearest cent.
ported under such a license must be
(b) The amount withheld from the used solely for the production (other
pay of an insured employee whose than by distillation) of polyhydric alannual pay is paid during a period
cohol, except polyhydric alcohol for
shorter than 52 workweeks is the sum use as a substitute for sugar in human
obtained by converting the biweekly
food consumption.
rate of 25.5 cents for each $1,000 of
regular insurance to an annual rate EFFECTIVE DATE: August 1, 1978.
and prorating the annual rate over the See supplementary information.
number of installments of pay regular- ADDRESSES: Mail comments or inly paid during the year.
quiries to the Horticultural and Tropical Products Division, Foreign Agricultural Service, USDA, Washington,
D.C. 20250.
(5 U.S.C. §§ 8707, 8716(a).)
FOR FURTHER INFORMATION
§ 871.401 Withholdings.CONTACT:
Robert M. McConnell, 202-447-3423.
(c) The biweekly full cost of the SUPPLEMENTARY INFORMATION:
$10,000 of optional insurance (and, for Presidential Proclamation 4547 of Jana person in receipt of annuity or com- uary 20, 1978, imposed fees on sugar,
pensation for work injury, of optional sirups, and molasses as provided for in
life insurance), until determined by items 956.05, 956.15, 957.15 of the
the Commission on the basis of experi- Tariff Schedules of the United States
ence to be otherwise, is:
(TSUS). Proclamation 4547 amended
headnote 4 of part 3 of the appendix
For persons under age 35 ................ .
$0.60
to the TSUS to read as follows:
For persons ages 35 through 39 ...............
1.00
For persons ages 40 through 44 ........................
1.70
Licenses, may be issued by the Secretary
For persons ages 45 through 49 .......................
2.40
of Agriculture or his designee authorizing
For persons ages 50 through 54
.
3.50
For persons ages 55 through 59 ..... ...
.
7.50
the entry of articles exempt from the fees

provided for In Items 956.05, 056.15, and
957.15 of this part on the condition that
such articles will be used only for the pro.
duction (other than by distillation) of polyhydric alcohols, except polyhydric alcohols
fdr use as a substitute for sugar in human
food consumption. Such licenses shall be
Issued under regulations of the Secretary of
Agriculture which he determines are necessary to Insure the use of such articles only
for such purposes.
Polyhydric alcohols are organic solvents containing two or more hydroxyl
groups. Such alcohols are used In the
production of other chemicals.
On May 15, 1978, proposed regulations for the implementation of Proclamation 4547 were published in the
FEDERAL. REGISTER (43 FR 20813). Interested persons were given until June
14, 1978, to submit comments. One
comment was received.
The comment received was from the
U.S. Customs Service. The Customs
Service pointed out that the proposed
regulations might create a duplication
of functions with respect to the bondIng requirements and use verification.
The Customs Service also suggested
several other technical changes in
order to insure that the regulations
are compatible with existing Customs
practices and rules.
After consultation with the Customs
Service, it was determined that the
proposed regulations should be modified as follows:
1. Section 6.56 has been modified to,
provide that bonding shall be in conformity with all Customs bond requirements. The Customs Service shall
administer the bond, including the assessment of penalties for failure to
comply with the conditions of the
import license and the regulations in
this subpart.
2. The term "agent" (sec. 6.50(g))
has been redefined"to mean a licensed
customhouse broker. This change was
made in order to conform with Customs regulations.
3. Section 6.58 has been modified to
provide that: (1) Certificates of use are
to be filed both with the Horticultural
and Tropical Products Division and
the appropriate Customs official; and
(2) certificates of use may be filed no
later than 180 days after the expiration of the import license under which
the sugar in question was imported.
4. Technical and clarifying changes
have been made in the regulations
where necessary.
EFFECTIVE DATE

Licenses are presently needed by
manufacturers in order to import
sugar for the production of polyhydrlc
alcohol exempt from the fees estab
lished by Proclamation 4547. It has
therefore been determined that it is
impractical and contrary to the public
interest to comply with the effective
date provisions of 5 U.S.C. 553.
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In accordance with the above, 7 CFR
Part 6 is amended by inserting the following subpart after Subpart-Section
22 Import Quotas:
Subpart-Section 22 Import Fees
EXE=rTON FROM FES-SUGAR

Sec.

6.50 Definitions.

6.51 Issuance of an import license.

6.52
6.53
6.54
6.55
6.56

Transferability of aninport license..
Entry of sugar.
Entry of sugar by an agent.
Appplication for animport license.
Bond requirements.

6.57 Default.

6.58 Certificate of use.
6.59 Revocation.
AuTHORzy. Sec. 22, 49 Stat 773, as
amended (7 U.S.C. 624); Presidential Procla3nation 4547, January 20, 1978 (43 FR 3251).
§ 6.50 Definitions.
As used in this subpart: (a) The term
"'person" means an individual, partnership, corporation,' association, estate,
trust, or other business enterprise or
legal entity, and, wherever applicable,
any unit, instrumentality, or agency of
a government, domestic or foreign.
(b) The term "Department" means
the U.S. Department of Agriculture.
-c)The term "Secretary" means the
Secretary of Agriculture or any officer
or employee of the Department to
whom the Secretary has delegated the
authority or to whom authority may
hereafter be delegated to act in his
"place.,
(d) The term "appropriate customs
official" means the district or area Director of Customs, his designee, or any
other customs officer of similar authority and responsibility, for the customs district in which the port of
entry is located.
(e) The term "import license" means
a license issued by the Secretary permitting the entry of sugar exempt
from the fbes provided- for in items
956.05, 956.15, and 957.15 of the tariff
schedules of the United States, on condition that such sugar will be used
solely for the production (other than
by distillation) of polyhydric alcohols,.
except polyhydric alcohols for use as a
substitute for sugar in human food
--consumption.
(f) The term "manufacturer" means
a person that is engaged in the production (other than by distillation) of
polyhydric alcohols from sugar.
(g) The term "agent" means a licensed customhouse broker.
(h) The term "sugar" means sugars,
sirups, and molasses as defined in
items 956.05, 956.15, 257.15 of the
tariff schedules of the United States.
§ 6.51. Issuance of an import license.
(a) An import license may be issued
to a manufacturer which complies
with the provisions -of this subpart.
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The license shall state the time period § 6.54 Entry of sugar by an agent.
during which the license shall be ef(a) In those cases where sugar is to
fective and the maximum amount of be entered by an agent of the manusugar which may be imported under facturer, the agent shall produce for
the license. In no case shall the effec- inspection by the appropriate customs
tive period of a license exceed 1 year, official a written authorization by the
nor shall the mamnum amount of manufacturer designating such person
sugar which may be imported under to act as the agent of the manufacturthe license exceed the anticipated re- .er for the purpose of entering sugar.
quirements of the manufacturer for
(b) A copy of such authorization
the 12-month period following the ef- shall be attached to the relevant copy
fective date of the license. The license of the import license that is transmitmay contain such other conditions as ted to the Horiticultural and Tropical
the Secretary, in his discretion, deems Products
to
Division
pursuant
necessary.
§ 6.53(c).
(b) No more than one effective 11cense may be issued and outstanding § 6.53 Application for an import licenseat any one time to any one manufac(a) Only manufacturers are eligible
turer. In order to Insure a dependable to receive an Import license.
and orderly supply of sugar, a maru(b) Each application for an import lifacturer may apply for a license prior cense shall contain the following into the expiraton of a previously issued formation:
license. The previously issued license
(i) Name and address of the manushall be deemed to have expired on its facturer.
stated expiration date, or on the effec(II) A statement of the anticipated
tive date of the succeeding license, requirements of the manufacturer for
whichever s earlier. A succeeding li- sugar to be used in the production
cense may not be issued until the pre- (other than by distillation) of polyhyviously issued license has been re- dric alcohols, except polyhydric alcoturned to the Horticultural and Tropl- hols for use as a substitute for sugar in
-ca1 Products Division, Foreign Agrlcul- human food consumption, during the
tural Service, -U.S. Department of Ag- effective period of the license.
riculture, Washington, D.C. 20250.
(li
The anticipated amount of
sugar to be imported during the speci§ 6.52 Transferability of an import license. fied effective period.
An import license may not be trans(lv) The effective period of the
fered or assigned by the manufacturer import license (but not to exceed I
to any other person. Any attempt to year).
transfer or assign an import license
(c) Each application for an import lishall be null and void and shall consti- cense shall contain a certification that
tute grounds for the revocation of the the manufacturer shall use the quantilicense by the Secretary.
ty of sugar entered under an import license solely for the production (othtr
§ 6.53 Entry of sugar.
than by distillation) of polyhydric al(a) A manufacturer or Its agent may cohols, except polyhydric alcohols for
enter sugar into the United States use as a substitute for sugar in human
exempt from the fees contained in food consumption.
items 956.05, 956.15, 957.15 of the
tariff schedules of the United States §6.56 Bond requirements.
under an import license issued pursu(a) Sugar entered under an import Iant to this subpart. The import license cense shall be subject to all customs
must be presented to the appropriate bond requirements (see 19 CE Parts
customs official at the time of entry. 113, 141, 143, and 144). The appropriEntry of the sugar exempt from fees ate customs offical may assess liquishall be allowed only In conformity dated damages under the customs
with the conditions of the Import li- entry bond for violation of any provicense, if any.
sion of the import license or this sub(b) The appropriate Customs official part.
shall enter on the license: (1) The
(b) The appropriate customs official
amount of sugar entered; (2) the date may release all or part of the obligaof entry; and (3) the customs entry tion under a bond if the Secretary denumber.
termines that the destruction or other
(c) A copy of the license, as marked disposition of a quantity of sugar enby the appropriate customs official, tered under an import license renders
shall be transmitted to the Horticul- performance under the bond impossitural and Tropical Products Division. ble or inequitable. In such case the
- Foreign Agricultural Service, U.S. DeSecretary shall notify the appropriate
partment of Agriculture, Washington, customs official of his determination.
D.C. 20250, by the person entering the The determination shall be treated as
sugar, within 10 business days after a certificate of use which has been
each entry of sugar.
properly and timely filed.
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§6.57 Default.

[3410-30]

Upon a failure to comply with the
provisions of this subpart or the
import license, payment of the obliga,tion under the bond shall be made to
the appropriate customs official in accordance with the conditions of the
bond.

CHAPTER II--FOOD AND NUTRITION
SERVICE, DEPARTMENT OF AGRICULTURE

§ 6.58 Certificate of use.
(a) The certificate of use shall be a
certification by the manufacturer that
a quantity of sugar entered under an
import license has been used for the
purpose stated in § 6.50(e). Certificates
of use shall be transmitted to the appropriate customs official and the
Horticultural and Tropical Products
Division by the manufacturer on a
monthly basis. In no case shall a certificate of use be accepted more than
180 days after the expiration of the
import license under which the sugar
was imported, unless the Secretary, in
his discretion, extends the time period
in which a certificate may be filed.
(b) The certificate of use shall be
signed by the manufacturer and shall
contain the following certification:
The undersigned hereby certifies that between
19-,

, 19-,
and
the undersigned has used

pounds of sugar for the sole purpose of producing (other than by distillation) polyhydric alcohols, except polyhydric alcohols for

use as a substitute for sugar in human food
consumption. The undersigned further certifies that the quantity of sugar shown on
this certificate of use does not include any,
sugar previously covered by another certificate of use.
§ 6.59 Revocation.
(a) If, at any time, the Secretary determines that the manufacturer has
failed to comply with the requirements of this subpart or the import license, the Secretary may, in his discretion, revoke the import license.
(b) Notice of the revocation shall be
given to the manufacturer and the
Customs Service.
Dated: July 20, 1978.
THo1AS R. HUGHES,

Administrator.
[FR Doc. 78-20927 Filed 7-27-78; 8:45 am]

SUBCHAPTER A-CHILD NUTRITION
PROGRAMS

[Amdt. I]
PART 225-SUMMER FOOD SERVICE
PROGRAM FOR CHILDREN
Implementation of Special Account
System for Issuing' Checks for Food
Service Payments to Special Accounts on Temporary Basis
AGENCY: Food and Nutrition Service,
USDA.
ACTION: Final rule.
SUMMARY: The Department is issuin& an amendment to final regulations
for the Summer Food Service Program
for Children. This amendment provides for the implementation of a special account system for issuing checks
for food service payments to special
accounts on a temporary basis. This
method will be required for nongovernmental sponsors in the State of
New York and will be optional in all
other States. It is intended that the
special- account system be implemented and evaluated to determine whether it continues to be necessary to
ensure that food service management
companies receive payments on a
timely basis.
EFFECTIVE DATE: July 28, 1978.
FOR FURTHER
CONTACT:

INFORMATION

Henry S. Rodriguez, Acting Director,
Child Care and Summer Programs
Division, 201 14th Street SW., Washington, D.C. 20250, 202-447-8211.
SUPPLEMENTAL INFORMATION.
The Department believes that it is in
the interest of the program to examine methods which would assist food
service management companies in receiving proper payments from sponsors. The Department is, therefore,
implementing a special account system
on a temporary basis for nongovernmental sponsors in New York State for
the 1978 summer program. In other
States, the State agency may elect to
implement, a special account system
for nongovernmental sponsors for
whom program payment has been, or
is expected to be, a particular problem.
For other FNSRO-administered programs the special account may. be established only at the request of the
sponsor. Under this system, nongovernmental sponsors contracting with

food service management companies
must agree to establish special accounts with financial institutions for
amounts intended for payments to
food service management companies.
The special account agreement must
specify that any disbursement of
monies from the account must be authorized by both the sponsor and the
food service management company.
The Department is implementing
the special account system on a temporary basis to assure that food service management companies will receive payment by alerting them to the
time and amount of payments to the
sponsors and granting them an opportunity to participate in the disbursement of monies.
Publication of proposed rules Is impracticable and contrary to the public
interest since the special account
system Is to be implemented this
summer (1978).
Accordingly, 7 CFR part 225 Is
amended as set forth below:
(1) Subpart D of the table of contents is amended to read as follows:
Sec. 225.18a Special account payment pro.
vision.

(2) In § 225.2 a new paragraph (gg) Is
added to read as follows:
§ 225.2 Definitions.

(gg) "Special account" means an account with a sound and reputable recognized financial institution in which
net program payments are deposited
by FNS and released only in accordance with the terms of the special ac.
count agreement.
(3) A new § 225.18a is added and
reads as follows:

§225.18a Special account payment provi-

sion.
(a) The Department shall, on a temporary basis in the State of New York
for program operations undertaken In
fiscal year 1978, require as a condition
for participation that nongovernmental sponsors under contract with food
service management companies establish special accounts for the deposit of
checks for net program payments. A
separate account shall be established
for each food service management
company under contract with the
sponsor.
(b) Each sponsor shall, under its
written agreement with the Department, agree to the Issuance of checks
payable to sponsor for net Program
payments to a special account. The account agreement must specify that
checks payable to the sponsor will be
deposited in the special account by the
financial institution and disburse-

FEDERAL REGISTER, VOL 43, NO. 146-FRIDAY, JULY 28, 1978

32739

RULES AND REGULATIONS
ments from the account shall be made
only with the written concurrence of
both the sponsor and the food service
management company. The special account agreement may contain such
other terms as are agreed to by both
sponsor and food service management
company, Provided, however, That
such terms are not inconsistent with
the terms of the contract between the
sponsor and the food service management company. A copy of the special
account agreement shall be submitted
to the Department and another copy
maintained on file by the sponsor. Any
charges by the financial institution for
the accounts which are borne by the
sponsor shall be, considered an administrative cost.
(c) While these procedures are being
used, any State agency may requre
the special account payment system
for nongovernmental sponsors for
whom proper payment has been, or is
expected to be, a particular problem.
Such State agency must include an appropriate provision in its written
agreement with sponsors, and appropriately amend its program management and administration plan in accordance with §225.6(c). In States
where FNSRO administers the program, special accounts may be established only. at the request of the sponsor.

(d) In order to assess the effectiveness of the special'account payment
system, the Department shall, subsequent to completion of Program oper-ations for this fiscal year, evaluate the
results of these procedures as implemented in the State of New York and
in other States which so utilize the
system.
(Catalog of Federal Domestic Assistance
Programs No. 10.559.)

NoTE.-The Food and Nutrition Service
has determined that this document does not
contain significant proposals requiring preparation of an economic impact statement
under Executive Order 11821 and Office of
Management and Budget Circular A-107.
Nom-The reporting and/or recordkeeping requirements contained herein have
been approved by the Office of Manage-

ment and Budget in accordance with the
Federal Reports Act of 1942.

Dated: July 21,1978.
CAROL TucxER FoRaia,
AssistantSecretary.
[1F Doe. 78-20710 Filed 7-27-78; 8:45 am]

channels. They will also provide consumers with good quality onions consistent with the overall quality of the
crop, and maximize returns to producera for the preferred quality and sizes.
Exception are provided to certain of
these requirements to recognize special situations in which such requirePART 958-ONIONS GROWN IN CER- ments would be inappropriate or unTAIN DESIGNATED COUNTIES IN reasonable. Shipments are allowed to
special purpose outlets without
IDAHO AND MALHEUR COUNTY, certain
regard to the grade, size, pack, maturiOREG.
ty, and inspection requirements, Provided, That safeguards are met to preHandling Regulation
AGENC : Agricultural Marketing vent such onions from reaching unauthorized outlets.
Service, USDA.
Special purpose shipments are alACTION: Final rule.
lowed for planting, livestock feed,
SUMMARY: This regulation requires charity, dehydration, extraction, and
fresh market shipments of onions pickling since such shipments do not
grown in certain designated counties normally enter the commercial fresh
in Idaho and Malheur County, Oreg., market channels and no useful purto be Inspected and meet minimum pose would be served by regulating
quality and size requirements. The such shipments. Onions for canning
regulation' should promote orderly and freezing are exempt under the legmarketing of such onions and keep islative authority for this parL
less desirable qualities and sizes from
Findings. After consideration of all
being.shipped to consumers.
relevant matters, including the proEFFECTIVE DATE August 1, 1978.
posal set forth in the aforesaid notice
FOR FURTH:ER INFORMATION which was recommended by the
Idaho-Eastern Oregon Onion CommitCONTACT6
Charles R. Brader, Deputy Director, tee, it is hereby found that the hanFruit and Vegetable Division, AMS, dling regulation, as hereinafter set
U.S. Department of Agriculture, forth, will tend to effectuate the deWashington, D.C. 20250, telephone clared policy of the act.
It is hereby further found that good
202-447-6393.
SUPPLEMENTARY INFORMATION: cause exists for not postponing the efMarketing agreement No. 130 and fective date of this regulation until 30order No. 958. both as amended (7 days after Its publication in the Frmz-

[3410-02]
CHAPTER IX-AGRICULTURAL MARKETING SERVICE (MARKETING
ORDERS;
AND
AGREEMENTS
FRUITS, VEGETABLES, NUTS), DEPARTMENT OF AGRICULTURE

CFR Part 958), regulate the handling
of onions grown in certain designated
counties in Idaho and Malheur
County, Oreg. It is effective under the
Agricultural Marketing Agreement
Act of 1937, as amended (7 U.S.C. 601674). The Idaho-Eastern Oyegon
Onion Committee, established under
the order, is responsible for Its local
administration.
Notice of rulemaking was published
in the July 3. 1978, FmERL REGis'iv
(43 FR 28816). The notice afforded Interested persons through July 18,
1978, to file written data, views, or arguments pertaining to that proposal.
None was filed.
This regulation is based upon recommendations made by the committee at
its public meeting in Ontario, Oreg.,
on June 20, 1978. The recommendations of the committee reflect its appraisal of the composition of the 1978
crop of Idaho-Eastern Oregon onions
and the marketing prospects for this
season and are consistent with the
marketing policy it adopted. Harvestng of onions Is expected to begin
about August 1.
The grade, size, pack, maturity, and
inspection requirements specified
herein are necessary to prevent onions
of low quality or less desirable sizes
from being distributed in fresh market

AL RwosT

(5 U.S.C. 553) in that: (1)

Shipments of onions grown.n the production area will begin on or about the
effective date specified herein, (2) to
maximize benefits to producers, this
regulation should apply to as many
shipments as possible during the marketing season. (3) information regarding the provisions of this regulation,
which are similar to those in effect
during the previous season, has been
made available to producers and handlers in the production area, (4) compliance with this regulation will not
require any special preparation by
handlers which cannot be completed
by the effective date, and (5) notice of
the proposed regulation was published
in the FPsAax, REGisTxa of July 3,
1978.
The regulation is as follows:
§ 95&323. Handling regulation.
During the period August 1, 1978,
through April 30, 1979, no person may
handle any lot of onions, except braided red onions, unless such onions are
at least "moderately cured," as defined
in paragraph (D of this section, and
meet the requirements of paragraphs
(a)and (b) of this section, or unless
such onions are handled in accordance
with paragraphs (c)and (d)or (e)of
this section.
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(a) Grade and size requirements.(1) White varieties. Shall be either: (i)
U.S. No. 2, 1 inch minimum to 2 inches
maximum diameter; or
(ii) U.S. No. 2, if not more than 30
percent of the lot is comprised of
onions of U.S. No. 1 quality, and at
least 1 / inches minimum diameter; or
(iii) U.S. No. 1, at least 1 inches
minimum diameter. However, none of
these three categories of onions may
be commingled in the same bag or
other container.
(2) Red varieties.U.S. No. 2 or better
grade, at least 12 inches minimum diameter.
(3) All other varieties. Shall be
either: (i) U.S. No. 2 grade, at least 3
inches minimum diameter, if not more
than 30 percent of the lot is comprised
of onions of U.S. No. 1 quality; or
(ii) U.S. No. 1, 1 inches minimum
to 2 inches maximum diameter; or
(ili) U.S. No. 1, at least 2 inches
minimum diameter.
However, none of these three categories of onions may be commingled in
the same bag or other container.
(b) Inspection. No handler may
handle any onions regulated hereunder unless such onions are inspected
by the Federal-State inspection service
and are covered by a valid applicable
inspection certificate, except when relieved of such requirement pursuant
to paragraphs (c) or (e) of this section.
(c) Special purpose shipments. The
minimum grade, size, maturity, and inspection requirements of this section
shall not be applicable to shipments of
onions for any of the following purposes: (1) Planting, (2) livestock feed,
(3) charity, (4) dehydration, (5) canning, (6) freezing, (7) extraction, and
(8) pickling.
(d)
Safeguards
Each
handler'
making shipments of onions for dehydration, canning, freezing, extraction,
or pickling pursuant to paragraph (c)
of this section shall:
(1) First apply to the committee for
and obtain a certificate of privilege to
make such shipments;
(2) Prepare, on forms furnished by
the committee, a report in quadruplicate on each individual shipment to
such outlets authorized in paragraph
(c) of this section;
(3) Bill or consign each shipment directly to the-applicable processor; and
(4) Forward one copy of such report
to the committee office and two copies
to the processor for signing and returning one copy to the committee
office. Failure of the handler or processor to report such shipments by
promptly signing and returning the
applicable report to the committee
office may be cause for cancellation of
such handler's certificate of privilege
and/or the processor's eligibility to receive further shipments pursuant to
such certificate of privilege. Upon can-

cellation of any such certificate of
privilege the handler may appeal to
the committee for reconsideration.
(e) Minimum quantity exemption.
Each handler may ship up to, but not
to exceed, 1 ton of onions each day
without regard to the inspection and
assessment requirements of this part,
if such onions meet minimum grade,
size, and maturity requirements of this
section. This exemption shall not
apply to any portion of a shipment
that exceeds 1 ton of onions.
(f) Definitions. The terms "U.S. No.
1" and "U.S. No. 2" have the same
meaning as defined in the U.S. Standards for Grades of Onions (Other
Than Bermuda-Granex-Grano and
Creole Types), as amended (7 CFR
2851.2830-2851.2854), or the U.S.
Standards for Grades of BermudaGranex-Grano Type Onions (7 CFR
2851.3195-2851.3209), whichever is applicable to the particular variety, or
variations thereof specified in this section. The term "braided red onions"
means onions of red varieties with
tops braided (interlaced). The term
"moderately cured" means the onions
are mature and are more nearly well
cured than fairly well cured. Other
terms used in this section have the
same meaning hs when used in marketing agreement No. 130 and this
part.
(g) Applicability to imports. Pursuant to §8e of the act and § 980.117
Import regulations; onions (43 FR
5499); onions imported during the effective period of this section shall
meet the grade, size, quality, and maturity requirements specified in the introductory paragraph and paragraph
(a) of this section.
(Secs. 1-19, 48 Stat. 31, as amended; 7 U.S.C.

601-674.)
Dated: July 25, 1978, to become effective August 1, 1978.
FLoYD

F. HEDLUND,

Director,Fruitand Vegetable Division, Agricultural Marketing
Service.
[FR Doc. 78-20962 Filed 7-27-78; 8:45 am]

[3410-021
[Lemon Reg. 156, Lemon Reg. 155, Amdt. 1
PART 910-LEIONS GROWN IN
CALIFORNIA AND ARIZONA
Limitation of Handling
AGENCY:
Agricultural Marketing
Service, USDA.
ACTION: Final rule.
SUMMARY: This action establishes
the quantity of California-Arizona
lemons that may be shipped to the
fresh market during the period July
30-August 5, 1978, and increases the

quantity of such lemons that may be
so shipped during the period July 2329, 1978. Such action Is needed to provide for orderly marketing of fresh
lemons for the periods specified due to
the marketing situation confronting
the lemon industry.
DATES: The regulation becomes effective July 30, 1978, and the amendment Is effective for the period July
23-29, 1978.
FOR FURTHER
INFORMATION
CONTACT:
Charles R. Brader, 202-447-6393.
SUPPLEMENTARY INFORMATION:
Findings. Pursuant to the marketing
agreement, as amended, and order No.
910, as amended (7 CFR Part 910), regulating the handling ol lemons grown
in California and Arizona, effective
under the Agricultural Marketing
Agreement Act of 1937, as amended (7
U.S.C. 601-674), and upon the basis of
the recommendations and information
submitted by the Lemon Administrative Committee, established under this
marketing order, and upon other information, It is found that the limitation of handling of lemons, as hereafter provided, will tend to effectuate
the declared policy of the act.
The committee met on July 25, 1978,
to consider supply and market conditions and other factors affecting the
need for regulation, and recommended
quantities of lemons deemed advisable
to be handled during the specified
weeks. The committee reports the
demand for lemons continues good.
It is further found that It Is Imprac.
ticable and contrary to the public interest to give preliminary notice,
engage in public rulemaking, and postpone the effective date until 30 days
after publication in the FDERAL REdiSTER (5 U.S.C. 553), because of insufficient time between the date when Information became available upon
which this regulation and amendment
are based and the effective date necessary to effectuate the declared policy
of the act. Interested persons were
given an opportunity to submit information and views on the regulation at
an open meeting, and the amendment
relieves restrictions on the handling of
lemons. It Is necessary to effectuate
the declared purposes of the act to
make these regulatory provisions ef-'
fective as specified, and handlers have
been apprised of such provisions and
the effective time.
§ 910.456 Lemon regulation 156.
Order. (a) Tile guantity of lemons
grown in California and Arizona which
may be handled during the period
July 30, 1978, through August 5, 1978,
is established at 300,000 cartons.

FEDERAL REGISTER, VOL 43, NO. 146-FRIDAY, JULY 28, 1978

32741

RULES AND REGULATIONS
(b) As used in this section. "handled" and "carton(s)" mean the same
as defined in the marketing order.

Commissioner of Immigration and
Naturalization, Room 7100, 425 Eye
Street NW., Washington, D.C. 20536.

§910.455 [Amended]
2. Paragraph (a) of § 910.455 Lemon
regulation 155 (43 FR 31313) is amended to read as follows: "The quantity of
lemons grown in California and Arizona which may be handled during the
period July 23, 1978, through July 29,
1978, is established at 325,000 cartons."
(Secs.1-19, 48 Stat. 31, as amended (7 U.S.C.
601-674).)
Dated: July 26, 1978.
CHARLEs R. BRADER,
Deputy Director,Fruitand Vegetable Division, Agricultural
MarketingService

FOR

[FR Doc. 78-21104 Filed 7-27-78; 8:45 am]

FURTHER

INFORMATION

CONTACT,
James G. Hoofnagle, Jr., telephone:

202-376-8373.
Dated: July 25, 1978.
LEomn J. CAsnLLo,
Commissionerof

Immigration and Naturalization.
EFR Do. 78-21067 Filed 7-27-78 8:45 am]

[1505-01]
Title 9-Animals and Animal Products
CHAPTER Ill-FOOD SAFETY AND
QUALITY SERVICE, MEAT AND
POULTRY PRODUCTS INSPECTION,
DEPARTMENT OF AGRICULTURE

[4410-10]
Title 8-Aliens and Nationality
CHAPTER
I-IMMIGRATION
AND
NATURALIZATION
SERVICE, DEPARTMENT OF JUSTICE
PART
231-ARRIVAL-DEPARTURE
MANIFESTS AND LISTS; SUPPORTING DOCUMENTS
Submission of Aircraft/Vessel Reports
(Forms 1-92) for Direct Flights Between. the United States and
Canada; Stay of Final Rules and
Request for Comments
AGENCY: Immigration and Naturalization Service, Justice.
ACTION: Stay of final rule and request for comments.
SUMMARY: The purpose of this
order is to stay indefinitely the -final
rules published at 43 FR 30268-69 on
July 14, 1978, to allow for public participation in this rule making proceeding pursuant to a request of the Air
Transport Association. The Service requests comments based on the text of
the rules published at 43 FR 30268-69.
Full consideration will be given to all
relevant representations received and
the Service will reconsider the rules
following an analysis of those representations.
DATES: Final rules stayed indefinitely. Interested persons are requested to
submit relevant data, views and arguments concerning these stayed rules to
the Commissioner of Immigration and
Naturalization on or before September
26, 1978.
ADDRESSES: Please submit written
representations, in diiplicate, to the

PART 318-ENTRY INTO OFFICIAL ESTABLISHMENTS,
REINSPECTION
AND PREPARATION OF PRODUCTS
Nitrates, Nitrites, and Ascorbates (or
Isoacorbates) in Bacon
Correction

In FR Doc. 78-20721 appearing at
page 32136 in the issue for Tuesday,

SUPPLEMENTARY INFORMATION:
The Nuclear Regulatory Commission
is moving Its Inspection and Enforcement Regional Office II to a new address in Atlanta, Ga. The new address
is as follows: U.S. Nuclear Regulatory
Commission, Region II. 101 Marietta
Street, Suite 3100, Atlanta, Ga. 30303.
Because these amendments relate
solely to corrections and minor matters, the Commission has found that
good cause exists for omitting notice
of proposed rulemaking, and public
procedure thereon, as unnecessary,
and for making the amendments effective on
Pursuant to the Atomic Energy A6
of 1954, as amended, the Energy Reorganization Act of 1974, as amended,
and sections 552 and 553 of Title 5 of
the United States Code, the following
amendments to Title 10, Chapter I,
Code of Federal Regulations, Parts 1,
20, and 73 are published as a document subject to codification.
PART 1-STATEMENT OF
ORGANIZATION AND GENERAL
INFORMATION

1. Paragraph 1.3(b) of 10 CFR Part 1
is amended by revising the address of
NRC Regional Office II to read as follows:

July 25, 1978, on page 32137, first

§ 1.3 Location of principal offices and regional offices.

[7590-01]

(b) *
Region II, USNRC, 101
Marietta Street, Suite 3100, Atlanta,
Ga. 30303.

column, ninth line from the top, the
word "nitrate" should read "nitrite".

Title 10-Energy
CHAPTER I-NUCLEAR REGULATORY
COMMISSION
CHANGE OF ADDRESS OF REGION II
OFFICE
AGENCY: U.S. Nuclear Regulatory
Commission.

.0

0

a

PART 20-STANDARDS FOR
PROTECTION AGAINST RADIATION
2. Appendix D of 10 CFR Part 20 is
amended by revising the address of
NRC Regional Office II to read as follows:
ArPvmnc D-U.S. NUc.aR REGuToRy

ACTION: Final rule.
SUMMARY: The Nuclear Regulatory
Couuxssxo.i L spzco AND Ei~oRcmrr
Commission is moving its inspection
REGIOn, OrncEs
and Enforcement Regional Office II to
a new address in Atlanta, Ga. Parts 1,
20, and 73 of the Commission's regulaRegion II. USNRC. Office of Inspection
tions are being amended to show the and
Enforcement 101 Marietta Street, Suite
new address for Region IL
3100. Atlanta. Ga. 30303.
EFFECTIVE DATE: July 28, 1978.
FOR FURTHER INFORMATION
CONTACT'
PART 73--PHYSICAL PROTECTION OF
Gerald L. Hutton, Rules and ProcePLANTS AND MATERIALS
dures Branch, Division of Rules and
3. Appendix A of 10 CFR Part,73 is
Records, Office of Administration,
.U.S. Nuclear Regulatory Commis- amended by revising the address of
sion, Washington, D.C. 20555, tele- NRC Regional Office II to read as folphone 301-492-7211.
lows:
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A-U.S.

NucLEAR

REGULATORY

COMMISSION INSPECTION AND ENORCE=ET
REGIONAL OFFICES
*

*

*

*

Region II, USNRC, Office of Inspection
and Enforcement, 101 Marietta Street, Suite
3100, Atlanta, Ga. 30303.
(Sec. 161, Pub. L. 83-703, 68 Stat. 948 (42
U.S.C. 2201); sec. 201 Pub. L. 93-438, 88 Stat.
1242 (42 U.S.C. 5841).)
Dated at Bethesda, Md., this 20th
day of July 1978.
For the Nuclear Regulatory Commission.
LEE V. GossIcK,
Executive Director
for Operations.
[R Doc. 78-20799 Piled 7-27-78; 8:45 am]

"(3) 15 U.S.C. 1640(f)."
Board of Governors of the Federal
Reserve System, July 20, 1978.
CATHY E. MnIIUM,
AssistantSecretary
of the Board.
[FR Doc. 78-20885 Filed 7-27-78; 8:45 am]
[6210-01]
[Reg B; EC-0011]

PART 202-EQUAL CREDIT
OPPORTUNITY

[6210-011
Title 12-Banks and Banking
CHAPTER 1I-FEDERAL RESERVE
SYSTEM
'

ment must be in writing, should clearly
identify the number of the official staff interpretation in question, should be addressed to the Secretary, Board of Governors of the Federal Reserve System, Washington, D.C. 20551, and must be postmarked
or received by the Secretary's office before
the effective date of the interpretation. The
request must also state the reasons why an
opportunity for public comment would be
,
appropriate.

SUBCHAPTER A-BOARD OF GOVERNORS OF
THE FEDERAL RESERVE SYSTEM
[Reg Z; FC-0150]

PART 226-TRUTH IN LENDING
Official Staff Interpretations;
Correction
AGENCY: Board of Governors of the
Federal Reserve System.
ACTION: Official staff interpretation(s); correction.
SUMMARY: This notice corrects a
previous FEDEAL REGISTER document

published on July 17, 1978 (43 FR
30531).
FOR FURTHER INFORMATION
CONTACT:
Anne Geary, Chief Staff Attorney,
Division of Consumer Affairs, Board
of Governors of the Federal Reserve
System, Washington, D.C. 20551,

202-452-2761.

SUPPLEiMENTARY INFORMATION:
The official staff interpretation(s)
published in FR Doc. 78-19506 appearing at page 30531 of the issue for
Monday, July 17, 1978, paragraphs (2)
and (3) of supplementary information
should read as follows, with corrections in the Code of Federal Regulations part number and the United
States Code number:
"(2) An opportunity for public comment
on an official staff interpretation may be
provided upon request of interested parties
and in accordance with 12 CFR Part
226.1(d)(2)(i). As provided by 12 CFR Part

226.1(d)(3) every request for public cor-

Official Staff Interpre- tations;
Correction
AGENCY: Board of Governors of the
Federal Reserve System.
ACTION:
Official
staff
interpretation(s); correction.
SUMMARY: This notice corrects a
previous FEDERAL REGISTER document
published on July 17, 1978 (43 FR
30531).
FOR FURTHER INFORMATION
CONTACT:
Anne Geary, Chief Staff Attorney,
Division of Consumer Affairs, Board
of Governors of the Federal Reserve
System, Washington, D.C. 20551,
202-452-2761.
SUPPLEMENTARY INFORMATION:
The official staff interpretation(s)
published in FR Doc. 78-19505 appearing at page 30531 of the issue for
Monday, July 17, 1978, paragraphs (2)
and (3) of "Supplementary Information" should-read as follows, with corrections in the code of Federal Regulations part number and the United
States Code number:
"(2) An opportunity for public comment
on an official staff interpretation may be
provided upon request of interested parties
and in accordance with 12 CFR Part
202.1(d)(2)(i). As provided by 12 CFR Part
202.1(d)(3) every request for public comment must be in writing, should clearly
identify the number of the official staff interpretation in question, -should be addressed to the Secretary, Board of Governors of the Federal Reserve System, Washington, D.C. 20551, and must be postmarked

or received by the Secretary's office before
the effective date of the interpretation. The
request must also state the reasons why an
opportunity for public comment would be
appropriate.
"(3) 15 U.S.C. 1691(b)."

Board of Governors of the Federal
Reserve System, July 20, 1978.
CATHY E. IMrMWAN,
AssistantSecretary
of the Board.
[FR Doc. 78-20886 Filed 7-27-78' 8:45 am]

[6210-01]
[Reg Z; FC-0151]
PART 226-TRUTH IN LENDING
Official Staff IntorpretationAGENCY: Board of Governors of the
Federal Reserve System.
ACTION: Official staff interpretation.
SUMMARY: The Board Is publishing
the following official staff Interpretation of regulation Z regarding the
truth in lending disclosures which
must be made in connection with certain interim student credit transactions made under a federally insured
program. The agency Is taking this
action in response to a request It has
received for interpretation of this regulation.
EFFECTIVE DATE: On or aftel
August 28, 1978.
FOR FURTHER INFORMATION
CONTACT:
Anne Geary, Chief Staff Attorney,
Division of Consumer Affairs, Board
of Governors of the Federal Reserve
System, Washington, D.C. 20551,

202-452-2761.
SUPPLEMENTARY INFORMATION:

(1) Identifying details have been deleted to the extent required to prevent
a clearly unwarranted invasion of personal privacy. The Board maintains
and makes available for public inspection and copying a current Index providing identifying information for the
public subject to certain limitations
stated in 12 CFR Part 261.6.
(2) An opportunity for public comment on an official staff interpretation may be provided upon request of
interested parties and in accordance
with 12 CFR Part 226.1(d)(2)(II). As
provided by 12 CFR Part 226.1(d)(3)
every request for public comment
must be in writing, should clearly
identify the number of the official
staff interpretation in question,
should be addressed to the Secretary,
Board of Governors of the Federal Reserve System, Washington, D.C. 20551
and must be postmarked or received
by the Secretary's office before the effective date of the interpretation. The
request must also state the reasons
why an opportunity for public comment would be appropriate.

(3) 15 U.S.C. 1640(f).

§ 226.8(b) Under federally insured program
providing credit to students for educa-
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tional purposes, if student has option of
receiving funds directly which may be
used as the student sees fit, loan disclosures are appropriate.
§ 226.8(d) Under federally Insured program
providing credit to students for educational purposes, if student has option of
receiving funds directly which may be
used as the student sees fit, loan disclo-sures are appropriate.
JULY 3, 1978.

tact Mr. Harry Giddinge. Acting Superintendent, Bureau of Consumer Protection,
Department of Business Regulation. State
House, Augusta, Mane, 04330, for his views
on the Issue addressed in this letter.

Sincerely.
NATHAxm. E.BUmsm.
Associate Directo.
Board of Governors of the Federal

This is in response to your letter of
, Reserve System, July 20, 1978.
in which you request an official staff InterCATHY E. MINEHAH,
pretation of regulation Z regarding the
AssistantSecretary
truth in lending disclosures which must be
of heBoard.
made in connection with certain interim stu(FR Doc. 78-21032 Filed 7-27-78; 8:45 am]
dent credit transactions made pursuant to a
federally insured program. The staff believes that the primary issue which you
raise is appropriate for an official response. [3510-08]
Other questions asked in your letter will be
addressed in a separate, unofficial staff InTitle 15-Commerc4 and Foreign
terpretation of the regulation.
Trade
The program with which you are concerned consists of a fund from which extensions of credit are made by participating col- CHAPTER IX-NATIONAL OCEANIC
leges and universities to students who meet
AND ATMOSPHERIC ADMINISTRAthe financial need'criteria established by
TION,
DEPARTMENT
OF COMthe Higher Education Act of 1965. Use of
funds received under the program is reMERCE
stricted to expenses related to attendance at
the institution which 'advances the funds,
PART 931-COASTAL ENERGY
and the student must sign an affidavit afIMPACT PROGRAM
firming that the funds will be used only for
such expenses.
Lateral Seaward Boundaries
Under the -program, funds may-be dis.
bursed directly to the student or a credit
may be made to the student's account at the AGENCY: National Oceanic and Ateducational institution. You are concerned mospheric Administration (NOAA),
that if a credit is made to a student's ac- Department of Commerce.
count with the institution and the student ACTION: Amendment to rule.
simply receives goods and services (e.g., tuition, room, board, books) from the institu- SUMMARY: This amendment to extion, the transaction could be viewed as a isting regulations is to clarify NOAA's
credit sale rather than a loan, and credit intent as to what may constitute "the
sale disclosures rather than loan disclosures applicable principles of law" for purwould be required under Regulation Z.
In the staff's opinion the answer to poses of establishing Coastal Energy
whether loan or credit sale disclosures are Impact Program (CEIP) delimitation
required in connection with the program lines, when no lateral seaward boundyou describe is dependent upon the ability aries between States exist, for purof students participating in the program to posed of alloting certain CEIP formula
obtain funds (e.g.. cash or a check) from the grants among States.
institution if they so desire. As long as a student has the option of receiving funds di- EFFECTIVE DATES: July 28, 1978.
.rectly which may be used as the student FOR FUR EI.ER INFORMATION
sees fit, the staff believes that the applicable loan disclosures under §§ 226.8(b) and (d) CONTACT.
of Regulation Z would be appropriate. FurJames P. Lawless, Assistant General
thermore; even though use of the loan proCounsel, NOAA, Page Building 1,
ceeds is restricted to expenses related to at3300 Whltehaven Street NW., Washtendance or continued attendance at the inington, D.C. 20235, 202-634-4245.
stitution which makes the loan, as long as
use of the funds is not restricted to the pur- SUPPLEMENTARY INFORMATION:
chase of particulargoods or services from In the FEDmtAL RsorsTER of Thursday,
the institution the dtaff feels that loan dis-

closures would be prope.
This is an official staff interpretation of
Regulation
Z, issued pursuant
to
§ 226.1(d)(2) of the regulation. It will
become effective 30 days after publication
in the FEDERA-L REGsTr unless a request for
public comment, made in accordance with
the Board's procedures, is received and
granted. We will notify you if the effective
date of the interpretation is suspended because such a request is received.
We also note that your client may be subject to the laws and regulations of the State
of Maine which has been granted an exemption from the applicable provisions of regulation Z. Therefore, you may wish to con-

February 23, 1978, at page 7546, the
National Oceanic and Atmospheric

Administration (NOAA) published regulations for the Office of Coastal Zone
Management to Implement the Coastal Energy Impact Program (CEIP).
Subpart H of those regulations, at
page 7563, discusses procedures for establishing delimitation lines for calculating coastal States' shares of CEIP
formula grants based on certain outer
Continental Shelf activities occurring
adjacent to each State.
For purposes of determining such
adjacency, section 308(b)(3)(B)ii) of
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the Coastal Zone Management Act of
1972. as amended (CZMA), provides:
"If no lateral seaward boundaries, or
any portion thereof, have been clearly
defined or fixed by an interstate compact, agreement, or judicial decision.
lateral seaward boundaries shall be determined according to the applicable
principles of law, including the principles of the Convention on the Territorial Sea and the Contiguous Zone, and
extended on the basis of such principles." In section 931.82 of the above
regulations, procedures are set forth
$or establishment of a delimitation
line when a lateral seaward boundary
has not been clearly defined or fixed.
The first sentence of subsection
931.82(b) reiterates the statutory provision that applicable principles of law
are to be used, and was intended to
provide examples of such principles.
Subsequent analysis of this language
has raised some question as to whether NOAA has created a presumption in
favor of the principles mentioned
which go beyond the statutory language. NOAA definitely did not intend
to establish a presumption in favor of
any principle of law over another in
this regard or to change the effect of
the statute. In order to clarify this
intent and to avoid the possibility that
someone could interpret the regula-

tions otherwise, NOAA is hereby correcting its regulations to reiterate the
language of the statute. Any other reference in Subpart H of the regulations
to "applicable principles of law" also

means the same principles as in section 308(b)C3)(B)(1l) of the CZMA.
Because this constitutes only a clari-

fication of what NOAA always intended In Its regulations, which was to reit-

erate the terms of the statute, NOAA
hereby finds for good cause, in accordance with 5 U.S.C. 553 (b) and (d), that
notice and public procedure on such
clarification is unnecessary, and that a
30-day delay prior to the effective date
of the clarification is unnecessary.
In consideration of the foregoing,
part 931 should be changed as follows:
§ 931.82 [Amended]
Delete that part of the first sentence
of § 931.82(b) after the words "Associate Administrator" (beginning with
the sixth line), and replace It with the
following*.
* I * according to the applicable principles of law, including the principles of the
Convention on the Territorial Sea and The
Contiguous Zone.
Dated: July 18, 1978.

T. P. GuLEEa,

AssistantAdministrator
forAdministration.
CFR Doe. 78-20925 Filed 7-27-78; 8:45 am]
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[6355-01]
Title 16-Commercial Practices
CHAPTER II-CONSUMER PRODUCT
SAFETY COMMISSION
PART

1500-HAZARDOUS

SUB-

STANCES AND ARTICLES; ADMINISTRATION AND ENFORCEMENT
REGULATIONS
Exemption From Full Compliance With
Labeling Requirements of Federal
Hazardous Substances Act for
Cyanoacrylate-Based Glue in Containers of 3 Grams or Less
AGENCY: Consumer Product Safety
Commission.
ACTION: Final rule.
SUMMARY: This document partially
exempts cyanoacrylate-based glue in
packages of 3 grams or less from the
size of labeling requirements of the
Federal Hazardous Substances Act
(FHSA). This exemption is being
issued because the Commission has
found that, because of the size of the
package involved, full compliance with
the labeling requirements applicable
under the FHSA is impracticable and
is not necessary for the adequate protection of the public health and
safety.
DATES: This exemption is effective
on July 28, 1978.
FOR FURTHER
CONTACT:

INFORMATION

Charles M. Jacobson, Directorate for
Compliance and Enforcement, Consumer Product Safety Commission,
Washington, D.C. 20207, telephone
301-492-6400.
SUPPLEMENTARY INFORMATION:
BACKGROUND
Section 2(f)(1)(A) of the Federal
Hazardous Substances Act ("the Act"
or "FHSA"), 15 U.S.C. 1261(f)(1)(A),
provides that the term "hazardous
substance" includes any substance or
mixture of substances 3vhich is an irritant, if such substance or mixture of
substances may cause substantial personal injury or substantial illness
during, or as a proximate result of,
any customary or reasonably foreseeable handling or use, including reasonably foreseeable ingestion by children.
Section 2(p) of the FHSA (15 U.S.C.
1261(0)) provides that a hazardous
substance which is intended, or packaged In a form suitable, for use in the
household or by children is misbrand-

ed if it does not bear a label stating
certain specified information.
A Commission regulation, 16 CFR
1500.121, describes in detail the placement, conspicuousness, and contrast
requirements for labeling under the
FHSA. Section 1500.121(d) provides
that except for labeling required to be
on the main panel of the label (i.e., (1)
the signal word ("WARNING', "CAUTION", or "DANGER", as appropriate), (2) a statement of the principal
hazard associated with the substance,
and (3) instructions to read carefully
any cautionary information that may
be placed elsewhere on the label), the
remainder of the information required
under the FHSA may be placed on the
label elsewhere than on the main
panel. Section 1500.121(d) also provides that the type size used for the
remainder of the required information
must bear a reasonable relationship to
the printing on the package panel involved and may be no smaller than 10
point type unless the available label
space requires reductions, in which
event this type size may be reduced to
no smaller than 6 point type. However,
because of small label space, exemptions to the 6 point type requirement
may be granted under section 3(c) of
the Act and 16 CFR 1500.82, 1500.83.
The Consumer Product Safety Commission may exempt the substance
from the full labeling requirements, to
the extent consistent with the adequate protection of public health and
safety, if it finds that, because of the
size of a package for a hazardous substance or because of the minor hazard
presented to the public by the substance, or for other good and sufficient reason, full compliance with the
labeling requirements is either impracticable or unnecessary for the adequate protection of the public health
and safety. Under 16 CFR 1500.83(a),
any person who believes that a particular hazardous substance intended or
packaged in a form suitable for use in
the household or by children should
be exempted from a labeling requirement otherwise applicable under the
Act may submit to the Commission a
request for an exemption pursuant to
section 3(c) of the Act. The request
must present facts in support of the
view that full compliance is impracticable or is not necessary for the protection of the public health.
On May 9, 1974, the Commission
issued a notice announcing information that had been obtained by testing
cyanoacrylate glues (39 FR 16511).
This information indicated that cyanoacrylate-based glue is a "hazardous
substance" within the meaning of that
term under the Act because it is an
"eye irritant." Therefore, any such
glue is deemed "misbranded" under
section 2(p) of the Act unless it is la-

beled in accordance with 16 CFR
1500.121.
The information available to the
Commission shows that these glues
can contact the eyes In situations such
as when some glue squirts out when
the container Is shaken to get glue to
flow, when the tube ruptures when It
is squeezed, when glues squirts out
when the surfaces to be glued are
pressed together, and when the tubes
are intentionally or accidentally misused by children. In each of these
types of situations, it would appear
that only a small amount of glue
would be likely to contact the eye.
PETITION
On November 11, 1975, the Consumer Product Safety Commission received a petitibn from Wllhold Glues,
Inc., of Santa Fe Springs, Calif., requesting an exemption from full compliance with the labeling requirements
under the Federal Hazardous Substances Act for cyanoacrylate-based
glue in 2-gram size tubes. The petition
stated that the size of the package
made it impracticable to show all of
the labeling that was required by 16
CFR 1500.121 to be In at least 6 point
type.
Aftir considering this petition and
the information obtained by the Commission's staff, the Commission concluded that an exemption for glues
with a cyanoacrylate base sold In sizes
of 2 grams or less should be proposed
(42 FR 54308; October 5, 1977).
The Commission's decision to propose this exemption was based principally on the preliminary findings that
full label compliance Is both Impracticable, due to the size of the package,
and unnecessary for the adequate protection of the public health.
The Commission believes that any
risk to the public of injury caused by
eye irritation associated with oyanoacrylate glues can be reduced sufficiently by placing the signal word, statement of hazard, and instructions to
read additional warnings on the main
label panel and by placing the additional warnings elsewhere on the Immediate container, and on any outer
package, accompanying leaflet, and
display card in accordance with the
placement, conspicuousness, and contrast requirements
of 16 CFR
1500.121. Accordingly, the Commission
proposed that this exemption be
granted under the following conditions:
(1) The signal word (in this Instance,
either "WARNING" or "CAUTION")
must appear on the main label panel
of the product and must comply with
the placement, conspicuousness, and
contrast requirements of 16 CFR
1500.121.
(2) The statement of the principal
hazard or hazards associated with the
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product, in this case "Eye Irritant" or
similar wording descriptive of the
hazard, must also appear on the main
label panel of the product in accordance with the placement, conspicuousness, and contrast requirements of 16
CPR 1500.121. (These first two conditions merely restate requirements of
§ 1500.121(a), which is not affected by

the exemption.)

(3) The main label panel must also
bear instructions to read additional
warnings elsewhere on the label and
on any outer package, accompanying
leaflet, and display card. Thus, any
statement of precautionary measures
describing the action to be followed or
avoided, instructions for first-aid
treatment, and the statement "keep
out of the reach of children" or its
practical equivalent, all required by
section 2(p)(1) of the Act, need not
.appear on the main label panel, but
instructions to read these additional
warnings must be placed on the main
label panel along with the required
signal word and statement of hazards
or hazards, in accordance with 16 CFR
1500.121. (Except for the reference to
the outer package, accompanying leaflet, and display card, this condition
also restates a requirement of
§ 1500.121(a).)
(4) The remainder of the cautionary
labeling required by the Act must
appear elsewhere on the immediate
container and on any outer package,
accompanying leaflet, and display
card. These additional warnings must
comply with the size, placement, contrast, and conspicuousness requirements of 16 CFR 1500.121, except
that, because of small label space, the
type size required for this labeling on
the'immediate container label may be
less than six point type, provided it is
legible. If there is no outer package,
accompanying leaflet, or display card,
then the remainder of the required
cautionary jabeling must be displayed
by means of a tag or other suitable
material that is securely affixed to the
article so that the labeling will remain
attached throughout the conditions of
merchandising and distribution to the
ultimate consumer.
COMMENT ON PROPOSAL

The Commission received one comment on the proposed exemption. This
comment was from the original petitioner, Wilhold Glues, Inc. (Wilhold).
Wilhold asked that the exemption
apply to glues. with a cyanoacrylate
base packaged in containers of 3 grams
or less, rather than the containers of 2
grams or less that were originally requested. Wilhold stated that this was
necessary because since the original

petition was submitted, the same size
tube that had been used for 2 grams of
glue was being extensively marketed
with 3 grams of glue.
The Commission has evaluated this
comment and has concluded that the
petitioner's need for the exemption is
the same for the tube containing 3
grams as for the tube containing 2
grams, since the same size tube is used
to contain both amounts of glue. In
addition, the additional gram of glue
will not significantly increase the hazards associated with the use of cyanoacrylate-based glues. Accordingly, the
Commission agrees with the comment.
CONCLUSION
After considering the petition, the
comment received on the proposal,
and information obtained by the Commission's staff, the Commisson finds
that, because of the size of the package involved and for the other good
and sufficient reasons discussed above,
full compliance with the labeling requirements otherwise applicable under
the Federal Hazardous Substances Act
for cyanoacrylate-based glues in packages containing 3 grams or less is impracticable and not necessary for the
adequate protection of the public
health and welfare and that the exemption set forth below is consistent
with the adequate protection of the
public health and safety.
Since this rule grants an exemption,
the requirement-of the Administrative
Procedure Act that publication be
made not less than 30 days before the
effective date of the rule does not

apply (5 U.S.C. 553(d)(1)), and this
rule is therefore effective immediately.
Accordingly, pursuant to provisions
of the Federal Hazardous Substances

Act (Sees. 2(f), 2(p), 3(c), 10(a); 74
Stat. 372, 374, 375. 378. as amended 80

Stat. 1304, 1305, 83 Stat 187-189; 15
U.S.C.
1261(f),
1261(p), 1262(c),
1269(a)), and under authority vested
in the Commission by the Consumer
Product Safety Act (see. 30(a), Pub. L.
92-573, 86 Stat. 1231; 15 U.S.C.
2079(a)). the Commission amends subchapter C, chapter II, of title 16 of the
Code of Federal Regulations by adding
to § 1500.83 a new paragraph (a)(37),
reading as follows: (The text of the Introductory portion of § 1500.83(a), although unchanged, is included for
context.)

substances under the provisions of
§ 1500.82:
(37) Glues with a cyanoacrylate base
In package containing 3 grams or less
are exempt from the requirement of
§ 1500.121(d) that labeling which is
permitted to appear elsewhere than on
the main label panel must be in type
size no smaller than 6 point type. provided that:
(I) The main panel of the immediate
container bears both the proper signal
word and a statement of the principal
hazard or hazards associated with this
product, as provided by § 1500.121 (a)
and (c):
(I) The main panel of the immediate
container also bears an instruction to
read carefully additional warnings
elsewhere on the label and on any
outer package, accompanying leaflet,
and display card. The instruction to
read additional warnings must comply
with the size, placement, copspicuousness, and contrast requirements of
§ 1500.121; and

(Ill) The remainder of the- cautionary labeling required by the act that is
not on the main label panel must
appear elsewhere on the label in legible type and must appear on any
outer package, accompanying leaflet,
and display card. If there is no outer
package, accompanying leaflet, or display card, then the remainder of the
required cautionary labeling must be
displayed on a tag or other suitable
material that is securely affixed to the
article so that the labeling will ren
attached throughout the conditions of
merchandising and distribution to the
ultimate consumer. That -labeling
which must appear on any outer package, accompanying leaflet, tag, or
other suitable material must comply
with the size, placement, contrast, and
conspicuousness
requirements
of
§ 1500.121(d).
(Secs. 2W, 2(p), 3(c). 10(a); 74 Stat. 372, 374,
375. 378, as amended. 80 Stat. 1304,1305.83
Stat. 187-189 (15 U.SC. 1261C, 1261(p).
1262(c). 1269(a)).)

§ 1500.83 Exceptions for small packages,

Effective date. *This amendment
shall be effective July 28, 1978.
•Dated: July 25, 1878.

minor hazards, and special circum.
stances.
(a) The following exemptions are
granted for the labeling of hazardous

ActingSecretar, Consumer
ProductSafety Commission.
1FR Dec. 78-20926 Filed 7-27-78; 8:45 am]

SADYE E. DUtNN,
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[4110-03]
1
Title 21-Food and Drug,
CHAPTER I-FOOD AND DRUG ADMINISTRATION, DEPARTMENT OF
HEALTH, EDUCATION, AND WELFARE
SUBCHAPTER A-GENERAL
PART 5-DELEGATIONS OF
AUTHORITY AND ORGANIZATION
Redelegation of Grants Authority
AGENCY: Food and Drug Administration.
ACTION: Final rule.
SUMMARY: The Commissioner of
Food and Drugs is amending the regulations for delegations of authority by
decentralizing the authority to approve or disapprove applications for
grants and redelegating the authority
to bureau level officials. The action,
part of a decentralization effort- to
move operational functions out of the
Office of the Commissioner, is being
taken to increase the effectiveness of
operations.
EFFECTIVE DATE: July 28, 1978.
FOR FURTHER INFORMATION
CONTACT:
Robert L. Miller, Office of Management and Operations (HFA-340),
Food and Drug Administration, Department of Health, Education, and
Welfare, 5600 Fishers Lane, Rockville, Md. 20857, 301-443-4976.
SUPPLEMENTARY INFORMATION:
Section 5.25 (21 CFR 5.25) is being revised by deleting the delegation of authority and reference to the Associate
and Deputy Associate Commissioner
for Science. Approval authority for
grant applications is being delegated
to bureau directors, the Executive Director of Regional Operations, and the
Director, National Center for Toxicological Research, and the authority to
execute and issue notices of grant
awards is extended to include the
Chief of the Grants Management
Branch of the new Office of Management and Operations.
Further redelegation of the authority delegated is not authorized. Authority delegated to a position by title may
be exercised by a person officially designated to serve in such position in an
acting capacity or on a temporary
basis, unless prohibited by a restriction written into the document designating him as "acting," or unless not
legAlly permissible.
Therefore, under the Federal Food,
Drug, and Cosmetic Act (sec. 701(a), 52
Stat. 1055 (21 U.S.C. 371(a))) and sees.
301, 307, 311, and 356 of the Public
Health Service Act (42 U.S.C. 241,
2421, 243, and 263d) and under authori-

ty delegated to the Commissioner (21
CFR. 5.1), part 5 is amended by revising § 5.25 to read as follows:
§ 5.25 Grants.
(a)The directors of bureaus, the Executive Director of Regional Operations, and the Director of the National Center for Toxicological' Research
are authorized to approve or disapprove applications for grants under
sections 301, 307, and 311 of the Public
Health Service Act.
(b) The Director of the Bureau of
Radiological Health is authorized to
approve or disapprove applications for
grants under section 356 of the Public
Health Service Act.
(c) The Associate and Deputy Associate Commissioner for Management
and Operations, the Director and
Deputy Director of the Division of
Contracts and Grants Management of
the Office of Management and Operations, and the Chief of the Grants
Management Branch of that Division
and Office are authorized to sign and
issue all notices of grant awards and
amendments thereto and sign and
issue notices of suspension and termination thereof.
Effective date. This regulation shall
be effective July 28, 1978.
(Sec. 701(a), 52 Stat. 1055 (21 U.S.C. 371(a))
and sees. 301, 307. 311, 356 (42 U.S.C. 241,
2421, 243, 263d).)
Dated: July 24, 1978.
WI.LIAIa F. RANDOLPH,

Acting Associate Commissioner
forRegulatoryAffairs.
[FR Doc. 78-20864 Filed 7-27-78: 8:45 am]

[4110-03]
SUBCHAPTER E-ANIMAL DRUGS, FEEDS, AND
RELATED PRODUCTS

PART 510-NEW ANIMAL DRUGS
PART 558-NEW ANIMAL DRUGS
FOR USE IN ANIMAL FEEDS
Tylosin
AGENCY: Food and Drug Administration.
ACTION: Final rule.
SUMMARY: The animal drug regulations are amended to reflect approval
of two new animal drug applications
(NADA's) providing for use of 10gram-per-pound tylosin premixes for
-making complete swine feeds. The applications were filed by Feed Service
Co. and Illini Feeds. The list of sponsors is also amended to establish entries for these firms.
EFFECTIVE DATE: July 28, 1278.
FOR FURTHER INFORMATION
CONTACT:
Jack C. Taylor, Bureau of Veteri-

nary Medicine (HFV-136), Food and
Drug Administration, Department of
Health, Education, and Welfare,
5600 Fishers Lane, Rockville, Md.

20857, 301-443-5247.
SUPPLEMENTARY INFORMATION:
Feed service Co., Inc., Box 876, Mankato, Minn. 56001, and llini Feed, Box
T, Oneida, Ill. 61467, filed NADA's
111-637V and 110-202V to provide for
10-gram-per-pound tylosin (as tylosin
phosphate) premixes to be used for
subsequent manufacture of complete
swine feeds. The complete feeds would
increase rate of weight gain and Improve feed efficiency. Approval of
these applications relies upon safety
and effectiveness data contained in
Elanco Products Co.'s approved NADA

12-491V (see §558.625(f)(1)(vi)(a) (21
CFR 558.625(f)(1)(vi)(a))). The appro-

vals do not constitute reaffirmation of
Elanco Products Co.'s NADA nor do
they constitute reaffirmation of the
drug's safety and effectiveness.
In accordance with the freedom of
Information
regulations
and
§514.11(e)(2)(ii) of the animal drug

regulations (21 CPR 514.11(e)(2)(ii)), a
summary of safety and effectiveness
data and information submitted to
support approval of this application is
released publicly. The summary Is
available for public examination at the
office of the Hearing Clerk (HFA-305),
Room 4-65, 5600 Fishers Lane, Rockville, Md. 20857, from 9 a.m. to 4 p.m.,
Monday through Friday.
Therefore, under the Federal Food,
Drug, and Cosmetic Act (sec. 512(0), 82
Stat. 347 (21 U.S.C. 360b()) and
under authority delegated to the Commissioner of Foods and Drugs (21 CFR
5.1), parts 510 and 558 are amended as
follows:
1. In part 510, §510.600 is amended
by adding two new sponsors alphabetically to paragraph (c)(1) and numerically to paragraph (c)(2), to read as
follows:
§510.600 Names, addresses, and code
numbers of sponsors of approved appli.
cations.
*

$

*

$

*

(c) * *

(1)

* * *

Firm name and address
$

.

*

DrUe listing
No.
*

a

Feed Service Co.. Inc., Box 876. Manka.
to, M inn. 56001 ..........................................
*

*

*

$

Iflini Feeds, Box T, Oneida. 111.61467 ....
*

(2) * * *
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037310

32747

RULES AND REGULATIONS
Thm name anddaddress

Drug
listing
NO.

*

030841

*

Feed Service Co. Inc..) Box 876. Mankato.

Minn 5600L

037310.

fIlfnl Feeds. Box T. On eda. Ii. 61467.
*

2. In part 558, § 558.625 is amended
by adding new paragraph (b) (54) and
(55) to read as follows:

§558.625 Tylosin.

SUPPLEMENTARY INFORMATION
Jensen-Salsbery Laboratories, Division
of Richardson-Merrell, Inc., 520 West
21st Street, Kansas City, Mo. 64141,
filed an NADA (101-161V) providing
for use of piperazine phosphate with
thenium closylate tablets In weaned
pups and adult dogs for removal of
certain hookworms and ascarids.
In accordance with the freedom of
and
regulations
information

law restricts this drug to use by or on
the order of a licensed veterinarian.
Effective date: July 28, 1978.
(Sec. 512(M. 82 StaL 347 (21 U-S.C. 360bh).)
Dated: July 21, 1978.
FRED J.KNGMA,

regulations, a summary of safety and
effectiveness data and information
submitted to support approval of this
application is released publicly. The
summary is available for public examination at the Office of the Hearing
Clerk (HFC-20), Food and Drug Ad-

[4110-03]

Lane, Rockville, Md. 20857, from 9
a.m. to 4 p.m., Monday through
Friday, except on Federal holidays.
Therefore, under the Federal Food,
Drug, and Cosmetic Act (sec. 512(1), 82
Stat. 347 (21 U.S.C. 360b(i))) and
under authority delegated to the Commissioner of Food and Drugs (21 CFR
5.1), part 520 Is amended by adding
new §520.1805, to read as follows:

AGENCY: Food and Drug Administration.
ACTION: Final rule.
SUMMARY: The regulations are
amended to reflect the change of
sponsor for uredofos tablets from Affllated Laboratories Division. Whitmoyer Laboratories, Inc., to Beecham
Laboratories, Division of Beecham,
Inc. A supplemental new animal drug
application (NADA) filed by Beecham
aboratories provides for this change
EFFECTIVE DATE: July 28, 1978.
FOR FURTHER INFORMATION
CONTACT.
Henry C. Hewitt, Bureau of Veterinary Medicine (HFbV-112), Food and
Drug Administration, Departmet of
Health, Education. and Welfare,
5600 Fishers Lane, Rockvlle, Md.

(54) To 030841: 10. grams per pound:
paragraph C(D(1v)(a) of this section.
(55) To 037310: 10 grams per pound;
paragraph (f)C1)(vi)(a) of this section.
Effective date: This regulation is effective July 28, 1978.
(Sec. 512(i), 82 Stat. 347 (21 U.S.C. 360b(i)).)
Dated: July 21, 1978.
FRED J. KiNGmA,
Acting Director,
Bureauof Veterinary Medicine.
R Doec. 78-20720 Filed 7-27-78; 8:45 am]

with
phosphate
§520.1805 Piperazine
thenium closylate tablets.
(a) Specifications. Each scored
tablet contains the equivalent of 250
milligams piperazine hexahydrate (as
piperazine phosphate) and 125 milli.
grams thenium (as theniunm closylate).
(b) Sponsor. See No. 017220 In
§ 510.600(c) of this chapter.

(c) Conditions of use.--(1) Amount

[4110-03]
PART 520-ORAL DOSAGE FORM
NEW ANIMAL DRUGS NOT SUBJECT TO CERTIFICATION
Piperazine Phosphate-Thenium
Closylate Tablets

AGENCY. Food and Drug AdminstrationACTION: Final rule.
SUMMARY: The animal drug regulations are amended to reflect approval
of a new animal drug application
(NADA) filed by Jensen-Salsbery Laboratories, providing for use of a combination antheimintic (drug used to destroy or expel intestinal worms) in
treating weaned pups and dogs.
EFFECTIVE DATE: July 28, 1978.
FOR FURTHER INFORMATION

CONTACT'

Henry C. Hewitt, Bureau of Veterinary Medicine (HFV-112), Food and
Drug Administratioi, Department of
Health, Education, and Welfare,
5600- Fishers Lane, Rockville, Md.
20857,-301-443-3430.

FR Doec. 78-20723 Fied 7-27-78; 8:45 am]

CFR
(21
§514.11(e)(2)(U)
514.11(eX2)(i)) of the animal drug

mini tration, Room 4-65. 5600 Fishers

(b)***

- ActingDirector;
Bureau of VeterinaryMedicine.

Administer orally to dogs as follows:
Noumm OF TAmLsTS AT EAca or =s Two
DOSES
Animal weight (Ib):,
2 but les than 5__
5 but less than 10
10 or heavler

1
2

PART 520-ORAL DOSAGE FORM
NEW ANIMAL DRUGS NOT SUBJECT TO CERTIFICATION
Uredofos Tablets; Change of Sponsor

20857, 301-443-3430.
SUPPLEMENTARY INFORMATION:
Beecham Laboratories, Division of

Beecham, Inc., Bristol, Tenn. 37620,
filed a supplemental new animal drug
(2) Indicationsfor use. For removal application (NADA 100-745V) providof immature (fourth stage larvae) and ing for the change of sponsor for ureadult hookworms (Ancjlostoma can- dofos tablets.
inum, A. braziliense, and Uncinarla
This intercorporate transfer of an
stenocephala) and ascarlds (Toxocara NADA does not involve changes in
canis) from weaned pups and adult manufacturing, packaging, or quality
dogs.
control. The approval does not require
(3) Limitations. Do not use this a reevaluation of the parent NADA
product to treat dogs weighing less
than 2 pounds, unweaned pups, or nor does It constitute a reaffirmation
pups under 5 weeks of age. Maximum of the drug's safety or effectiveness.
Therefore, under the Federal Food,
efficacy against hookworms -necessitates two doses In 1 day of treatment. Drug, and Cosmetic Act (see. 512(i), 82
The interval between the doseg should Stat. 347 (21 U.S.C. 360b(i))) and
be not less than 4 hours or more than under authority delegated to the Com24 hours. -Administer the first dose In missloner of Food and Drugs (21 CFR
the morning before feeding. Do not 5.1), §520.645 Uredofos- tablets is
permit dog to chew tablet. Feed the amended in paragraph Cc) by deleting
dog between doses. Do not feeld milk the number "011794" and inserting in
or other fatty foods during treatment. Its place the number "000029."
Retreatment may be needed in 7 to 28
Effective date: This regulation is efdays as determined by laboratory fecal fective July 28, 1978.
examinations or in animals kept In
known contaminated quarters. Federal (Sec. 5120), 82 Stat. 347 (21 US.C. 360b(D))
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Dated: July 21, 1978.
FRED J. KINGMA,

Acting Director,
Bureau of Veterinary Medicine.
[FR Dc. 78-20725 Filed 7-27-78; 8:45 am]
[4110-03]
PART 540-PENICILLIN ANTIBIOTIC
DRUGS FOR ANIMAL USE
PART 556-TOLERANCES FOR RESIDUES OF NEW ANIMAL DRUGS IN
FOOD
Procaine Penicillin G Aqueous
Suspension (injectable)
AGENCY: Food and Drug Administration.
ACTION: Final rule.
SUMMARY: The agency is amending
the animal drug regulations to reflect
approval of a supplemental new
animal drug application (NADA) providing revised labeling of injectable
procaine penicillin G aqueous suspension used in treating certain infections
of cattle, sheep, swine, and horses.
The application was filed by Pfizer,
Inc., in compliance with the National
Academy of Sciences-National Research Council Drug Efficacy Study
Group (NAS/NRC) evaluation of the
product. This document also amends
the regulations by establishing a zero
residue tolerance for penicillin and its
salts in sheep.
EFFECTIVE DATE: July 28, 1978.
FOR FURTHER INFORMATION
CONTACT:
Myron C. Rosenberg, Bureau of Veterinary Medicine (HFV-125), Food
and Drug Administration, Department of Health, Education, and Welfare, 5600 Fishers Lane, Rockville,
Md. 20857, 301-443-1788.
SUPPLEMENTARY INFORMATION:
Pfizer's product was one of several
mentioned in the NAS/NRC evaluation published in the FEDERA REGISTER of August 25, 1970 (35 FR 13544).
In that document, the NAS/NRC concluded, and the Food and Drug Administration (FDA) concurred, that
these products were probably effective
for intramuscular use in treating infections in animals caused by pathogens sensitive to procaine penicillin.
The NAS/NRC stated:
1. The dosage directions are inadequate.
The dosage should be so expressed as to

provide a specific quantity of the drug per
unit of body weight per unit of time for
each animal species.
2. The minimum allowable dosage should
range from 3,000 to 10,000 units per pound
body weight per day depending on the
animal species. In some diseases, because of

decreasing bacterial sensitivity, higher doses
may be necessary.
3. Properly qualify disease entities as to
those caused by pathogens sensitive to penicillin. If the disease claim cannot be so
qualified the claim must be dropped.
4. The labeling should not recommend injection into open wounds, abscesses, and actinomycotic lesions, nor should the labeling
recommend increasing the dose if there is
no response to previous injections.
5. The labeling should state the recommended procedure for treating hyper- sensitivity reactions to penicillin and also the occasional hypersensitivity to procaine.
6. The labeling should provide a precaution statement indicating the need for sensitivity testing preceding the use of penicillin
in treating staphylococcal pathogens.
7. The residue warnings should be updated.
The NAS/NRC evaluation was concerned only with the drug's effectiveness and safety to the animal being
treated and did not take into account
the safety of food derived from treated animals.
The evaluation was published to
inform NADA holders of the findings
of the NAS/NRC and FDA and to
inform all interested persons that
such articles may be marketed, provided they are the subject of approved
NADA's and otherwise comply with
the requirements of thg Federal Food,
Drug, and Cosmetic Act. NADA's that
pertain to identical products and reflect those conditions of use as set
forth in this regulation do not require
efficacy
data
as
specified
by
§ 514.1(b)(8)(ii) or § 514.111(a)(5)(vi) of
the animal drug regulations. In lieu of
such data, approval may require bioequivalency or similar data as suggested
in
the guideline for submitting
NADA's for NAS/NRC-reviewed generic drugs. The guideline is available
from the Hearing Clerk (HFA-305),
Food and Drug Administration, Room
4-65, 5600 Fishers Lane, Rockville, Md.
20857. Those conditions of use are
identified in this regulation by a footnote.
Pfizer, Inc., 235 East 42d Street, New
York, N.Y. 10017, submitted a supplemental NADA (65-110V) which responded to the above-enumerated
NASA/NRC recommendations as follows:
1. and 2. The recommended daily dosage
in large animal species is now given in the
product labeling as 3,000 units per pound of
body weight. The indications for use of this
product in all small animals have been removed from the labeling.
3. Disease entities have been qualified as
to causative pathogen and these are sensitive to penicillin. Many disease claims and
several animal species have been deleted
from the indications of use. Indications for
the use of this drug in the treatment of anthrax have been deleted from product labeling.
4. The labeling does not recommend injection into open wounds, abscesses, actinomycotic lesions nor does it suggest increasing

the dose if there is no response to the previ.
ous dose. On the contrary the labeling
warns against doses above those specifically
recommended.
5. The revised labeling (package insert)
provides a cautionary statement regarding
untoward reactions that may occur in ani.
mals administered this drug and describes
how they should be treated.
6. Indications for use of this product
against diseases caused by Staphylococcus
spp. have been deleted. Overgrowth of
resist- ant organisms including fungi result.
ing from use of this product is described on

the package insert.
7. Residue warnings have been updated in
accordance with directions received from
FDA in a letter dated April 28, 1976,
A dosage of 3,000 units per pound of
body weight meets NAS/NRC efficacy
requirements for treatment of the
cattle, sheep, swine, and horse diseases
set forth in the Indications for use In
this regulation.
These claim deletions and modifications in indications for use have substantiated upgrading the NAS/NRC
rating from probably effective to effective.
Although this drug has been indicated for use in sheep for many years, a
residue tolerance for this species has
never been listed In §556.510 (21 CFR
556.510). The FDA Is currently reevaluating the tolerances for penicillins In
all species. Pending completion of this
evaluation, §556.510 Is being amended
to include sheep among those species
for which a zero tolerance is now in
effect. This action does not constitute
a reevaluation or reaffirmation of the
underlying human safety data.
In accordance with the freedom of
information
regulations
and
§ 514.11(e)(2)(ii) of the animal drug
regulations (21 CFR 514.11(e)(2)(1i)), a
summary of safety and effectiveness.
data and information submitted to
support approval of this application is
released publicly. The summary is
available for public examination at the
Office of the Hearing Clerk HFA-305),
at the above-named address from 9
a.m. to 4 p.m., Monday through
Friday, except on Federal holidays.
Therefore, under the Federal Food,
Drug, and Cosmetic Act (sec. 512(1), 82
Stat. 347 (21 U.S.C. 360b(i))) and
under authority delegated tothe Commissioner of Food and Drugs (21 CFR
5.1), Parts 540 and 556 are amended as
follows:
1. In part 540, § 540.274b is amended
by adding new paragraph (c)(3) to
read as follows:

§ 540.274b Procaine penicillin G aqueous
suspension.
*

*

*

*

*

(C) * **
(3)(i) Specifications. The drug conforms to the requirements prescribed
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by § 540.274a. Each milliliter contains
300,000 units of penicillin activity.
(ii) Sponsor. See No. 000069 in
§510.600(c) of this chapter.
(iii) Related tolerances. See § 556.510
of this chapter.
(iv) Conditions of use. As an intramuscular injection for cattle, sheep,
swine, and horses, used as follows:
(a) Amount 3,000 units per pound of
body weight (1 milliliter per 100
pounds body weight) daily.
(b) Indications for use. For the
treatment of cattle and sheep for bacterial pneumonia (shipping fever)
caus ed by Pasteurella multocid,"
swinLe for erysipelas caused by Erysipeloth rix insidiosa, and horses for strangles caused by Streptococcusequ 1.
(C)) Limitations. Continue treatment
at 1east 1 day after symptoms disappearr (usually 2 or 3 days). Treatment
shouild not exceed 4 consecutive days.
Do not exceed 10 milliliters per injection site. -Mik that bas been taken
during treatment and for 72 hours (six
-milkings) after the latest treatment
must not be used for food. Discontinue
treatment for the following number of
days before slaughter: Cattle-10,
shee.p-9, and swine-7. Not for use in"
horsses intended for food.
2. In part 556, § 556.510 is amended
by 3revising paragraph (b) to read as
follo ws:
_§ 556 .510 Penicillin,
,
.
,
.
.
(b Zero in the uincooked edible tissues of chickens, pheasants, quail,
swin ie, and sheep; in eggs; and in milk
m which such
or i any processed f.
milk
.
.
.
.
Effective date: This regulatiorris effectiive
(See. 512(i). 82 Stat. 347 (21 U.S.C. 360b()).)
-Da
ited: July 21, 1978.
FRD J. KiNGmA,
'-Acting Director,
Bureau of VeterinaryMedicine
EFR Doe. 78-20719 Fled 7-27-78; 8:45 am]

of a supplemental new animal drug application (NADA) filed by Elanco
Products Co., providing for use of
monensin in feed of pasture cattle.
EFFECTIVE DATE: July 28, 1978.

FOR

INFORMATION

FJURTHER

CONTACT.
William D. Price, Bureau of Veterinary Medicine (HFV-123), Food and
Drug Administration, Department of
Health, Education, and 'Welfare,

5600 Fishers Lane, Rockville, Md.

PART 558-NEW ANIMAL DRUGS
FOR USE IN ANIMAL FEEDS
Monensin
AGENCY: Food and Drug AdministrationACTION: Final rule.
SUMMARY: The animal drug regulations are amended to-reflect approval
'These conditions are NAS/NRC reviewed
and deemed effective. Applications for these

uses need not include effectiveness data as
specified by § 514.111 of this chapter, but

may require bioequivalency and safety Information.

a

a

*

Effective date. This amendment is
effective 3 uly 28, 1978.
(Sec. 512(t), 82 Stat. 347 (21 U.S.C. 360b(i)).)
Dated: J ly 21, 1978.
FRED. J KINGUA,
A ctingDirector,Bureau of
VeterinaryMedicineDo. 7
8-20718 Filed 7-27-78; 8.45 am]

20857, 301-443-3442
SUPPLEMENTARY INFORMATION:
Elanco Products Co., A Division of El
Lilly & Co., 740 South Alabama
Street, Indianapolis, Ind. 46206, filed a
supplemental NADA (95-735V) propos- . [4110-03]
Ing label revisiod of its 20-, 30-, 45-,
and 60-grams per pound monensin pre- PART 558- -NEW ANIMAL DRUGS FOR
mixes. The revision permits use of finE IN ANIMAL FEEDS
ished feeds subsequently manufactured from these premixes for in- MONENSI N, BACITRACIN, BACITRAMETHYLENE DISALICYLATE,
CIN
creased rate of weight gain in pasture
ROXAR! ONE
cattle. Approval of this application
does not constitute reaffirmation of
the safety of residues resulting from AGENCY: Food and Drug Administration.
-use of this drug.
In accordance with the freedom of
Final rule.
and ACTION.
regulations
information
Y:
'IARThis document amends
§514.11(e)(2)(il) of the animal drug SUD
regulations (21 CFR 514.11(e)(2)(il)), a the anima I drug regulations to reflect
summary of safety and effectiveness approval o f a new animal drug applicadata and information submitted to tion (NAD A) filed by Elanco Products
support approval of this application is Co., provid ing for the use of currently
released publicly. The summary is approved j )remixes in the preparation
available for public examination at the of a complete broiler feed containing a
combinatc 0n of monensin with bacitraoffice of the Hearing Clerk (EPA-305),
Room 4-65, 5600 Fishers Lane, Rock- cin methy lene disalicylate and roxarville, Md. 20857, from 9 am. to 4 pm., sone.
Monday through Friday, except on EFFECTI,
1E DATE: July 28, 1978.
Federal holidays.
Therefore, under the Federal Food, FOR P RTHER INFORMATION
Drug, and Cosmetic Act (sec. 512(i), 82 CONTACI
Lonnie
Stat. 347 (21 U.S.C. 360(b)(1))) and
,V.Luther, Bureau of.Veterinary Medicine (HVV-147), Food and
under authority delegated to the ComDrug Ad ministration, Department of
missioner of Food and Drugs (21 CFR
Health, Education, and Welfare.
5.1), §558.355 Is amended by adding
5600 Fisiers Lane, Rockville, Md.
new paragraph (f)(3)(iil) to read as
20857 30}1-443-4317.
follows:
§558.355 Monensin.
.

[4110-031

tions, as reduced average daily gains
may result. Do not allow horses or
other equines access to formulations
containing monensin (ingestion of
monensin by equines has been fatal).

.

.

(f) * * *
(3) * * *

(iii) Amount per toL Monensin, 25 to
400 grams.
(a.) Indications for use. Increased
rate of weight gair I.
(b) Limitations. Feed to pasture
cattle (slaughter, stocker, and feeder)
weighing more thian 400 pounds. Feed
at the rate of nc t less than 50 nor
more than 200 mil Ugrams per head per
day in a minimum of 1 pound of feed,
as monensin sodi. n. During the first 5
days of feeding, attle should receive
no more than 100 milligrams per day.
Do not exceed thee levels of monensin
recommended in the feeding direc-

SUPPLEMENTARY INFORMATION:
Elanco Products Co., a Division of Eli
Lilly and Co., 740 South Alabama
Street, Indianapolis, Ind. 46206, filed
an NADA (49-464V) providing for the
use of approved animal drug premixes
for the preparation of a complete
broiler feed containing 90 to 110 grams
per ton monensin sodium, 25 grams
per ton bacitracin methylene disalicylate, and 11.3 to 22.7 grams per ton
roxarsone for use as an aid in the preventlon of certain forms of coccidiosis,
for increased rate of weight gain, and
for improved feed efficiency. This application is approved without reaffirmation of the underlying human
safety data for use of the individual
drug components: monensin sodium,
bacitracin methylene disalicylate, and
roxarsone in broiler feeds.
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In accordance with the freedom of
irformation
regulations
and

§514.11(e)(2)(ii)

(21

CFR

514.11(e)(2)(i)) of the animal drug
reglations, a summary of safety and
effectiveness data and information
submitted to support approval of this
application is released publicly. The
summary is available for public examination at the office of the Hearing
Clerk (HFA-305), Room 4-65, 5600
Fishers Lane, Rockville, Md. 20857,
from 9 a.m. to 4 p.m., Monday through
Friday, except on Federal holidays.
Therefore, under the Federal Food,
Drug, and Cosmetic Act (sec. 512(i), 82
Stat. 347 (21 U.S.C. 360b(i))) and
under authority delegated to the Commissioner of Food and Drugs (21 CFR
5.1), part 558 is amended as follows:
1. In §558.76, by adding new paragraph (eX$)(ix) to read as follows:
§558.76 Bacitracin methylene disalicylate.
.

.

.

(e) * * *
(3) * * *

(x) Monensin a nd roxarsone in accordance with § 5588.355.
2. In §558.355, b y adding new paragraph (f)(1)(xil) to read as follows:
§558.355 Monensin.
(f) * * *
(1) * * *

(xii) Amount pe ton. Monensin, 90
to 110 grams, plus bacitracin methylene disalicylate, 25 grams, and roxarsone, 11.3 to 22.7 g rams.
(a) Indicationsj for use. As an aid in
Decoquinate
................................

Combination,

the prevention of coccidiosis caused by
E. necatrix, E. tenella, E. acervulina,
E. brunetti, E. maxima, and E. mivati;
for increased rate of weight gain and
for improved feed efficiency.
(b) Limitations. Do not feed to
laying chickens; feed continuously as
sole ration; withdraw 5 days before
slaughter; as sole source of organic arsenic; as monensin sodium provided by
No. 000986 in §510.600 of this chapter;
as bacitracin methylene disalicylate
provided by No. 046573 in § 510.600 of
this chapter; as roxarsone provided by
No. 011801 in §510.600 of this chapter.
*

*

*

*

*

Effective date. This regulation is
effective July 28, 1978.
(Sec. 512(1), 82 Stat. 347 (21 U.S.C. 360b()).)
Dated: July 21, 1978.
FRED J. KIiGSA,
Acting Director,Bureau of
Veterinary Medicine.
[FR Doe. 78-20722 Filed 7-27-78; 8:45 am.]
[
[4110-03]
PART 558-NEW ANIMAL DRUGS
FOR USE IN ANIMAL FEEDS
Decoquinate
AGENCY: Food and drug Administration.
ACTION: Final rule.
SUMMARY: The animal drug regulations are amended to reflect approval
of a supplemental new animal drug application (NADA) filed by Hess &
Clark, Division of Rhodia, Inc., providing for the use of higher concentration
Indications for use

............................................................................................

.........................

decoquinate-containing feed supplements for the preparation of approved
decoquinate-containing cattle feeds.
EFFECTIVE DATE: July 28, 1978.
FOR FURTHER INFORMATION
CONTACT:
Adriano R. Gabuten, Bureau of Veterinary Medicine (HFV-149), Food
and Drug Administration, Department of Health, Education, and Welfare, 5600 Fishers Lane, Rockville,
MD 20857, 301-443-4913.
SUPPLEMENTARY INFORMATION:
Hess & Clark, Division of Rhodia, Inc.,
Ashland, OR 44805, filed a supplemental NADA (39-417V) providing for the
use of decoquinate-containing feed
supplements containing 0.05 to 0.5 percent decoqulnate for the preparation
of cattle feed to be fed at the rate of
22.7 milligrams per 100 pounds of body
weight per day. In addition, §550.195
(21 CFR 558.195) is amended to Include approved concentrations for
complete feeds.
Approval of this supplement does
not involve reevaluation of the original application or reaffirmation of the
drug's safety and effectiveness.
Therefore, under the Federal Food,
Drug, and Cosmetic Act (see. 512(0), 82
Stat. 347 (21 U.S.C. 360b(i))) and
under authority delegated to the Commissioner of Food and Drugs (21 CFR
5.1), §558.195 is amended In the table
in paragraph (g)(2) by revising the
"Limitations" column to read as follows:
§558.195

Decoqulnate.

(g) * * *
(2) * * *
Limitations

Sponwor

Administer as a complete feed containing 0.0015 pet to
0.003 pet decoquinate, or as a supplement containing
0.05 pet to 0.5 pet decoquinate. Feed for at least 28 days
during periods of coccidlosis or when it Is likely to be a

hazard. Do not feed to breeding animals or cows producing milk for food. Complete feed should be consumed
within 7 days of manufacture, supplements within 2
months.
'In grams per ton

Effective date: This regulation is effective July 28, 1978.
(Sec. 512(i), 82 Stat. 347 (21 U.S.C. 360bW)).)

Dated: July 21, 1978.
FI) J. KINGUrIA,
Acting Director,Bureau of Veterinary Medicine.
[FR Doc. 78-20724 Filed 7-27-78; 8:45 a.m.]
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ance, Room 5270, 451 Seventh
Street, SW., Washington. D.C. 20410,
202-755-5581 or toll-free line 800424-8872. •

[4210-01]
Title 24-Housing and Urban
Development
CHAPTER X-FEDERAL INSURANCE
DEPARTMENT
ADMINISTRATION,
OF HOUSING AND URBAN DEVELOPMENT
SUBCHAPTER B-NATIONAL FLOOD
INSURANCE PROGRAM
(Docket No. FT 4265]

PART 1914-AREAS ELIGIBLE FOR
THE SALE OF INSURANCE
Suspension of Community Eligibility
AGENCY: Federal Insurance Administration, EIUD.
ACTION: Final rule.
SUMMARY: This rule lists communities where the sale of flood insurance,
as authorized under the National
Flood Insurance Progam (NFIP), will
be suspended because of noncompliance with the flood plain management
requirements of the program.
EFFECTIVE DATES: The third date
("Susp.") listed in the fourth column.

FOR

INFORMATION

FURTHER

CONTACT.
Mr. Richard Krimm, Assist6nt Administrator, Office of Flood Insur-

Colorado

Cherry HIl village.
city of.
Milton. town of.---

Arapahoe _

- Delaware

-

Sussex

Florida--

Community
NO.

Location

County

State

SUPPLEMENTARY INFORMATION:
The National Flood Insurance Program (NFIP), administered by the
Federal Insurance Administration, enables property owners to purchase
flood insurance at rates made reasonable through a Federal subsidy. In
return, communities agree to adopt
and administer local flood plain management measures aimed at protecting
lives and new construction from future
flooding. Section 1315 of the National
of 1968, as
Flood Insurance Act
amended (42 U.S.C . 4022) prohibits
flood insurance coverage as authorized
under the National Flood Insurance
Program (42 U.S.C. 4001-4128) unless
an appropriate public body shall have
adopted adequate flood plain management measures with effective enforcement measures. The communities
listed in this notice no longer meet
that statutory requirement for compliance. with program regulations (24
CFR pt. 1909 et seq.). Accordingly, the
communities are suspended on the effective date in the fifth column, so
that as of that date subsidized flood
insurance is no longer available in the
community.

080013-B 100045-A -

Indian River. Unincorporated areas..

120119-A 190137-B -

Hamilton

Webster. city of.....

Rice-....

Sterling, city of

Kentucky---

Jessamine-

Unincorporated areas..

210125-A -

Lotisiana

Concordia-

Clayton. village of

-.

220054-B -

Iowa
Kansas_.-

-

-

200297-B

Carrol

.

Unincorporated areas..

240015-A

Massachusetts.-

Essex

.

Andover. town of

250076-A -

Michigan-....

St. Clair-

Missouri

Texas

..

Maryland

HannibaL city of

-

290233-B

-

Olivette. city of.

--

290374-B -

-

Collingswood. borough
of.
Cranford. township of-

340131-B

Morris_..

Denville. township of..-.

345392-A

Union.......-.

Rahway. city of.........-- 345314-B -

Hunterdon..

Stockton. borough of-

345322-C-

Union. township of.-

340477-A -

Camden--

*Union

-

-.

290439-B...

--

..

St. Louis

-

260205-B ...

290344-B

Do......,-

Do-

Cabool. city of.

-

"St.Louls.... Creve Coeur. city of.-.
Marlon

Do...--

St. Clair. township of...-.
-.

Do---.-

New Jersey._

-

-

Union

..

-

345291-A -

In addition, the Federal Insurance
Administration has identified the special flood hazard areas in these communities by publishing a flood hazard
boundary map. The date of the flood
map. if one has been published, is indicated in the sixth column of the table.
Section 202(a) of the Flood Disaster
Protection Act of 1973 (Pub. L. 93234), as amended, provides that no
direct Federal financial assistance
(except assistance pursuant to the Disaster Relief Act of 1974 not in connection with a flood) may legally be provided for construction or acquisition of
buildings in the Identified special
flood hazard area of communities not
participating in the NFIP, with respect to which a year has elasped since
publication of a flood insurance map.
This prohibition against certain types
of Federal assistance becomes effective for the communities listed on the
date shown in the last column.
The Federal Insurance Administrator finds that delayed effective dates
would be contrary to the public interest. The Administrator also finds that
notice and public procedure under 5
U.S.C. 553(b) are Impracticable and
unnecessary.
In each entry, a complete chronology of effective dates appears for each
listed community.
Section 1914.6 is amended by adding
in alphabetical sequence new entries
to the table.
§ 1914.6 List of suspended communities.

Effective dates of authorizatton/cancellatlon
of sale of flood Insurance In community

Hazard area
Identified

10. 1974
Jan. 23.1974. emergency; Aug. 1. 1978. regular: Aug. 1. May
Jan- 31.1975
1978, suspended.
Sept 13.1974
Sept. 17.1974. emergency; Sept. 17,1974. regular.
Dec. 12. 1975
Aug. 1. 1978. suspended.
July 14.1972. eergency; July 3.1978. regular. Aug. 1. Dec. 20.1974
1978. suspended.
Aug. 23.1974
Aug. 23.1974. emergency; Aug. i. 1978. regular. Aug.
Oct.3.1975
1. 1978. suspended.
May 23. 1975. emergency; Aug. 1. 1978, regular Aug. 1. Mar, 8.1974
1978. suspended.
Apr. 16. 1973. emergency; Aug. 1,1978. regular Aug. 1. Dec. 6.1974
1978. suspended.
Feb. 1. 1974
Apr. 30. 1973. emergency; Aug. 1.1978. regular. Aug. 1.
Dec. 19.1975
1978. suspended.
Apr.4.1975
Dec. 22,1972, emergency; Aug. 1.1978. regular Aug. 1.
1978. suspended.
26.1974
July
Feb. 18.1972, emergency. Aug. 2.1978. regular. Aug. 1.
1978. suspendet.
20.1974
Sept.
Mar. 9.1973. emergency. Aug. 1. 1978. regular. Aug. 1.
Sept. 24.1978
1978. suspended.
Sept. 8. 1972, emergency; Aug. 1.1978. regular. Aug. 1. May 3.1974
Dec. 26.1975
1978. suspended.
Feb. 1. 1974
Mar. 27.1974. emeenec; Aug..11978. reMulaAug.
Oct. 15.1976
1. 1978. suspended.
Aug. 13. 1978. emergency; Aug. 1.1978. regular. Aug. June 21. 1914
1. 1978, suspended.
Feb. 19. 1974. emergency; July 3.1978. regular. Aug. 1. Feb. 22.1974
Oct 22.1976
1978. suspended.
Apr. 9.1973. emerencr.; July 17.1978, regular. Aug. 1. Nov. 23.1973
Jan. 7.1977
1978. suspended.
June 12,1975. emergency; June 25.1971. regular. Aug. Sept 2. 1970
30.1976
Jan.
1. 1978. suspended.
July 10. 1970. emergency; June 25,19"71. regular. Aug. June 26.1971
Dec. 5. 1975
1. 1978, suspended.
June 30.1970. emergency; June 16. 1972. regular: Aug. June 16.1972
5.1975
Sept
1. 1978. suspended.
Apr. 23.1971. emergency; June 16.1972. regular Aug. June 16,1972
1. 1978, suspended.
June 2.1972, emergency; Aug. 1.1978. regular. Aug. 1. May11. 1973
1978. suspended.
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State

County

Community
No.

Location

Effective dates of authorization/cancellation
of sale of flood insurance in community

Hazard area
Identified

June 3, 1972
Sept. 25. 1970, emergency; June 3,1972. regular; Aug.
345331-B .......
1. 1978. suspended.
60379-C......- Dec. 10.1973. emergency; Aug. 1. 1978. regular; Aug. 1, May 10. 1974
Livingston .
New York ......
May 28, 1070
1978, suspended.
May 31. 1974
Nov. 28,1975, emergency; July 17, 1978. regular; Aug.
of
.....
360072-A.-....
town
Frankinvllle,
Do ............Cattaraugus..
1. 1978, suspended.
Apr. 25,1973, emergency;. Aug. 1. 1978. regular; Aug. 1, Dec.28, 1973
360384-A .......
Geneseo, town of .............
Livingston .....
Do..............
1978, suspended.
Aug. 13. 1975. emergency; July 17, 1978, regular. Aug. June 28, 1974
Do..............
Cattaraugus.. Great Valley, towm of.... 360076.......
June 25, 1976
1. 1978. suspended.
May 3. 1974
Apr. 18, 1973, emergency, July 17, 1978, regular; Aug.
360115-B .......
Do............ Cayuga ..........
Mentz, town of ................
Oct. 17, 1975
1. 1978. suspended.
Apr. 17, 1973, emergency; Aug. 1, 1978. regular. Aug. 1. May 17, 1974
Mount Morris, town of-. 360387-B......
Livingston .....
DO'*.........
Apr. 16, 1976
1978, suspended.
Aug. 1,1978
Mount Morris, village of 360969-C-.... Apr. 17, 1973, emergency, Aug. 1, 1978, regular; Aug. 1,
.
Do......
......
do ............
1978, suspended.
Nov.
29, 1974
1.
Aug,
regular;
Sept. 5,1973, emergency; Aug. 1, 1978,
360483-B .......
OysterBay, town of ........
Do..................
Nassau ...........
Sept. 12, 1976
1978. suspended.
Nov. 22, 1974
360096-B...- Sept. 26.1975, emergency: Aug. 1, 1978, regular; Aug.
Do.............
Cattaraugus. Randolph, village of.
Feb. 27. 1978
1, 1978, suspended.
May 3,1974
Aug.
regular'
17,
1978.
July
1973,
emergency,
16,
.......
Mar.
.........
360596-B
town
of
Van Buren,
Do .............
Onondaga.
June 11. 1076
1,1978. suspended.
Aug. 2, 1974
Do..............,
Watkins Glen, village of. 360596-B ..... Dec. 17. 1973, emergency; July 17, 1978, regular, Aug.
Schuyler ........
July 9, 1976
1,1978, suspended.
North Carolina....
July 24, 1975, emergency; Aug. 1, 1978, regular; Aug. 1, Apr. 12.1974
370241-B .
Knightdale, town of..
Wake ..............
1978, suspended.
June 11, 1974, emergency; Aug. 1. 1978. regular; Aug. June 14, 1974
410197-B .......
............
Bay City, city of.
Oregon .................
Tillamook .
1,1978, suspended.
Sept. 10, 1973, emergency; Aug. 1,1978, regular; Aug. June 28, 1974
Pennsylvania ........
421037-B .
Benton, township of .......
Columbia .
June 4,1976
1. 1978. suspended.
Jan.24, 1978
Mar. 12.1974, emergency, Aug. 1. 1978, regular, Aug.
Do..............
421135-A...
of......
....
Derry,
township
Montour
1. 1978, suspended.
Aug. 9, 1074
Mar. 30, 1973. emergency; Aug. 1, 1978. regular; Aug.
420261-B .......
Haines, township of ..
Do...............
Centre............
Sept. 24, 1978
1,1978, suspended.
May 10. 1974
Do ....o........
420523-A..... Aug. 30,1973, emergency; Aug. 1. 1978, regular;, Aug.
Walker, township of.
Juniata ..........
1.1978, suspended.
May 6,1975, emergency; Aug. 1,1978, regular; Aug. 1, June 14, 1974
Providence.. North Smithfield, town 440021-B .......
Rhode Island ........
Aug. 27. 1976
1978, suspended.
of.
Oct. 27, 1972
Dec. 17. 1971, emergency; Oct. 27,1972, regular; Aug.
Tennessee .............
475441-B .
Oak Ridge, city of ...........
Anderson .
1, 1978. suspended.
Feb, 1. 1974
Mar. 27,1974, emergency; Aug. 1,1978, regular; Aug.
Vermont ................
500044-B .
Winooski, city of..............
Chittendon ...
1,1978. suspended.
June
7, 1974
Feb. 19, 1974, emergency;. Aug. 1,1978. regular; Aug. 1.
510029-B .......
Altavista, town of ............
Campbell .
Virginia .................
Apr. 23, 1976
1978. suspended.
July 23,1973, emergency; Aug. 1,1978, regular; Aug. 1, Nov. 12,1976
Do...............
........................
city of ... 510027-A .
Buena Vista,
1978, suspended.
Dec, 6, 1974
Apr. 4. 1973, emergency; Aug. 1,1978, regular; Aug. 1,
510188-A .
Unincorporated areas ..
Do..........,
Halifax ..........
1978, suspended.
May 14.1975, emergency; Aug. 1, 1978, regular;, Aug. 1. Feb. 15. 1974
510089-B .......
Do,............,.
Rockbridge ...Lexington, city of ............
Aug. 6, 1976
1978, suspended.
Oct. 4, 1973, emergency; Aug. 1, 1978, regular;,Aug. 1, Nov. 22, 1974
Do.............
510102............
Unincorporated areas .....
Nelson ............
1978, suspended.
Nov. 8. 1973, emergency; Aug. 1,1978, regular; Aug. 1, Aug. 2, 1974
510126-A .......
Pulaski, town of ..............
Doo............
Pulaski ...........
Apr. 9. 1978
1978, suspended,
Dec. 5, 1974, emergency Aug. 1, 1978, regular; Aug. 1, July 16, 1976
510127-A .
Radford, city of ...............
........................
Do.........
1978, suspended.
Dec. 20, 1974
Mar. 30. 1973,emergency; Aug. 1, 1978, regular; Aug.
Do .............
Shenandoah. Unincorporated areas... 510147-B.
Aug. 6,1978
1,1978, suspended.
Aug.
1,
May 24, 1971
Apr. 9, 1974. emergency; Aug. 1, 1978, regular;,
530206-B .......
Albion, town of ................
Washington ..........
Whitman .......
Mar. 19. 1970
1978, suspended.
May 7, 1975. emergency; Aug, 1, 1978, regular; Aug. 1, June 14, 1974
530209-B .
Garfield. town of .............
......
do ..............
Do ..................
Jan. 2, 1976
1978, suspended.
540273-A..... Apr. 18, 1975. emergency; Aug. 1, 1978, regular; Aug. 1, Nov. 22, 1974
West Virginia.
Monongalla... Star City, town of. ...........
1978, suspended.
..do
.
Jan. 27, 1975, emergency; Aug. 1,1978, regular; Aug. 1,
540274-A .......
Westover, city of..............
......
do..............
Do .........
1978, suspended.
Nov. 20, 1974, emergency, Aug. 1, 1978, regular; Aug. 1, May 31, 1974
Do .............
Greenbrier.... White Sulphur Springs, 540045-B .
Sept. 12, 1975
1978, suspended.
village of.
Do..............
Middlesex .

Woodbridge, township
ef
Avon, village of..-....

Date '

Do.
Do.
Do.
Do.
Do.
Do,
Do.
Do.
Do.
Do.
Do.
Do,
Do.
Do.
Do.
Do.
Do.
Do,
Do.
Do,
Do.
Do.
Do,
Do.
Do.
Do.
Do.
Do.
Do.
Do,
Do.
Do,
Do.
Do.

' Certain Federal assistance no longer available in special flood hazard areas.
(National Flood Insurance Act of 1968 (title XIII of the Housing and Urban Development Act of 1968); effective Jan. 28, 1969 (33 FR 17804,
Nov. 28, 1968), as amended, 42 U.S.C.'4001-4128; and Secretary's delegation of authority to Federal Insurance Administrator, 43 FR 7719.)

Issued: July 10, 1978.
GLORIA M. JIMENEZ,
FederalInsuranceAdministrator,
[FR Doc. 78-19411 Filed 7-27-78; 8:45 am]

FEDERAL REGISTER, VOL. 43, NO. 146-FRIDAY, JULY 28, 1978

32753

RULES AND REGULATIONS
[4830-011]
Title 26-Internal Revenue
CHAPTER I--INTERNAL
SERVICE, DEPARTMENT
TREASURY

REVENUE
OF THE

SUBCHAPTER A-INCOME TAX

IT.D. 7555]
PART I-INCOME TAX; TAXABLE
YEARS BEGINNING AFTER DECEMBER 31, 1953
Dividend Treatment for Certain Distributions by- Controlled Foreign Corporations and Limitation of the
Definition of Foreign Base Company Sales Income With Respect to
Certain Agricultural Commodities
AGENCY: Internal Revenue Service,,
Treasury.
ACTION: Final regulations.
SUMMARY: This document provides
final regulations relating to dividend
treatment for certain distributions by
controlled foreign corporations and
limitation of the definition of foreign
base company sales income with respect to certain agricultural commodities. Changes to the applicable tax
law were made by the Tax Reduction
Act of 1975. These regulations provide
necessary guidance to the public for
compliance with the-law.
EFFECTIVE DATES: The regulations
are effective for taxable years of controlled foreign corporations beginning
after December 31, 1975, and for taxable years of United States shareholders within which or with which such
taxable years of controlled foreign corporations end.
FOR FURTHER INFORMATION
CONTACT'
William E. Mantle, Legislation and
Regulations Division, Office of the
-Chief Counsel, Internal Revenue
Service, 1111 Constitution Avenue
NW., WashingtonD.C. 20224. Attention: CC:LR:T, 202-566-3734.
SUPPLEMENTARY INFORMATION:
"BACKGROUND

On May 14, 1976, the FEDERAL REGISTEa published proposed amendments
to the Income Tax Regulations (26
CFR Part 1) under sections 851 and
954 of the Internal Revenue Code of
1954 (41 FR 19970). The amendments
were proposed to conform the regulations to section 602 (a)(2) and (b) of
the Tax Reduction Act of 1975 (89
Stat. 58). A public hearing was held on
August 12,1976. After consideration of
all comments regarding the proposed

amendments, those amendments are
adopted as revised by this Treasury
decision. In addition, this Treasury decision deletes the statutory material
under sections 851 and 954.
COFFEE AnD BA ANAS

The proposed rules under § 1.954-3
list coffee and bananas as agricultural
commodities grown in the United
States in commercially marketable
quantities. Information was submitted
by interested persons indicating that
the amount of coffee and bananas produced in the United States Is insignificant by comparison to the total world
production of the two commodities.
After consideration of this information, it was decided to provide in these
final regulations that coffee and bananas are agricultural commodities
snot considered grown in the United
States in commercially marketable
quantities.
CRUDE RUBBER

As proposed, the rules under § 1.9543 do not classify crude rubber either as
a commodity grown or not grown in
the United States in commercially

marketable quantities. It was submitted the crude rubber should be listed
as an agricultural commodity not
grown In the United States In commercially marketable quantities. It was
concluded that crude rubber should be
so listed.
DiR-i NG INFoXR folz
The principal author of this regulation was William E. Mantle of the Leg-

islation and Regulations Division of
the Office of Chief Counsel. Internal
Revenue Service. However. personnel
from other offices of the Internal Revenue Service and Treasury Department participated in developing the
regulation, both on matters of substance and style.
ADOrION OF A=EUDMEUTS TO THE
REGUL OZ s

Accordingly, the amendments to 26
CFR Part 1 published as a notice of
proposed rulemaking in the FEDERAL
REGSTER on May 14, 1976 (41 FR
19970), are hereby adopted as proposed subject to the following
changes:

PARAGRAPH 1. Paragraph 1 of the appendix to the notice of proposed rulemaking is revised to read as follows:
"Section 1.851 is deleted."
PAR. 2. Section 1.954 is deleted.
PAR. 3. Section 1.954-3(a)(1)(l1), as
set forth in paragraph 3 of the appendix to the notice of proposed rulemaking, is revised as follows:
1. Inferior subdivision (a) is revised
by deleting the third sentence and
substituting in lieu thereof the followng sentence: "Bananas, black pepper,

cocoa, coconut, coffee, crude rubber,
and tea shall not be considered grown
in the United States in commercially'
marketable quantities."
2. Inferior subdivision (b) is revised
by deleting "Bananas" and "Coffee"
from the list of crops in table L
This Treasury decision is issued
under the authority contained in section 7805 of the Internal Revenue
Code of 1954 (68A Stat. 917; 26 U.S.C.
7805).
JRaoME KuRT7
Commissionerof
InternalRevenue
Approved: July 17, 1978.
DONALD C. LuBIcx.
Assistant Secretary of the Treasufry.
TkzASY DECiSION
Paragraph 1. Section 1.851 is deleted.
Par. 2. Paragraph (b) of § 1.851-2 is
amended by red~slgrating paragraph
(b) as subparagraph (1) of paragraph
(b), by adding a caption to redesignated subparagraph (1), by redesignating
subparagraphs (1) and (2) of existing
paragraph (b) as subdivisions (1) and
(11) of redesignated subparagraphs (1),
and by adding a new subparagraph (2)
to paragraph (b). The redesignated
and revised provisions read as follows:.
§ 1.851-2 Limitations.
S

*

a

*

*

(b) Gross income requirement--1)

Generalrule.Section 851(b) (2) and (3)

provides that (i) at least 90 percent of
the corporation's gross income for the
taxable year must be derived from
dividends, interest, and gains from the
sale or other disposition of stocks or
securities, and (iD less than 30 percent'
of Its gross income must have been derived from the sale or other disposition of stock or securities held for less
than three months.* * *
(2) Special rules. (i) For purposes of
section 851(b)(2), there shall be treated as dividends amounts which are included in gross income for the taxable
year under section 951(a(1XA)(i) to
the extent that (a) a distribution out
of a foreign corporation's earnings and
profits of the taxable year is not included in gross income by reason of
section 959 (a)(1). and (b) the earnings
and profits are attributable to the
amounts which were so included in
gross
income
under
section
951(al)(Al)(D. For allocation of distributions to earnings and profits of foreign corporations, see §1.959-3. The
provisions of this subparagraph shall
apply with respect to taxable years of
controlled foreign corporations beginning after December 31, 1975, and to
taxable years of United States share-

FEDERAL REGISTER, VOL 43, NO. 146-FRIDAY, JULY 28, 1978

32754 -

RULES AND REGULATIONS

person on behalf of a related
person. * * *
(ii) Special rule-(a) In general The
term "personal property" as used in
section 954(d) and this section shall
not include agricultural commodities
which are not grown in the United
States (within the meaning of section
7701(a)(9)) in commercially marketable quantities. All of the agricultural
commodities listed in table I shall be
considered grown in the United States
in commercially marketable quantities. Bananas, black pepper, cocoa,
coconut, coffee, crude rubber, and tea
shall not be considered grown in the
United States in commercially marketable quantities. All other agricultural
commodities shall not be considered
grown in the United States in commercially marketable quantities when, in
consideration of all of the facts and
circumstances of the individual case,
such commodities are shown to be produced in the United States in insufficient quantity and quality to be marketed commercially. The term "agricultural commodities" includes, but is
not limited to, livestock, poultry, fish
produced in fish farms, fruit, furbearing animals as well as the products of
truck farms, ranches,
nurseries,
ranges, and orchards. A fish farm is an
area where fish are grown or raised
(artificially protected - and cared for),
as opposed to merely caught or harvested. However, the term "agricultural commodities" shall not include
timber (either standing or felled), or
any commodity at least 50 percent of
the fair market value of which is attributable to manufacturing or processing, determined in a manner consistent with the regulations under section 993(c) (relating to the definition
of export property). For purposes of
applying such regulations, the term
"processing" shall be deemed not to
include handling, packing, packaging,
grading, storing, transporting, slaughtering, and harvesting. Subdivision (ii)
shall apply in the computation of for§ 1.954-3 Foreign base company sales eign base company sales income for
taxable years of controlled foreign corincome.
porations beginning after December
(a) Income included-() In gener1975, and to taxable years of U.S.
al-(i) General rules. Foreign base 31,
shareholders (within the meaning of
company sales income of a controlled section 951(b)) within which or with
foreign corporation shall, except as which such taxable years of such forprovided in subparagraphs (2), (3), and eign corporations end.
(4) of this paragraph, consist of gross
(b) Table.
Income (whether in the form of profTABLE I.-AgriculturalCommodities Grown
its, commissions, fees, or otherwise)
in the United States in Commercially
derived in connection with. (a) the purMarketableQuantities
chase of personal property from a related person and its sale to any person,
(b) the sale of personal property to
Livestock and Products
any person on behalf of a related
person, (c) the purchase of personal Beeswax
Horses
and calves Milk
property from any person and its sale Cattle
Mink
Chickens
to a related person, or (d) the pur- Chicken eggs
Mohair
chase of personal property from any Ducks
Rabbits

holders (within the meaning of section
951(b) within which or with which
such taxable years of such controlled
foreign corporations end.
(ii) For purposes of subdivision (i) of
this subparagraph, if by reason of section 959(a)(1) a distribution of a foreign corporation's earnings and profits
for a taxable year described in section
959(c)(2) is not included in a shareholder's gross income, then such distribution shall be allocated proportionately between amounts attributable to amounts included under each
clause of section 951(a)(1)(A). Thus,
for example, M is a United States
shareholder in X Corporation, a controlled foreign corporation. M and X
each use the calendar year as the taxable year. For 1977, M is required by
section 951(a)(1)(a) to include $3,000
in its gross income, $1,000 of which is
included under clause (i) thereof. In
1977, M received a distribution described in section 959(c)(2) of $2,700
out of X's earnings and profits for
1977, which is, by reason of section
959(a)(1), excluded from M's gross
income. The amount of the distribution attributable to the amount included under section 951(a)(1)(A)(i) is
$900, i.e., $2,700 multiplied by ($1,000/
$3,000).
Par. 3. Subparagraph (1) of § 1.9543(a) is amended1. By redesignating the first five sentences thereof as-subdivision (i),
2. By revising subdivision (i) as redesignated by adding a caption and by
redesignating subdivisions (i), (ii), (iii),
and (iv) as new inferior subdivisions
(a), (b), (c), and (d).
3. By redesignating the sixth sentence of subparagraph (1) and the examples following as subdivision (il),
and
4.- By adding a new subdivision (ii)
immediately following redesignated
subdivision (i).
The redesignated and added provisions read as follows:

Livestock and Products
Geese
Goats
Hogs
Honey

Sheep and lambs
Turkeys
Wool
Crops

Alfalfa
Almonds
Apples
Apricots
Artichokes
Asparagus
Avocadoes
Barley
Beans
Beets
Blackberries
Blueberries
Brussel sprouts
Broccoli
Bulbs
Cabbage

Lettuce
Lime
Macadamia nuts
Maple syrup and
sugar
Mint
Mushrooms
Nectarines
Oats
Olives
Onions
Oranges
Papayas
Pecans
Peaches
Peanuts

Cantaloupes

Pears

Carrots
Cauliflower
Celery
Cherries
Corn
Cotton
Cranberries
Cucumbers
Cut flowers
Dates
Eggplant
Escarole
Figs
Filberts
Flaxsed
Garlic
Grapes
Grapefruit
Grass seed
Hay
Honeydew melons
Hops

Peas
Peppers
Plums and prunes
Potatoes
Potted plants
Raspberries
Rice
Rhubarb
Rye
Sorghum grain
Soybeans
Spinach
Strawberries
Sugar beets
Sugarcane
Sweet potatoes
Tangelos
Tangerines
Tobacco
Tomatoes
Walnuts
Watermelons

Lemons

Wheat

(ill) Examples. The application of
this subparagraph may be illustrated
by the following examples: * * *
[FR Doe. 78-20841 Filed 7-25-78; 9:09 am]
[4830-01]
PART I-INCOME: TAXABLE YEARS
BEGINNING AFTER DECEMBER 31,
1953
Percentage To Be Used by Foroign
Life Insurance Companies In Computing Income Tax for the Taxable
Year 1977 and Estimated Tax for
the Taxable Year 1978
AGENCY: Department of the Treasury.
ACTION: Proclamation.
SUMMARY: This proclamation announces the percentage to be used to
compute the income tax liability of
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foreign corporations carrying on life
insurance business in the United
States.
EFFECTIVE DATE: March 15, 1978.
FOR FURTHER INFORMATION,
CONTACI.
Mr. Seymour- Fiekowsky, Office of
Tax Analysis, U.S. Treasury Department, Washington, D.C. 20220, 202566-8282, not a toll-free call.
SUPPLEMENTARY INFORMATION:
This proclamatioji modifies the proclamation made by the Secretary of the
Treasury March 14, 1978, announcing
the percentage to be used -to compute
the income tax liability of foreign corporations carrying on life insurance
business in the United States. The
Secretary issues a proclamation each
year announcing this percentage. A
modification of the earlier proclamation is being issued because further
analysis of the data available for the
year 1978 has revealed that the appropriate percentage is different from the
percentage announced in the earlier
proclamation.

[3810-70]
Title 32-Nalional Defense
CHAPTER I-OFFICE OF THE
SECRETARY OF DEFENSE
SUBCHAPTER R--CHARTERS
[DOD Directive 5105.36]

PART 357-DEFENSE CONTRACT
AUDIT AGENCY
AGENCY: Office of the Secretary of
Defense.
ACTION: Final rule-DOD Charter directive 5105.36 1
SUMMARY: The Secretary of Defense
has assigned functions and responsibilities to the Director, Defense Contract
Audit Agency (DCAA), and has delegated to his specific authorities. This
directlye serves as the instrument that
authorizes the Director, DCAA, to
carry out his charter.
EFFECTIVE DATE. June 8, 1978.

FOR FURTHER
CONTACT.

INFORMATION

Mr. Arthur H. Ehlers, Director, Organizational and Management Planning, Office of the Deputy Assistant
Secretary of Defense (Administration), telephone 202-695-4278.
PROCLAMATION: For purposes of
Accordingly, a new part 357 of chapcomputing the 1977 income tax of for- ter I, title 32 of the Code of Federal
eign corporations carrying on a life in- Regulations is established, reading as
surance business, a percentage of 15.4 set forth below.
shall be used in determining the
Dated: July 25, 1978.
"minimum figure" under section 819.
MAumcE W. Rocar,
The same percentage shall be used for.
Director, Correspondence and
purposes of computing the estimated
Directives, Washington Headquarters Services, Department
tax and the installment payments of
ofDefense.
estimated tax for the taxable year
1978. No additions to tax shall be Sec.
made because of any underpayment of 357.1 Purpose.
estimated tax for the taxable year 357.2 Mission.
357.3 Organization and management
1978 which results solely from the use 357.4 Responsibilities and functions.
of this percentage.
357.5 Authority.
This proclamation is issued without -357.6 Relationships.
Administration.
notice and public procedure because 357.7
357.8 Delegations of authority.
the public cannot effectively particiAuTioRr. 10 U.S.C. Cntprm 4.
pate in the determination of the per§
357.1
Purpose.
centage. It is computed from informaPursuant to authority vested in the
tion contained in income tax returns
that are not open to the public. The Secretary of Defense under the proviof title 10, United States Code,
proclamation was not published prior sions
this part establishes the Defense Conto its effective date because the per- tract Audit Agency (hereafter referred
centage is computed on the basis of to as "DCAA") with responsibilities,
functions, authorities, and relationdata which. were not then available.
ships as outlined below.
Signed: July 11, 1978.
§ 357.2 Mission.
DCAA shall: (a) Perform all necesROBERT H. MUNDHEIM,
sary
contract audit for the DepartGeneral Counsel
'Copies may be obtained, if needed. from
[FR Doe. 78-20839 Filed 7-27-78; 8:45 am]
the U.S. Naval Publications and Forms
Center, 5801 Tabor Avenue, Philadelphia,
Pa. 19120, Attention: Code 30L

ment of Defense and provide accounting and financial advisory services regarding contracts and subcontracts to
all Department of Defense components responsible for procurement and
contract administration. These services will be provided in connection
with negotiation, administration, and
settlement of contracts and subcontracts.
(b) Provide contract audit service to
other Government agencies as appropriate.
§ 357.3 Organization and management.
(a) DCAA Is established as a separate agency of the Department of Defense under the direction, authority
and control of the Assistant Secretary
of Defense (Comptroller). It shall consist of a Director and such subordinate
organizational elements as are established by the Director within resources authorized by the Secretary of

Defense.
(b) No separate contract audit organization independent of the DCAA
shall be established in the Department
of Defense.
§ 357A Responsibilities and functions.
The Director, DCAA shall (a) Organize, direct, and manage the DCAA
and all resources assigned to the
DCAA.
(b) Assist in achieving the objective
of prudent contracting by providing
DOD officials responsible for procurement and contract administration with
financial information and advice on
proposed or existing contracts and
contractors, as appropriate.
(c) Audit, examine and/or review
and subcontractors! accontrator'
counts, records, documents, and other
evidence; systems of internal control;
accounting, costing, and general business practices and procedures; to the
extent and in whatever manner is considered necessary to permit proper
performance of the other functions
described in (d) through (1) below.
(d) Examine relnbursergent vouch-ers received directly from contractors,
under cost-type contracts, transmitting those vouchers approved-for payment to the cognizant disbursing officer and Issuing DCAA Form 1, "Notice
of Contract Costs Suspended and/or
Disapproved," with a copy to the cognizant contracting officer, with respect
to costs claimed but not considered allowable. Where the contractor disagrees with a suspension or disallowance action by DCAA, and the difference cannot be resolved, the contractor may appeal in writing to the Administrative
Contracting
Officer
(ACO) who will make his determination In writing. In addition, the contracting officer may direct the issuance of DCAA Form 1, "Notice of Con-

tract Costs Suspended and/or Disap-
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proved," with respect to any cost
which he has reason to believe should
be suspended or disapproved.
(e) Provide advice and recommendations to procurement and contract administration personnel on:
(1) Acceptability of costs incurred
under redeterminable, incentive and
similar type contracts.
(2) Acceptability of incurred costs
and estimates of cost to be incurred as
represented by contractors incident to
the award, negotiation, modification,
change, administration, termifation,
or settlement of contracts.
(3) Adequacy of financial or accounting aspects of contract provisions.
(4) Adequacy of contractors' accounting and financial management
systems, adequacy of contractors' estimating procedures and adequacy of
property controls.
(f) Assist responsible procurement or
contract administration activities in
their surveys of the purchasing-procurement systems of major contractors.
(g) Direct audit reports to the Government management level having authority and responsibility - to take
action on the audit findings and recommendations.
(h) Cooperate with other appropriate Department of Defense components on reviews, audits, analyses, or
inquiries involving contractors' financial position or financial and accounting policies, procedures, or practices.
(i) Establish and maintain liaison
auditors as appropriate at major procuring and contract administration offices.
(j) Review General Accounting
Office reports and proposed responses
thereto which involve significant contract or contractor activities for the
purpose of assuring the validity of appropriate pertinent facts contained
therein.
(k) In an advisory capacity, attend
and participate, as appropriate, in contract negotiation and other meetings
which contract cost matters, audit reports, or related financial matters are
under consideration.
(1) Provide assistance, as requested
in the development of procurement
policies and regulations.
(m) Perform such other functions as
the Assistant Secretary of Defense
(Comptroller) may from time to time
prescribe.
§ 357.5 Authority.
The Director DCAA, is specifically
delegated authority to:
(a) Have free and unrestricted access
to and direct communication with all
elements of the Department of Defense and other executive departments
and agencies as necessary.
(b) Establish Defense Contract
Audit Agency facilities using appropri-

ate established physical facilities and
services of other DOD components
whenever practicable to achieve maximum efficiency and economy.
(c) Obtain such information, consistent with the policies and criteria of
DOD directive 5,000.19,2 advice, and
assistance from DOD components as
he deems necessary.
(d) Exercise the administrative authorities contained, in 357.8 of this
Part.
§ 357.6 Relationships.
(a) In the performance of his functions, the Director, DCAA shall:
(1) Maintain appropriate liaison
with other components of the DOD,
other agencies of the executive
branch, and the General Accounting
Office for the exchange of information and programs in the field of assigned responsibilities.
(2) Make full use of established facilities in the Office of the Secretary
of Defense, other DOD components,
and other governmental agencies
rather than unnecessarily duplicating
such facilities.
(3) The military departments and
other DOD components shall provide
support, within their respective fields
of responsibility, to the Director,
DCAA to assist in carrying out the assigned responsibilities and functions of
the Agency. Programing, budgeting
and financing for such support will be
in accordance with policies and procedures prescribed by the Assistant Secretary of Defense (Comptroller).
(b) Procurement and contract administration activities of the DOD
components shall utilize audit services
of the DCAA to the extent appropriate in connection with the negotiation,
administration, and settlement of contract payments and prices which are
based on cost (incurred or estimated),
or on cost analysis.
§ 357.7 Administration.
(a) The Director, DCAA, shall be a
civilian selected by the Secretary of
Defense.
(b) The apointment of other personnel to the Agency will be subject to
the approval of the director, DCAA.
(c) DCAA will be authorized such
personnel, facilities, funds,- and other
administrative support as the Secretary of Defense deems necessary.
§ 357.8 Delegations of authority.
Pursuant to the authority vested in
the Secretary of Defense, and subject
to his direction, authority, and control, and in accordance with DOD policies, directives, and instructions, the
Director, DCAA, or, in the absence of
the Director the person acting for
him, is hereby delegated authority as
required in the administration and operation of DCAA to:
2

See footnote 1.

(a) Exercise the powers vested In the
Secretary of Defense by 5 U.S.C. 301,
302(b) and 3101 pertaining to the em.
ployment, direction and general administration of DCAA civilian personnel.
(b) Fix rates of pay for wage board
employees exempted from Civil Service classification by 5 U.S.C. 5102(c)(7)
on the basis of prevailing rates for
comparable jobs in the locality where
each installation Is located.
(c) Establish advisory committees
and employ part-time advisers pursuant to the provisions of 10 U.S.C. 113,
5 U.S.C. 3109(b), the Federal Advisory
Committee Act, and the Agreement
between the Department of Defense
(DOD) and the Civil Service Commission on employment of experts and
consultants, dated March 14, 1975.
(d) Administer oaths of office incl
dent to entrance into the executive
branch of the Federal Government or
any other oath required by law in connection with employment therein, In
accordance with the provisions of 5
U.S.C. 2903, and designate in writing,
as may be necessary, officers and employees of DCAA to perform this function.
(e) Establish a DCAA incentive
awards board and pay cash awards to,
and incur necessary expenses for the
honorary recognition of civilian employees of the Government whose suggestions, inventions, superior accomplishments or other personal efforts,
including special acts or services, benefit or affect DCAA or Its subordinate
activities in accordance with the provisions of 5 U.S.C. 4503 and Civil Service
Regulations.
(f) In accordance with the provisions
of 5 U.S.C. 7532; Executive Order
10450, dated April 27, 1953, as amended; and DOD directive 5210.7, "Department of Defense Civilian Applicant
and Employee Security Program,"
September 2, 1966:
(1) Designate any position In DCAA
as a "sensitive" position;
(2) Authorize, in case of an emergency, the appointment of a person to a
sensitive position in the Agency for a
limited period of time for whom a full
field investigation or other appropriate investigation, including 'the National Agency Check, has not been
completed; and
(3) Authorize the suspension, but
not to terminate the services of an employee in the interest of national security in positions within DCAA.
(g) Clear DCAA personnel and such
Other individuals as may be appropriate for access to classified Defense material and information in accordance
with the provisions of DOD directive
5210.8, "Policy on Investigation and
Clearance of DOD Personnel for
Access to Classified Defense Information," February 15, 1962, and of Ex-

FEDERAL REGISTER, VOL. 43, NO. 146-FRIDAY, JULY 28, 1978

32757

RULES AND REGULATIONS
-

ecutive Order 11652, dated March 8,
1972, as amended.
(h) Act as agent for the collection
and payment of employment taxes imposed by chapter 21 of the Internal
Revenue Code of 1954 and, as such
agent, make all determinations and
certifications required or provided for
under section 3122 of the Internal
Revenue Code of 1954 and section
205(p) (1) and (2) of the Social Security Act, as amended (42 U.S.C. 405(p)
(1) and (2)) with respect to DCAA employees.
(i) Authorize and approve overtime
work for DCAA civilian officers and
employees in accordance with the provisions of the Federal Personnel
Manual Supplement 990-1, Section
550-111.
(j) Authorize and approve:
(1) Travel for DCAA civilian officers
and employees in accordance with
Joint Travel Regulations, Volume 2,
DOD Civilian Personnel;
(2) Temporary duty travel only for
military personnel assigned or detailed
to DCAA in accordance with Joint
Travel Regulations, Volume 1, Members of Uniformed Services; and
(3) Invitational travel to persons
serving without compensation whose
consultive, advisory or other highly
specialized technical services are required in a capacity that is directly related to, or in connection with DCAA
activities, pursuant to the provisions
of 5 U.S.C. 5703.
(k) Approve the expenditure of
funds available for travel by military
personnel assigned or detailed to
DCAA for expenses incident to attendance at meetings of technical, scientific, professional or other similar organizations in such instances where the
approval of the- Secretary of Defense
or his designee is required by law (37
U.S.C. 412). This authority cannot be
redelegated.
(1) Develop, establish and maintain
an active and continuing records management program, pursuant to the
provisions of section 506(b) of the Federal Records Act of 1950 (44 U.S.C.
3102), the Freedom of Information Act
program (5 U.S.C. 552) and the Privacy Act program (5 U.S.C. 552a).
(in) Establish and use imprest funds
for making small purchases of material and services other than personal for
DCAA when it is determine -more advantageous and consistent with the
best interests of the Government, in
accordance with the provisions of
DOD Instruction 5100.71, "Delegation
of Authority and Regulations Relating
to-Cash Held at Personal Risk Including Imprest Funds,' .March 5, 1973,
and the Joint Regulation of the General Services Administration/Treasury
Department/General
Accounting
Office, entitled "For Small Purchases
Utilizing Imprest Funds."

(n) Authorize the publication of advertisements, notices or proposals In
newspapers, magazines or other public
periodicals as required for the effective administration and operation of
DCAA (44 U.S.C. 3702).
(o) Establish and maintain appropriate property accounts for DCAA and
appoint boards of survey, approve reports of survey, relieve personal liability, and drop accountability for DCAA
property contained In the authorized
property accounts that has been lost,
damaged, stolen, destroyed or otherwise rendered unserviceable, in accordance with applicable laws and regulations.
(p) Promulgate the necessary security regulations for the protection of
property and.places under the Jurisdiction of the Director, DCAA, pursuant
to subsections ILA and V.B. of DOD
Directive 5200.8, "Authority of Military Commanders under the Internal
Security Act of 1950 to Issue Security
Orders and Regulations for the Protection of Property or Places under
Their Command," August 20, 1954.
(q) Establish and maintain, for the
functions assigned, an appropriate
publications system for the promulgation of common supply and servicd
regulations, instructions, and reference documents, and changes thereto,
pursuant to the policies and procedures prescribed in DOD Directive
5025.1, "Department of Defense Directive System," November 18, 1977.
(r) Enter into support and service
agreements with thp military departments, other DOD agencies, or other
Government agencies as required for
the effective performance of responsibilities and functions assigned to
DCAA.
The Director, Defense Contract
Audit Agency, *may redelegate these
authorities, as appropriate, and in
writing, except as otherwise specifically indicated above or as otherwise provided by law or regulation.
This delegation of authorities is effective immediately.
[FR Doc. 78-20930 Filed 7-27-78; 8:45 am]

ities to the Director, Defense Advanced Research Projects Agency
(DARPA), and has delegated to him
specific authorities. This Directive
serves as the instrument that authorIzes the Director, DARPA, to carry
out his charter.
EFFECTIVE DATE: June 8,1978.

[3810-70]
[DOD Directive 5105.41]
PART 358--DEFENSE ADVANCED
RESEARCH PROJECTS AGENCY
AGENCY: Office of the Secretary of
Defense.
ACTION: Final rule-DOD Charter
Directive 5105.41.'
SUMMARY: The Secretary of Defense
has assigned functions and responsibil-

§ 358.3 Organization and management.
DARPA is established as a separate
agency of the Department of Defense
under the staff and operational direction of the Under Secretary of Defense for Research and Engineering. It
shall consist of a Director and such
subordinate organizational elements
as are established by the Director
within resources authorized by the
Secretary of Defense.

'Copies may be obtained. If needed. from
the U.S. Naval Publications and Forms
Center. 5801 Tabor Avenue. Philadelphia,
Pa. 19120. Attention: Code 301.

FOR

FURTHER

INFORMATION

CONTACT*
Mr. Arthur H. Ehlers, Director for
Organizational and Management
Planning, Office of the Deputy Assistant Secretary of Defense, Administration, telephone 202-695-4278.
Accordingly, a new Part 358 of Title
32, Chapter 1, of the Code of Federal
Regulations is established, reading as
set forth below.
Dated*July 25, 1978.
MAuacn W. Rocmm,
Director, Correspondence and
Directives, Washington Headquarters Services, Department
of Defense.

Se.
358.1 Purpose.
358.2 Mission.
358.3 Organization and management.
358.4 Responsibilities and functions.
358.5 Authority.
358.6 Relationships.
358.7 Administration.
358.8 Delegations of authority.
Aumoarr: 10 U.S.C. Chapter 4.
§358.1 Purpose.
Pursuant to the authority vested in
the Secretary of Defense under the
provisions of title 10, United States

Code, this Part establishes the De-

fense Advanced Research Projects
Agency (hereafter referred to as
"DARPA!) with responsibilities, functions, authorities and relationships as
outlined below.

§ 358.2 Mission.
DARPA shall manage and direct the
conduct of selected advanced basic and
applied research and development projects for the Department of Defense.

§ 358.4 Responsibilities and functions.
The Director, DARPA shall:
(a) Organize, direct, and manage the
DARPA and all resources assigned to

the DARPA.
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(b) Provide guidance and assistance,

as appropriate, to all DOD Compo-

accordance with applicable statutes
and DOD Directives.
(e) Exercise- the administrative authorities contained in § 358.8 of this
Part.

nents and other U.S. Government activities on matters pertaining to the
projects assigned to the DARPA.
(c) Recommend to the Secretary of
Defense, through the Under Secretary § 358.6 Relationships.
of Defense for Research and Engineer(a) In the performance of his funcing, the assignment of research pro- tions, the Director, DARPA, shall:
jects to DARPA.
(1) Coordinate actions, as appropri(d) Arrange for the performance of ate, with the other Components of
and supervise the work connected with DOD having collateral or related funcDARPA projects assigned to the Mili- tions in the field of his assigned retaty Departments, other U.S Govern- sponsibility.
(2) Maintain active liaison for the
ment activities, individuals, private
business entities, educational institu- exchange of information and advice in
tions, or research institutions, giving the field of his assigned responsibility
consideration to the primary functions with all DOD Components, non DOD
of the Military Departments.
research and development institutions
(e) Engage in assigned advanced re- (including private business entities),
search projects.
educational institutions, and other
f) Keep the Under Secretary of De- U.S. Government activities.
(3) Make full use of established fafense for Research and Engineering,
the Military Departments, the Joint cilities in the Office of the Secretary
Chiefs of Staff, and other DOD Agen- of Defense, other DOD Components,
cies informed, as appropriate, on sig- and other Governmental agencies
nificant new developments, break- ' rather than unnecessarily duplicating
throughs, and technological advances such facilities.
(b) Officials of all DOD Components
within assigned projects and on the
status of such projects in order to fa- will provide support, within their respective fields of responsibility, to the
cilitate early operational assignment.
(g) Prepare and submit to the Assist- Director, DARPA as may be necessary
ant Secretary of Defense (Comptrol- to carry out the assigned responsibilities and functions of his Agency.
ler), in accordance with established
procedures, the DARPA annual program-budget estimates, to include the § 358.7 Administration.
assignment of appropriation program
(a) The Director, DARPA, shall be a
priorities.
civilian selected by the Secretary of
(h) Perform such other functions as Defense.
may be assigned by the Under Secre(b) DARPA shall be authorized such
tary of Defense for Research and En- personnel, facilities, funds, and other
administrative support as the Secregineering.
tary of Defense deems necessary.
§ 358.5 Authority.
(c) The Military Departments shall
The Director, DARPA, is specifically assign personnel to DARPA in accordance with approved authorizations and
delegated authority to:
(a) Place funded work orders with procedures for assignment to joint
the Military Departments and other duty.
(d) Administrative support required
DOD Components or directly with
subordinate echelons of the Military for DARPA will be provided by the DiDepartments, after clearance with the rector, Washington Headquarters SerSecretary of the Military Department vices, and other DOD Components, as
appropriate.
concerned.
(b) Authorize the allocation, as appropriate, of funds made available to § 358.8 Delegations of authority.
Pursuant to the authority vested in
DARPA for assigned advanced projects.
the Secretary of Defense, and subject
() Establish for DARPA, the. Mili- to his direction, authority, and contary Departments, and other research trol, and in accordance with DOD poliand development activities, such pro- cies, directives, and instructions, the
cedures required in connection with Director, DARPA, or, in the absence
work being performed for DARPA of the Director the person acting for
consistent with policies and instruc- him, is hereby delegated authority as
tions governing the Department of De- required in the administration and operation of DARPA to:
fense.
(d) Acquire or construct, through a
(a) Designate any position in
Military Department or other U.S. DARPA as a "sensitive" position, in
Government agency, such research, accordance with the provisions of the
development, and test facilities and Act of August 26, 1950, as amended (5
equipment required to carry out his U.S.C. 7532); Executive Order 10450,
assignments and that may be ap- dated April 27, 1953, as amended by
proved by the Secretary of Defense in Executive Orders 10491, 10531, 10458;

10550, and DOD Directive 5210.7,
dated September 2, 1966,
(b) Authorize and approve overtime
work for DARPA civilian officers and
employees in accordance with the provisions of the Federal Personnel
Manual Supplement 990-1, section
550.111.
(c) Authorize and approve:
(1) Travel for DARPA civilian officers and employees in accordance with
the Joint Travel Regulations, volume
2, Department of Defense, Civilian
Personnel;
(2) Temporary duty travel only for
military personnel assigned or detailed
to DARPA in accordance with the
Joint Travel Regulations, volume I,
members of the uniformed services;
and
(3) Invitational travel to persons
serving without compensation whose
consultive, advisory, or other specialized technical services are required in
a capacity that is directly related to,
or in connection with, DARPA activities, pursuant to the provisions of
United States Code 5703.
(d) Approve the expenditure of
funds available for travel by military
personnel assigned or detailed to
DARPA for expenses incident to attendance at meetings of technical, scientific, professional, or other similar
organizations in such instances where
the approval of the Secretary of Defense or his designee Is required by law
(37 U.S.C. 412). This authority cannot
be redelegated.
(e) Develop, establish, and maintain
an active and continuing Records
Management Program, pursuant to
the provisions of Section 506(b) of the
Federal Records Act of 1950 (44 U.S.C.
3102), the Freedom of Information Act
Program (5 U.S.C. 552) and the PrivacyAct Program (5 U.S.C. 552a).
Cf) Enter into and administer contacts, through a Military Department
or other U.S. Government department
or agency, as appropriate, for research
and development, supplies, equipment,
and services required to accomplish
the mission of DARPA: To the extent
that any law or Executive Order specifically limits the exercise of such authority to persons at a higher level in
the Department of Defense, such authority will be exercised by the appro.
priate Under Secretary or Assistant
Secretary of Defense.
(g) Establish and use Imprest Funds
for making small purchases of material and services, other than personal,
when it is determined more advantageous and consistent with the best Interest of the Government, in accordance with the provisions of DOD Instruction 5100.71, "Delegations of Authority and Regulations Relating to
Cash Held at Personal Risk ,Including
Imprest Funds," March 5, 1973 and
the Joint Regulation of the General
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Services Administration/Treasury Department/General Accounting- Office,
entitled "For Small Purchases UtilizIng Imprest Funds."
(h) Authorize the publication of advertisements, notices, or proposals in
public periodicals as required for the
effective administration and operation
of DARPA (44 U.S.C. 3702).
(i) Promulgate the necessary securi-

ty regulations for the protection of

-

property and places under the jurisdiction of the Director, DARPA pursuant
to subsections IILA. and V.B. of DOD
Directive 5200.8, "Authority of Military Commanders Under the International Security Act of 1950 To Issue
Security Orders and Regulations for
the Protection of Property or Places
Under Their Command," August 20,
1954.
(j) Establish and maintain, for the
functions assigned, an appropriate
publications system for the promulgation of regulations, instructions, and
reference documents, and changes
thereto, pursuant to the policies and
procedures prescribed in DOD Directive 5025.1, November 18, 1977.
(k) In coordination with the Deputy
Assistant Secretary of Defense (Administration), enter into interservice
support agreements in accordance
with DOD Directive 4000.19, "Basic
Policies and Principles for Interservice, Interdepartmental and Interagency Support," March 27, 1972.
(1) Establish and maintain appropriate Property Accounts for DARPA
and appoint Boards of Survey, approve reports of survey, relieve personal liability, and drop accountability for
DARPA property contained in the authorized Property Accounts that have
been lost, damaged, stolen, destroyed,
or otherwise rendered unserviceable,
in accordance with applicable laws and
regulations.
The Director, DARPA, may redelegate these authorities, as appropriate,
and in writing, except as otherwise
specifically indicated above or as otherwise provided by law or regulation.
These delegations of authority are
effective immediately.
EFE Doc. 78-20928 Filed 7-27-78; 8:45 am]

[3810-70]
[DOD Directive 5105.22]
PART 359-DEFENSE LOGISTICS
AGENCY
AGENCY: Office of the Secretary of
Defense.
ACTION: Final rule-DOD Charter
Directive 5105.22.1
SUMMARY: The Secretary of Defense
has assigned functions and responsibilICopies may be obtained, if needed, from
the U.S. Naval Publications and Forms
Center, 5801 Tabor Avenue, Philadelphia,
Pa. 19120. Attention Code 301.

ities to the Director, Defense Logistics
Agency (DLA), and has delegated to
him specific authorities. This Directive serves as the instrument that authorizes the Director, DLA, to carry
out his charter.
EFFECTIVE DATE: June 8,1978.
FOR FURTHER INFORMATION
CONTACT'
Mr. Arthur H. Ehlers, Director for
Organizational and Management
Planning, Office of the Deputy Assistant Secretary of Defense, Administration, telephone 202-695-4278,
Accordingly, a new Part 359 of
Chapter I, Title 32 of the Code of Federal Regulations Is established, reading as set forth below.
Dated: July 25, 1978.

MAuRicE W. Rocun,
Director, Correspondence and
Directives, Washington Headquarters Services, Department
of Defense.

Sec.

359.1 Purpose.
359.2 MIssion.
359.3 Organization and management
359.4 Responsibilities.
359.5 Functions.
359.6 Authority.
359.7 Relationships.
359.8 Administration.
359.9 Delegation of authority.
359.10 Relationship between Commanders
of Unified Commands and overseas elements of the Defense Logistics Agency.
AuHomri 10 U.S.C. Chapter 4.
§ 359.1 Purpose. Pursuant to authority vested in the
Secretary of Defense under the provisions of title 10, United States Code,
this Part established the Defense Logistics Agency (hereafter referred to
as "DLA") with responsibilities, functions, authorities, and relationships as
outlined below.
§ 359.2 Mission.

DLA shalh
(a) Function as an Integral element
of the defense military logistics system
and, as such, direct its efforts and operations toward logistics support of
the mission of the military departments and the unified and specified
commands under all conditions of
peace and war.
(b) Provide effective and economical
support to the Military Departments,
other DOD Components, Federal civil
agencies, foreign governments, and
others as authorized, for assigned:
(1) Materiel commodities and Items
of supply (hereafter referenced as
"items"), which are determined,
through application of approved DOD
criteria, to be susceptible of integrated
management by a single agency for all

of the military departments or as otherwise assigned.
(2) Logistics services directly associated with the supply management
function and other support services as
directed by the Secretary of Defense.
(c) Administer the operation of DOD
programs as assigned.
§ 359.3 Organization and management.
(a) DLA Is established as a separate
agency of the Department of Defense
under the direction, authority and
control of the Assistant Secretary of
Defense (Manpower, Reserve Affairs
and Logistics), (hereafter referred to
as "ASD(MRA&L)"). DLA activities
involving acquisition policy and related matters will be closely coordinated
with, and generally monitored by. the
Under Secretary of Defense for Research and Engineering.
(b) DLA shall consist of a Director
and such subordinate organizational
elements as are established by the Director within resources authorized by
the Secretary of Defense.
§ 359.4 Responsibilites.
The Director, DLA shall be responsible for.
(a) Organizing, directing, and managing the DLA and all resources assigned to the DLA.
(b) Providing responsible, effective,
and economical support to:
(1) The military departments and
other DOD components.
(2) Federal civil agencies.
(3) Foreign governments, and others,
as authorized.
(c) Monitoring DOD supply relationships with the General Services Administration (GSA).
(d) The management (including organization, direction, procurement, administration, supervision, and control)
of assigned Items, services, and programs.
(e) A wholesale distribution system
for assigned items.
(f) Providing assigned contract administration service in support of the
military departments, other DOD
components, Federal civil agencies,
and when authorized, to foreign governments and others.
(g) Systems analysis and design, procedural development, and maintenance for supply and service systems.
§359.5 Functions.
o The Director, DLA shall perform the
following functions:
(a) Coordinated Procurement. (1)
Administer the DOD Coordinated Procurement Program.
(2) Recommend criteria and maintain procedures for coordinated procurement assignments of all DOD
components.
(3) Make recommendations on new
coordinated procurement assignments
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and changes to existing assignments
for all DOD components.
(4) Review and evaluate the operation of the DOD Coordinated Procurement Program, and make changes
as required and as authorized, to improve the effectiveness of the operation.
(5) Conduct coordinated procurement as assignee for designated commodities.
(b) Cataloging. (1) Administer the
Federal catalog system.
(2) Develop, review, and control the
operating procedures, rules, and regulations for the Federal catalog system
pertaining to item classification, identification, Federal stock number assignment, and central file maintenance. Based upon analysis of Federal
catalog system operation, recommend
to the ASD(MRA&L) new and revised
policies to improve the system.
(3) Develop and maintain the central, single, official record of Federal
catalog data for all items of supply in
the Federal catalog system, including
all identification and classification
data and those elements of management data appropriately -contained
therein.
(4) Ensure the exclusive use of Federal catalog data in the preparation,
publication, distribution, and maintenance of the DOD sections of the Federal catalog, and that the publication
of Identification and management
data lists if fully synchronized.
(5) Furnish to the military departments, Defense Supply Centers, civil
agencies, NATO countries, and other
friendly foreign governments such
Federal catalog data as are required
and requested for item identification,
classification, and maintenance of the
Federal catalog system. This includes
such management data as are centrally recorded and utilized by the military departments and civil agencies for
the publication of management data
lists.
(6) Prepare and publish on a centralized basis, for all DOD users, identification lists and cross-reference lists in
a standard DOD format.
(7) Operate as the single submitting
activity in the Federal supply groups
and classes assigned to DLA, and prepare item identification for NATO and
other friendly foreign governments, as
assigned.
(8) Represent the DOD, as required,
in negotiations with Federal -civil agencies, NATO, and other friendly foreign
.governments, industry, and other nondefense activities, in matters concerning the administration of the Federal
catalog system.
(c) Excess and Surplus Disposal(Personal Property). (1) Administer the
DOD Excess, Surplus, and Foreign
Excess Personal Property Disposal

Program in CONUS and overseas in
accordance with DOD policy.
(2) Represent the DOD as required
in negotiations with other Federal departments and agencies on matters of
mutual interest in the disposal of
excess, surplus and foreign excess personal property.
(3) Develop, review and prescribe
techniques, systems 'and procedures
for preparation and disposal of excess,
surplus and personal property, including foreign excess. Recommend to the
ASD(MRA&L) as appropriate, revisions to DOD policies.
(4) In coordination with the military
departments, develop and establish
workload, performance and cost standards for all CONUS activities that are
reimbursed from surplus sales proceeds. Exercise supervision of the program level of individual disposal activities through adherence to such established standards. Assist in establishment of the reimbursable obligation
authority required for the disposal activity program of each DOD component, by recommending program levels
by individual activity and changes
thereto when appropriate, as a result
,of analyses carried out during the
year.
(5) Maintain a reporting system for
DOD worldwide excess and surplus
personal property, including foreign
excess, and prepare reports as required. Recommend to the Assistant
Secretary of Defense (Comptroller)
anynecessary refinements to the specificity of the expenses authorized to
be reimbursed from proceeds of surplus sales.
(6) Direct, manage and operate defense surplus sales offices.
* (7) Administer a consolidated holding activity program within CONUS
with authority to determine the disposal activities required and resolve
differences.
(d) Utilization (Personal Property
and Retail Interservice Support). (1)
Administer the Defense Materiel Utilization Program in CONUS and overseas in accordance with DOD policy.
(2) Develop systems and procedures
for,
and
recommend
to
the
ASD(MRA&L) assignments of responsibility to the military departments to
assure the cross-utilization of assets in
order to minimize new procurement,
stockage and transportation costs.
(3) Review and evaluate the operation of assigned utilization responsibilities and make changes as required
to improve the effectiveness of operations.
(4) Administer the Defense Retail
Interservice Logistic Support Program,
in coordination with military departments and other DOD components, as
prescribed by DOD policies.
(5) Prepare and disseminate reports,
on operation of the Defense Materiel

Utilization Program and the Defense
Retail Interservice Logistic Support
Program, as required.
(e) Systems Analysis and Design. (1)
Conduct analyses, as directed by the
Secretary of Defense, of the operations of the supply and service systems of the military departments in
order to recommend improvements in
integrated management techniques.
(2) Design and implement improved
supply and service systems for the
management responsibilities assigned
to DLA.
(3) Develop plans, systems, and procedures to assure a close and respon.
sive relationship between DLA operations and the war plans and logistics
requirements of the Joint Chiefs of
Staff and the military departments.
(4) Design and implement DLA systems to insure effectiveness, reliability
and survivability in time of war or
emergencies.
(5) Review and evaluate the operation of the supply and service systems assigned to DLA and make
changes, as required, to improve the
effectiveness of operations.
(6) Perform analysis, design, maintenance, and surveillance 'of standard
DOD data systems.
(f) Item Entry Control. (1) Administer the DOD Item Entry Control Program.
(2) Provide DOD-wide counsel and
leadership in the development of techniques and systems to prevent the
entry of unnecessary Items into the
DOD supply system; foster industry
cooperation; and coordinate and monitor the direction and progress of the
program to insure expeditious and effective DOD-wide implementation.
(3) Manage and conduct the DLA
portion of the DOD Item Entry Control Program.
(g) Contract Administration Services. Within CONUS and overseas, as
directed, provide assigned contract administration services to the military
departments and other DOD components, Federal civil agencies and, when
authorized, to foreign governments
and others. Among the more significant functions performed are the following:
(1) Industrial Security. Administer
the DOD Industrial Security Program,
Establish procedures, requirements,
and practices to insure effective protection of classified information (including foreign classified information)
in the hands of -contractors located
within the United States, including
Alaska and Hawaii, Its possessions,
trust territories, and Puerto Rico, and
such other areas as are specifically authorized by the Secretary of Defense.
(2) Contract Administration, Perform contract administration, including plant clearance, utilization, and
disposal of contract inventories, ad-
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ministration of Government furnished
property, financial analysis, review of
contractor management systems, price and cost analysis (excluding examination of contractor's financial records).
convenience termination settlements,
small business and economic utilization, negotiation of contract changes
pursuant to the changes clause, determination of allowability of cost, and
such other functions as are delegated.
(3) Production. Conduct preaward
surveys and surveillance of contractors' production effort and industrial
resources, and arrange for packaging
and transportation support.
(4) Quality Assurance. Evaluate contractors' quality and reliability programs for conformance with contractual provisions; perform product verification inspection and testing for acceptance or rejection of supplies and
services in accordance with the quality
and reliability provisions of the contracts.
(5) EngineeringLiaison. Provide engineering liaison and assistance to
system/project managers and purchasing offices.

(6) Management Data.Provide man-

agement data for procuring activities
and inventory managers including contract shipments, fund status and contractpal disbursements.
(h) DOD/GSA Supply Relationship.
(1) Monitor supply support arrangements between-DOD components and
GSA concerning procurement, storage
and distribution of materiel within the
United States or overseas.
(2) Review and evaluate performance by GSA under approved arrangements and, in collaboration with the
military departments, take steps to
assure efficient use of GSA services.
(3)
Recommend
to
the

ASD(MRA&L) action on proposals to
support Federal civil agencies with
DLA-assigned materiel •
(4) Maintain and implement criteria
for assignment of supply management
responsibility between DLA and GSA
in Federal supply groups, classes, and,
items designated for integrated management within DOD; recommend to
the ASD(MRA&L) changes in criteria
as required.
(i) Industrial Plant Equipment (1)
Administer the DOD Industrial Plant
Equipment (IPE) Program to ensure
the reutilization of available assets.
(2) Maintain and control a reserve of
IPE to meet peacetime and mobilization needs; rebuild items in the reserve, as necessary.
(3) Review and evaluate the operation of the DOD IPE Program and
recommend changes as required to improve the effectiveness of operations.
-- (j)
Automatic
Data-Processing
Equipment Reutilization Screening.
Administer the DOD-wide program for
redistribution/reutilization of excess

Government owned and rented automated data-processing equipment.
(k) Warehousing"Gross Performance
Measurement Administer the DOD
warehousing gross performance measurement system.
(1) Technical (RDT&E) Report Services. (1) Receive, store, announce, retrieve, and provide secondary distribution of scientific and technical documents.
(2) Receive, store, retrieve, and disseminate information on current research and exploratory development
work.
(in) Centralized Referral System for
Displaced DOD Employees. (1) Serve
as the operating agency for the nationwide centralized referral system
for displaced DOD employees.
(2) Coordinate the DOD referral and
placement responsibilities within Zone
3 (Chicago and St. Louis Civil Service
Regions).
(n) Automation of the Career Program for Civilian Procurement Personnel, Administer the automated
phases of the DOD Civilian Procurement Career Development Program.
(o) Defense Automatic Addressing
System. Administer operation of the
defense automatic addressing system.
for logistics management data.
(p) Civil PreparednessMateriel Support. Administer assigned logistics operations contingent to the National
Civil Defense Program within the pollcies and programs established by the
Director of the Defense Civil Preparedness Agency.
(q) Materie Management (1) Item
Management Classification. (i) Under
policies and criteria prescribed by the
ASD(MRA&L) and in coordination
with the military departments, establish and maintain procedures for the
coding and classification of Items to be
placed or maintained under Integrated
managenient and for resolving Item
management coding and clnssification
conflicts between the military departments and DLA.
(U) Determine the method of management (e.g., central stocking vs. local
purchase) of assigned items.
(2) Requirements and Supply Control (Assigned Items). (1) Compute requirements for DLA "distribution
system stockage and replenishment
needed for support of authorized customers.
(if) Obtain forecasts of special program requirements (SPR's) and mobilization materiel requirements. Review
for suitability and, in the case of mobilization requirements, for conformance to DOD criteria.
(i) Compute mobilization materiel
requirements, initial military department support requirements (provisioning), and/or SPR's when and in the
manner mutually agreed upon between DOA and the supported mill-

tary department or other customer
agency.
(iv) Utilize current and projected requirements in relation to available resources for the purpose of budgeting,
procurement, positioning, maintenance, retention and disposal.
(v) Provide necessary information to
military departments and other authorized customers on supply capabilities in support of mobilization and
peacetime program requirements.
(3) Procurement (I) Conduct or
direct procurement of assigned or otherwise designated items and services to
meet the needs of the military departments and other authorized custom-

ers.

(i) Administer the procurement priorities and allocation authorities as
authorized by the Under Secretary of
Defense for Research and Engineering.
(4) Quality Reliability Assurance
Take appropriate action to assure the
quality and reliability of materiel procured by DIA and/or stored and maintained in the DLA distribution system.

(5) Industrial Mobilization Planning. (1) Conduct industrial mobilization and industrial readiness planning
in assigned area of responsibility.
(ii) Maintain and publish revisions to
the DOD register of planned emergency producers.
(6) Storage. (I) For DLA-assigned
Items and, as assigned, military department-managed Items, civil defense
items, and Items managed by other
Federal agencies:
(A) Determine requirements for storage space.
(B) Arrange for use of storage space
and related services and facilities of
the DOD, other Federal agencies, and
commercial storage facilities, as necessary.
(ii) Manage, control, and operate assigned depots and storage facilities.
(Ill) Administer the DOD commercial warehouse service plan for general
merchandise warehouses and refrigerated storage.
(7) Inventory and Distribution. (i)
Establish and maintain inventory procedures and distribution control, incuding reporting systems, over items
owned and managed by DLA.
(i) Control the distribution, redistribution, or disposition of assigned
serviceable and reparable items of
supply controlled by DLA or controlled by, but excess to the needs of,
the individual installations of the military departments and other authorized customers.
(Ill) Provide for stock positioning of
mobilliation reserve stocks, consistent
with contingency, emergency, and mobilization plans.
(v) Establish procedures for direct
CONUS support of field and operating
forces, and outside CONUS when mu-
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tually agreed upon by DLA and the
supported service.
(v) Account for control DLA-owned
property in the hands of Government
manufacturing plants.
(vi) Institute measures in coordination with the military departments for
the use of available assets of interchangeable and substitutable DLAmanaged items.
(8) Research and Development; and
Engineering SupporL (i) Recommend
to the military departments, or to the
Under Secretary of Defense for Research and Engineering, as appropriate, any new or changed research, development and engineering projects
considered desirable, to:
(A) Improve materials, items, and
methods within the commodity jurisdictions assigned; and
(B) Promote the elimination of undesirable duplication.
(ii) Arrange through the appropriate
military department and the Under
Secretary of Defense for Research and
Engineering for support -required by
DLA in the performance of its mission.
(9) Transportation. Arrange for
transportation of DLA-owned materiel
for initial distribution of stocks from
supplier to point of storage, from
point of storage or supplier direct to
consumer, and for redistribution between storage points.
(10) Maintenance and Manu- facture. (I) Manage, control, and operate
assigned maintenance and manufacturing facilities.
(i) Develop programs, schedules,
and technical guidance; and provide or
arrange for the maintenance, manufacture, modification, conversion, rehabilitation, reconstitution, or assembly of DLA-owned materiel and items
authorized for return to DLA from
users for repair at facilities of the military departments, commercial contractors, or those assigned to DLA.
(iiI) Develop technical maintenance
standards for DLA-owned items, and
items authorized for return from
users, in coordination with the using
military departments.
(iv) When requested by the using
military departments and other DOD
components, provide technical manuals for the operation and maintenance of items assigned to DLA.
(11) Provisioning.(i) Participate as a
supporting inventory manager in the
provisioning processes of the military
departments.
(ii) Establish and maintain, in coordination with the military departments, definitive procedures for provisioning supply support of the military
departments and uniform provisioning
of procedural and technical documentation requirements for incorporation
into DLA contracts requiring provisioning.

(12) Technical Logistics Data and
Information. (i) Develop, administer,
and maintain, as assigned, documentation governing the preparation of
technical data.
(il) Acquire, process, interchange,
identify, store, and issue technical
data and information adequate to support mission requirements.
(r) Value Engineering. (1) Initiate
value engineering-type projects and
studies to seek the lowest overall cost
for DLA-managed/procured
items,
consistent with requirements for performance, reliability and maintainability.
(2) Coordinate findings with military
departments, as applicable, to obtain
agreement with respect to technical
and engineering aspects.
(3) Make decisions with respect to
value engineering changes for DLAmanaged items, subject to the right of
appeal to the Secretary of Defense by
the military departments affected.
(s) Standardization.(1) Manage and
conduct those portions of the Defense
Standardization Program assigned to
DLA.
(2) In coordination with the military
departments, direct and conduct technical reviews to determine the standardization status, and develop military
supply standards for all items of
supply assigned to DLA. Make final
standardization decisions on all items
managed by DLA, subject to the right
of appeal to the Secretary of Defense
by the military departments affected.
(3) Determine, in coordination with
the military
departments, interchangeability and substitutability of
items of supply managed by DLA.
(t) Manpower Data. Administer and
manage a Defense' Manpower Data
Center for collection, processing, and
reporting of manpower data in support of OSD, other DOD components,
and other Government agencies as assigned.
(u) Such other functions as may be
assigned by the ASD(MRA&L).
§ 359.6 Authority.
The Director, DLA, is specifically
delegated authority to:
(a) Meet the needs of the military
departments and other authorized customers by conducting, directing, supervising or controlling all procurement
activities' with respect to property,
supplies and services assigned to DLA
for -procurement in accordance with
applicable laws, DOD regulations and
the defense acquisition regulation
(DAR). To the extent that any law or
Executive order specifically limits the
exercise of such authority to persons
at the secretarial level of a military department, such authority shall be exercised by the appropriate Under Secretary or Assistant Secretary of Defense.

(b) Have free and direct access to,
and communication with, all elements
of the DOD and other executive departments and agencies, as necessary.
(c) Prescribe procedures, standards,
and practices for DOD, governing the
execution of assigned responsibilities
and functions.
(d) Obtain such reports, information, advice, and assistance from other
DOD components, consistent with the
policies and criteria of DOD directive
5000.19,1 as may be necessary for the
performance of assigned functions and
responsibilities.
(e) Establish new DLA facilities or
recommend to the ASD(MRA&L) the
takeover or use of existing facilities of
the military departments by DLA, as
deemed necessay for improved effectiveness and economy.
(f) Provide membership on the Defense Acquisition Regulatory Council
and participate with the Secretaries of
the military departments in the development and promulgation of the DAR,
(g) Exercise the administrative authorities contained in § 359.9 of this
part.
§ 359.7 Relationships.
(a) In the performance of his functions, the Director, DLA, shall:
(1) Maintain appropriate liaison
with other DOD components and
other agencies of the executive branch
for the exchange of information and
programs in the field of assigned responsibilities.
(2) Maintain close working relationships with weapon systems managers
of the military departments to ensure
integration of effort and exchange of
technical programs and reference
data.
(3) Make use of established facilities
and services in the DOD or other governmental agencies wherever practicable to achieve maximum efficiency
and economy.
(b) The Joint Chiefs of Staff, the
military departments, and other DOD
components shall provide support and
logistical planning information, within
their respective fields of responsibility,
to the Director, DLA, to carry out assigned responsibilities and functions of
DLA.
(c) The relationship between commanders of unified commands and
overseas elements of the DLA Is defined in § 359.10.
§ 359.8 Administration.
(a) The Director shall be selected by
the Secretary of Defense.
(b) When the Director and the
Deputy Director are both military officers, they will normally be selected
from different military departments,
(c) DLA will be authorized such personnel, facilities, funds, and other ad'See footnote 1.
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in accordance with the provisions of 5
U.S.C. 4503 and civil service regulations.
(f) In accordance with the provisions
of 5 U.S.C. 7532; Executive Order
10450, dated April 27, 1953, as amended; and DOD Directive 5210.7, "Department of Defense Civilian Applicant and Employee Security Program," September 2, 1966:
(1) Designate any position in DLA as
a "sensitive" position;
(2) Authorize, in case of an emergency, the appointment of a person to a
sensitive position in the Agency for a
limited period of time for whom a full
field investigation or other appropriate investigation, including the national agency check, has not been completed; and
§ 359.9 Delegations of Authority.
(3) Authorize the suspension, but
Pursuant t6 the authdrity vested in not to terminate the services of an emthe Secretary of Defense, and subject ployee in the interest of national secuto his direction, authority, and con- rity in positions within DLA. ,
trol, and in accordance with DOD poli(g)Clear DLA personnel and such
cies, directives, and instructions, the other individuals as may be appropriDirector, DLA, or in the absence of ate for access to classified Defense mathe Director the person acting for terial and information in accordance
him, is hereby delegated authority as with the provisions of DOD Directive
required in the administration and op- 5210.8, "Policy on Investigation and
eration of DLA to:
Clearance of DOD Personnel for
(a) Exercise the powers vested in the Access to Classified Defense InformaSecretary of Defense by 5 U.S.C.'301, tion," February 15, 1962, and of Ex302(b) and 3101 pertaining to the em- ecutive Order 11652, dated March 8,
ployment, direction and general ad- 1972, as amended.
ministration of DLA civilian person(h)Act as agent for the collection
nel
and payment of employment taxes Im(b) Fix rates of pay for wage board posed by chapter 21 of the Internal
employees exempted from civil service Revenue Code of 1954 and, as such
classification by 5 U.S.C. 5102(c)(7) on agent, make all determinations and
the basis of prevailing rates for compa- certifications required or provided for
rable jobs in the.locality where each under section 3122 of the Internal
Revenue Code of 1954 and section
installation is located.
205(p) (1)and (2) of the Social Securi(c) Establish advisory committees
and employ part-time advisers, as ap- ty Act, as amended (42 U.S.C. 405(p)
proved by the Secretary of Defense (1)and (2)) with respect to DLA emfor the performance of DLA functions ployees.
pursuant-to the provisions of 10 U.S.C.
(i)Authorize and approve overtime
173, 5 U.S.C. 3109(b), the Federal Ad- work for DLA civilian officers and emvisory Committee Act, and the Agree- ployees in accordance with the proviment between the Department of De- sions of the Federal Personnel Manual
fense (DOD) and the Civil Service Supplement 990-1, section 550.111.
Commission on employment of experts
(j)
Authorize and approve:
and consultants, dated March 14, 1975.
(1) Travel for DLA civilian officers
(d) Administer oaths of office inci- and employees in accordance with
dent to entrance into the executive Joint Travel Regulations, Volume 2,
branch of the Federal Government or DOD Civilian Personnel;
any other oath required by law in con(2) Temporary duty travel only for
nection with employment therein, in military personnel assigned or detailed
accordance with the provisions of 5 to DLA in accordance with Joint
U.S.C. 2903, and designate in writing, Travel Regulations, Volume 1, Memas may be necessary, officers and em- bers of Uniformed Services; and
ployees of DLA to perform this func-.
(3) Invitational travel to persons
serving without compensation whose
tion.
(e) Establish a DLA incentive awards consultive, advisory or other highly
board and pay cash awards to, and specialized technical services are reincur necessary expenses for the hon- quired in a capacity that is directly reorary recognition of civilian employees lated to, or in connection with DLA acof the government whose suggestions, tivities, pursuant to the provisions of 5
inventions, superior accomplishments U.S.C. 5703.
k) Approve the expenditure-of
or other personal efforts, including
special acts or services, benefit or funds available for travel by military
affect DL or its subordinate activities personnel assigned or detailed to DLA
ministrative support as the Secretary
of Defense deems necessary. (d) The military departments will
assign military personnel to DLA in
acordance with approved authorizations and procedures for assignment to
joint duty.
(e) Programming, budgeting, funding,. auditing, accounting, pricing, and
reporting activities of DLA will be in
accordance with policy and procedures
established by the Office of the Secretary of Defense. DLA will utilize appropriated funds to finance the operating costs of the Agency; a stock fund
to finance all inventories procured for
resale; and, when appropriate, an industrial fund for financing industrialcommercial type operations.

for expenses Incident to attendance at
meetings of technical, scientific, professional or other similar organizations in such instances where the approval of the Secretary of Defense or
his designee Is required by law (37
U.S.C. 412). This authority cannot be
redelegated.
() Develop, establish and maintain
an active and continuing Records
Management Program pursuant to
the provisions of section 506(b) of the
Federal Records Act of 1950 (41 U.S.C.
3102), the Freedom of Information Act
Program (5 U.S.C. 552) and the Privacy Act Program (5 U.S.C. 552a).
(m) Establish and use impfest funds
for making small purchases of material and services other than personal for
DLA when it is determined more advantageous and consistent with the
best interests of the Government, in
accordance with the provisions of
DOD Instruction 5100.71, "Delegation
of Authority and Regulations Relating
to Cash Held at Personal Risk Including Imprest Funds," March 5, 1973,
and the Joint Regulation of the General Services Administration/Treasury
Department/General
Accounting
Office, entitled "For Small Purchases
Utilizing Imprest Funds."
(n) Authorize the publication of advertisements, notices of proposals in
newspapers, magazines or other public
periodicals as required for the effective administration and operation of

DLA (44 U.S.C. 3702).
(W)Establish and maintain appropriate Property Accounts for DLA and
appoint boards of survey, approve reports of survey, relieve personal liability, and drop accountability for DLA
property contained in the authorized
property accounts that has been lost,
damaged, stolen, destroyed or otherwise rendered unserviceable, in accordance with applicable laws and regulations.
(p) Promulgate the necessary security regulations for the protection of
property and places under the jurisdiction of the Director, DLA. pursuant to

subsections III.A. and'V.B. of DOD Directive 5200.8. "Authority of Military
Commanders under the Internal Security Act of 1950 to Issue Security
Orders and Regulations for the Protection of Property or Places Under
Their Command," August 20,1954.
(q) Establish and maintain, for the
functions assigned, an appropriate
publications system for the promulgation of common supply and service
regulations, instructions, and referencq documents, and changes thereto,
pursuant to the policies and procedures prescribed in DOD Directive

5025.1, "Department of Defense Directive System." November 18,1927.
(r) Enter into interservice support
agreements In accordance with DOD
Directive 4000.19, "Basic Policies and
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Principles for Interservice, Interdepartmental and Interagency Support,"
March 27, 1972.
(s)Enter into logistic supply and
service agreements with Federal Departments and Agencies other than
the DOD.
(t) Exercise the authority delegated
to the Secretary of Defense by the Administrator of the General Services
Administration with respect to the disposal of surplus personal property.
(u) Exercise the authority and responsibility of the ASD(MRA&L) as
delegated' to the Director, DLA, for
the National Industrial Equipment
Reserve established by the National
Industrial Reserve Act of 1948, as
amended (50 U.S.C. 451 et seq.).
NoTE.-The Director, DLA, may re- delegate these authorities as appropriate, and in
writing, except as otherwise specifically indicated above or as otherwise provided by
law or regulation.
This delegatioh of authorities N effective
immediately.

§ 359.10 Relationship between command-

ers of unified commands and overseas
elements of the defense logistics
agency.
When the Secretary of Defense assigns mission responsibilities to the Director, Defense Logistics Agency
(DLA) for the performance of integrated management functions outside
of CONUS, command relationships
and interfaces pertinent to DLA elements assigned overseas will be in consonance with the following:.
(a) The Director, DLA, will:
(1) Ensure that DLA-assigned missions are carried out and coordinated
In a manner fully responsive to, and in
accordance with, the requirements of
all unified and component commands
concerned.
(2) Coordinate matters of significant
mutual command and management interest with the unified commander
and/or the Joint Chiefs of Staff
(JCS), as may be appropriate. Unre-,
solved issues between the Director,
DLA, and a commander of a unified
command will be referred to the JCS
for resolution or forwarding to the
ASD(MRA&L) for final determination
when.a negotiated resolution cannot
be achieved.
(3) Except as otherwise provided
herein, exercise operational command
over DLA-assigned elements.
(4) Develop and profnulgate necessary plans, policies and procedures for
the efficient operation of DLA overseas activities.
(5) Develop resource requirements
for DLA overseas activities and, in coordination with the applicable unified
commands, establish/disestablish DLA
elements as dictated by mission requirements and objectives.

(6) Comply with physical security requirements promulgated by the commander of the unified command or
component commander, as appropriate.
(7) Provide for the management and
direction of DLA overseas activities including budgeting, inspection and
audit functions, personnel support and
internal administration.
(b) The commander of a unified
command is authorized to, and as appropriate, will:
(1) Exercise directive authority in
the field of logistics over DLA elements within his geographic area of
responsibility to ensure effectiveness
and economy in operations, and the
prevention or elimination of unnecessary duplication of facilities and overlapping of functions. This authority is
defined as that required to ensure the
coordiiation, as necessary, of:
(i) Acquisition, storage, movement,
distribution, maintenance, evacuation
and disposition of materiel.
(Ii) Movement and evacuation of personnel.
(iii) Acquisition or construction,
maintenance, operation and disposition of facilities.
(iv) Acquisition or furnishing of services.

The commander will exercise such
authority, after prior coordination locally with the pertinent DLA overseas
activity, directly with the Director,
DLA, or through the JCS, as appropriate.
(2) In the event of a major emergency which necessitates use of all available forces, assume temporary operational control of all DLA elements in
his area of responsibility. The determination of the existence of such an
emergency is the responsibility of the
commander concerned who, on assuming temporary operational control of
DLA elements, shall immediately
advise the following of the nature and
estimated duration of employment:
(I) The JCS.
(ii) The appropriate operational
commander.
(iii) The Director, DIA.
(3) Exercise administrative direction
over DLA elements in their area of responsibility in a manner consistent
with, and comparable to that which he
exercises over- assigned forces and elements of other DOD components
within his command. This will include,
without being limited to, matters relating to status of forces agreements
and other agreements with host nations, standards-for dress and conduct,
general theatre regulations applicable
to all U.S. Forces, and war and emergency plans.
(4) Provide, in accordance with existIng DOD policy for interservice support, guidance on support between

DLA overseas elements and service
components.
(5) Advise the Director, DLA, of any
recommended changes to, or dis- satisfactions with, the type, adequacy and
responsiveness of logistic support provided by DLA to and within his command. Unresolved Issues between the
Director, DLA, and a commander of a
unified command will be referred to
the JCS for resolution or forwarding
to the ASD(MRA&L) for final determination when a negotiated resolution
cannot be achieved.
(c) Commanders of component commands will:
(1) Exercise such responsibilities and
authorities pertinent to DLA elements
as may be assigned or otherwise delegated to them by the commander of
their unified command.
(2) Provide for the physical security
and administrative and logistic support of DLA elements as agreed to by
DLA and component commands concerned under host/tenant agreements.
EFR Dce. 78-20929 Filed 7-27-78' 8:45 am

[6560-01]
Title 40-Protection of Environmont
CHAPTER I-ENVIRONMENTAL
PROTECTION AGENCY
SUBCHAPTER D-WATER PROGRAMS
LFRL 933-1)
PART
118-DETERMINATION
OF
HARMFUL QUANTITIES FOR HAZARDOUS SUBSTANCES
Intention To Reinstate Effective Date
Deferral
AGENCY: Environmental Protection
Agency.
ACTION: Notice 'regarding effective
date and guidance.
SUMMARY: On March 13, 1978, EPA
published regulations under the Clean
Water Act to control the discharge of
hazardous substances (43 FR 10474).
The regulations apply in part to discharges from facilities holding permits
under the national pollution discharge
elimination system (NPDES) of the
act. On June 5, 1978, EPA deferred for
60 days the regulations' effective date
for discharges subject to NPDES permits (43 FR 24309). On June 8, 1978,
the District Court for the Western
District of Louisiana enjoined EPA
from enforcing and implementing the
regulations pending a final determination on the merits or until further
order of the court. EPA has received a
number of inquiries regarding the relationship between the court injunction and EPA's 60 day deferral for
NPDES-permitted discharges. EPA's
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intent is to reinstate this 60-day deferral period whenever the court's injunction is terminated, in order to allow
permittees sufficient time to test their
effluents and submit permit applica-

tions. EPA will publish notice in the

FOR FURTHER INFORMATION
CONTACT'
Mr. John L Taft, -Director, Regulations and Management Control Division, Office of the Executive Director, Federal Supply Service, General
Services Administration, Washing-

F DERAL REGISTER stating the new effective date for NPDES-permitted diston, D.C. 20406, 703-557-1914.
charges whenever the 'injunction is
terminated.
The table of contents for part 101-26
Guidance regarding testing and re- is amended to revise the following enporting procedures to be used in tries:
NPDES permit applications with re- 101-26.507-1 Submission of requisitions.
spect to hazardous substances is now 101-26.507-3 ^Purchase of security equipbeing developed. Copies of this guidment fro Federal Supply Schedules.
ance may be obtained by requesting it 101-26.508-1 Requisitioning data processLag -tape available through Federal
in writing from Edward A. Kramer at
Supply Schedule contracts.
the address listed below.
101-26.508-2 Requisitioning data processEFFECTIVE DATE: July 28, 1978.
ing tape not available from Federal
Supply Schedule contracts.
FOR FURTHER INFORMATION 101-26.508-3 Consolidation
of requisitions.
CONTACT'
101-26.509-1 Requisitioning tabulating ma.
chine cards available from Federal
Edward A. Kramer (EN-336), Office.
Supply Schedule contracts.
of Water Enforcement, Environmen- 101-26.509-2
Requisitioning tabulating matal Protection Agency, Washington,
chine cards not amilable from Federal
D.C. 20460, 202-755-0750.
Supply Schedule contracts.
"101-26.509-3 Consolidation of requisitions.
Dated: July 13, 1978.
Au'ronrrYr Sec. 205(c), 63 Stat. 390; 40
JEFFERY G. MnaR,
U.S.C. 486(c).
ActingAssistant
Subpart 101-26.5-GSA Procurement
Administraterfor Enforcement.
Programs
fR Doc. 78-21024 Filed 7-27-78: 8,45 am]
1. Section 101-26.507-1 is revised as
follows:

[6820-24]

Title 41-Public Contracts and
Property Management

CHAPTER 101-FEDERAL PROPERTY
MANAGEMENT REGULATIONS
SUBCHAPTER E-SUPPLY AND PROCUREMENT
[FPMR Amendment F-2261

PART 101-26-PROCUREMENT
SOURCES AND PROGRAMS
Submitting Requisitions to GSA
AGENCY: Final rule.

ACTION: General Services Administration.
SUMMARY: This regulation changes
the Federal Property Management
Regulations (FPMR) to require that
Federal agencies submit requisitions
for security equipment, certain types
of data processing tape, and tabulating
machine cards to the 'GSA regional
office supporting the area in which
the requisitioning agency is located
rather than to selected GSA regions as
is presently required. This change will
simplify the requisitioning process by
providing that agencies submit requisitions for these items to the same GSA
regional office from which they normally order other items.
EFFECTIVE DATE: July 28, 1978.

§ 101-26.507-1 Submission of requisitions.
Requisitions for security equipment
covered by the latest edition of Federal specifications AA-F-357, AA-F-358,
AA-F-363, AA-S-1518, and AA-D-600,
and interim Federal specifications AAF-00364 and AA-C-001697 shall be
submitted in FEDSTRIP format to
the GSA regional office supporting
the geographic area in which the requisitioner is located. GSA will consolidate requisitions for these Items from
all regions for procurement on a definite quantity basis.
2. Section 101-26.507-2 is revised as
follows:
§ 101-26.507-2 Procurement time schedule.
Requisitions for security equipment
will be consolidated by GSA on January 31, April 30, July 31, and October
31 of each year. The consolidated requisitions will be used in executing definite quantity contracts. To ensure Inclusion in the invitation for bids,.requlsitions shall be submitted to GSA on
or before January 1, April 1, July 1, or
October I as appropriate. Requisitions
received after any of these dates normally will be carried over to the subsequent consolidation date. Approximately 180 calendar days following
the consolidation dates should be allowed for initial delivery. Requisitions
shall include a required delivery date

which reflects anticipated receipt
under the time schedule.
3. Section 101-26.507-3 is revised as
follows:
§ 101-26.507-3 Purchase of security equipment from Federal Supply Schedules.
To ensure that a readily- available
source exists to meet unforeseen demands for security equipment, indefinite quantity Federal Supply Schedule
contracts will remain in effect to satisfy urgent requirements which are not
appropriate for consolidated procurement and do not exceed the maximum
order limitations. Items of security
equipment are available through Federal Supply Schedule, FSC group 71,
part XI, sections A and B, for agencies
to order direct from the contractor.
These sources may also be used by
Government contractors and subcontractors (at any tier meeting the requirements of §§1-5.902 and 10126.407, as applicable, for purchases
within the specified maximum order
limitation.
4. Section 101-26.508-1 is revised as
follows:.
§101-26.508-1 Requisitioning data processing tape available through Federal
Supply Schedule contracts.
Federal Supply Schedules, FSC
group 70, part XI, and FSC group 58,
part V, section C, include contracts to
satisfy Government requirements for
those types of EDP tape and instrumentation tape (wide and intermediate band) which are most widely used.
Federal agencies located within-the 48
contiguous United States, Washington. D.C. and Hawaii (applicable to
EDP tape only for Hawaii) shall procure these tapes In accordance with
the provisions of the current schedules
and this § 101-26.508-1. Orders not exceeding the maximum order limitations of the Federal Supply Schedules
and prepared directly by activities located outside the geographical areas
referenced above shall, to the extent
possible, be consolidated and submitted in FEDSTRIP format to the GSA
regional office supporting the geographic area in which the requisitioner is located.
5. Section 101-26.508-2 is amended
to revise paragraphs (a), (b), and (d) as
follows:
§ 101-26.503-2 Requisitioning' data processing tape not available from Federal
Supply Schedule contracts.
(a) Requisitions for types of EDP
tape and instrumentation tape (wide
and intermediate band) covered by
Federal Supply Schedule contracts
which exceed the maximum order
limitations of the schedule shall be
submitted to the GSA regional office
supporting the geographic area in
which the requisitioner is located.
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(b) Requisitions for all types of EDP
tape and instrumentation tape (wide
and intermediate band) not covered by
Federal Supply Schedule contracts
shall be submitted to GSA for purchase action when the dollar value of
the requisitions exceeds, or is estimated to exceed, $2,500 for EDP tape and
$5,000 for Instrumentation tape. However, regardless of the amount involved (including requisitions estimated to be less than the dollar limitations referenced above), purchase
action shall not be taken by GSA or
an agency unless a waiver of the requirement for using items of tape
available from Federal Supply Schedule contracts has been furnished in accordance with § 101-26.100-2. Requests
for waivers shall be submitted to the
Commissioner, Federal Supply Service
(F), General Services Administration,
Washington, D.C. 20406. The requests
shall fully describe the type of tape required and state the reasons Federal
Supply Schedule items will not adequately serve the agency's needs. GSA
will notify the requesting agency in
*V±1Uhf -k
L1I,
4-kO-fl.
r11eq uquests. To reduce leadttie
imeDRIP
tions may be submitted ii foDTr
w e IP
for waivers.

format with the request
Requisitions for which a waiver has
first been obtained shall be submitted
with a copy of the waive r to the GSA
regional office supporti ng the geographic area in which th e requisitioner Is located. GSA will e ither arrange
for procurement of the items or authorize the requesting a gency to procure them.
.

,

(d) When an agency submitting a
purchase request in acc ordance with
this §101-26.508-2 has a need for
scheduled deliveries, nninimum or
maximum order quantit ies, or other
special arrangements, G SA will develop specific provisions to accommodate
the needs. The provisions will be based
on information furnis hed by the
agency concerned and wi 11be included
in solicitations for offers and resultant
contracts.
6. Section 101-26.508-3 is revised as
follows:
§ 101-26.508-3 Consolidatio a of requisitions.
To the maximum exttent feasible,
agencies shall develop procedures
which will permit planrn ed consolidated requisitioning of EDP tape and instrumentation tape (wide and intermediate band) on an agen cywide basis,
When agencywide consol idation is not
feasible, consideration sihall be given
to the consolidation of i ndividual requisitions for small quan tities at any
agency level. This will en able the Government to benefit from lower pfrices

generally obtainable through large
volume procurements.
7. Section 101-26.509-1 is revised as
follows:
§ 101-26.509-1 Requisitioning tabulating
machine cards available from Federal
Supply Schedule contracts.
Federal Supply Schedule, FSC group
75, part VIII, includes contracts for
tabulating cards applicable to electrical and mechanical contact tabulating
machines, including aperture cards
and copy cards. Federal agencies shall
procure these cards in accordance with
the provisions of the current schedule.
Orders not exceeding the maximum
order limitation of the Federal Supply
Schedule and prepared directly by activities located outside the geographi °
cal delivery areas specified in the
schedule shall be submitted in FEDSTRIP format to the GSA regional
office supporting the geographic area
in which the requisitioner is located.
8. Section 101-26.509-2 is amended
to revise paragraphs (a) and (b) as follows:
§ 101-26.509-2 Requisitioning tabulating
machine cards not available from Federal Supply Schedule contracts.
(a) Requisitions for tabulating machine cards covered by Federal Supply
Schedule contracts which exceed the
maximum order limitation of the
schedule shall be forwarded in FEDSTRIP format to the GSA regional
office supporting the geographic area
in which the requisitioner is located.
(b) Requisitions for tabulating machine cards not covered by Federal
Supply Schedule contracts shall be
submitted to GSA for purchase action
if the dollar value of the cards exceeds
or is estimated to exceed $2,500. However, regardless of the amount'involved (including requisitions estimated to be $2,500 or less), purchase
action shall not be taken by GSA or
an agency unless a waiver of the requirement for the use of tabulating
cards available from Federal Supply
Schedule contracts has been furnished
in accordance with § 101-26.100-2. Requests for waivers shall be submitted
to the Commissioner, Federal Supply
Service (F), General Services Administration, Washington, D.C. 20406. The
requests shall fully describe the items
required and state the reasons the tabulating machine cards covered by the
Federal Supply Schedule contracts
will not adequately serve the end-use
purpose. GSA will notify the requesting agency in writing of the action
taken on. the waiver request. To
reduce leadtime, requisitions may be
submitted in FEDSTRIP format with
the requests for waivers. A requisition
for items for which a waiver has first
been obtained shall be submitted with
a copy of the waiver to the GSA re-

gional office supporting the geographic area in which the requisitioner Is located. GSA will either arrange for procurement of the Items or authorize the
requesting activity to procure them,
.

*

*

e

*

9. Section 101-26.509-3 Is revised as
follows:
§ 101-26.509-3 Consolidation of requlsi.
tions.
To the maximum extent feasible,
agencies shall consolidate their requisitions for tabulating machine cards
on an agencywide basis. If agencywide
consolidation Is not feasible, consideration shall be given to the consolidation
of requisitions at any agency level
when the Government will benefit
from lower prices through largevolume procurement.
(Sec. 205(c), 63 Stat. 390: 40 U.S.C. 486(c).)
Dated: July 14, 1978.
ROBERT T. GuIFFiN,

ActingAdministrator
of GeneralServices.
[FR Doc. 78-20932 Filed 7-27-78:8:45 am]

[6820-24]
[FPMR Amendment E-2271
PART 101-26-PROCUREMENT
SOURCES AND PROGRAMS
Procurement of Automobiles
AGENCY: General Services Admlnistration.
ACTION: Final rule.
SUMMARY: This regulation changes
the identification of the various categories of vehicles available through
the GSA motor vehicle procurement
program; includes a reference to the
GSA Handbook, Discrepancies or Deficiencies In GSA or DOD Shipments,
Material, or Billings; prescribes the
use of GSA Form 6317, Instructions to
Consignee Receiving New Motor Vehi.
cles Purchased by General Services
Administration; and includes minor
editorial and procedural changes. This
regulation has been developed to
update the provisions relating to procurement of new motor vehicles.
EFFECTIVE DATE: July 28, 1978,
FOR FURTHER INFORMATION
CONTACT:
Mr. John I. Tait, Director, Regulations and Management Control Division, Office of the Executive Director, Federal Supply Service, General
Services Administration, Washing
toni, D.C. 20406, 703-557-1914.
The table of contents for part 101-26
is amended to revise the following
entry:
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101-26.501-3 Submission of orders.
Subpart 101-26.5-GSA Procurement
Programs
1. Section 101-26.500 is revised as

follows:
§ 101-26.500 Scope and applicability of
subpart
(a) This subpart prescribes policies
and procedures relating to GSA procurement programs other than the
GSA stock and the Federal supply
schedule prpgrams. Also excluded are
the policies and procedures relating to
the procurement of automatic data
processing equipment and services set
forth in part 101-36.
(b) The policies'and procedures in
this subpart 101-26.5 are applicable to
executive agencies except as otherwise
specifically indicated. Federal agencies
other than executive agencies may
participate in these programs and are
- encouraged to do-so.
2. Section 101-26.501 is amended to
revise the introductory material in
paragraph (a) and revise paragraph
(b) and subparagraph (d)(2), as follows:

§ 101-26.501 Purchase of new motor vehicles.
(a) With respect to the procurement
of new sedans, station wagons, and
light trucks other than those to be
used for law enforcement, it shall be
the policy to procure standard vehicles
(unless other than standard vehicles
are specifically required) as follows:
Sedans, class IA-small, class IB-subcompact, or class fl-compact; station
wagons, class IB-subcompact or class
II-compact vehicles, as described in
Federal standard No. 122; and light
trucks as defined in Federal standard
Nos. 292 and 307. (Federal standard
Nos. 122, 292, and 307 as used in this
section mean the latest editions and
include any interim standard being
used temporarily as a replacement.)
Requisitions submitted to GSA for
motor vehicles shall be in conformance with the requirements of subpart 101-38.13.
(b) Requisitions submitted to GSA
for new passenger vehicles shall contain a certification by the agency head
or a designee that the acquisition is in
conformance with Pub. L. 94-163 and
Executive Order 12003. The certification may be placed on the requisition
or .on an appropriate attachment
thereto. Agency passenger vehicle requisitions omitting this certification
will not be processed until such certification is received. Agencies requiring
other than standard sedans and station wagons shall justify the need for

these vehicle requiremen ts and retain
the justification in their I tles.
(d)
* (2) Additions I systems or
equipment requested to be purchased
by GSA will be construed to have been
determined essential for the effective
operation of the vehicle involved by
the agency head or a de sIgnee. When
systems or equipment other than
those listed in Federal sstandards are
requested, these systems or equipment
shall be considered and ttreated as deviations under § 101-26.50 1-3(b).
3. Section 101-26.501-1 Is amended
to revise the introductolry paragraph
and paragraph (a) as folioows:

§ 101-26.501-1 General.
Except as provided for the Department of Defense (DOD) in paragraph
(a) of this section, ea ch executive
agency shall submit to IGSA for procurement its orders for purchase in
the United States of allinLw passenger
motor vehicles (FSC 231.0), trucks or
truck tractors (FSC 2 320), trailers
(FSC 2330) van type (wl th payload of
not less than 5,000 no r more than
50,000 pounds). and ft retrucks and
firefighting trailers (FSC
C 4210). Specifically included are sedans, station
wagons, carryalls, ambullances, buses,
and trucks, including trucs with specialized mounted equip ment, truck
chassis with special pu rpose bodies,
and all van-type trailers :with payload
of not less than 5,000 n or more than
50,000 pounds).
(a) DOD shall submit to GSA for
procurement Its orders fo .r purchase in
the United States of all commercialtype passenger motor v ehicles (FSC
2310), including buses an dtrucks (FSC
2320) up to 10,000 pounds gross vehicle
weight (GVW) except the following:
(1) Buses, convertible to ambulances;
(2) Trucks, convertblie to ambulances; and
(3) Trucks, 4 x 4, dump , 9,000 GVW
with cut-down cab.

agencies and of similar types covered
by military specifications for DOD activities.

5. Section 101-26.501-3 is amended
to revise the introductory paragraph
and paragraph (c) as follows
§ 101-26.501-3 Submission of orders.
Orders for all motor vehicles shall
be submitted on GSA Form 1781,
Motor Vehicle Requisiton-Delivery
Order-Invoice, or DD Form 448, Military Interdepartmental Purchase Request (MIPR). to the General Services
Administration (FY), Washington,
D.C. 20406, and shall contain required
FEDSTRIP data for mechanized processing. The Department of Defense
shall ensure that appropriate MILSTRIP data are entered on DD Form
448.

(c)GSA Form 1781. Motor Vehicle
Requisition-Delivery Order-Invoice
(illustrated at § 101-26.4902-1781), has
been specifically designed for agency
use to expedite ordering of all vehicles. GSA Form 1781 is also used by
GSA as a purchase order and by the
consignee as a receiving report. Agencies are requested to use GSA form
1781 as a single-line-item requisition
for nonstandard as well as standard
vehicles. When ordering standard yehicles, the appropriate item number
for passenger vehicles equipped to
meet specific operational needs may
be selected from the applicable table
inFederal standard No. 122. Additional systems and equipment may be
added by inserting in the "Standard
Option(s)" portion of block 9 of the
form the appropriate code for the selected Items from the table in the
standard. When a vehicle equipped as
listed in Federal standard No. 122 includes items which are not required,
the item number of the standard vehicle representing the minimum wheelbase required should be selected. All
•
5
additional systems or equipment re4. Section 101-26.501-2 (a) Is revised quired should be identified by inserting in the appropriate portion of block
as follows:
9 of GSA form 1781 the applicable
§ 101-26.501-2 Consolidated purchase pro. codes from the table in the standard
listing the additional systems or equipgram.
n benefits ment. When ordering nonstandard ve(a) To achieve maxin
hicles or options, the instructions on
and economies, GSA maLkes monthly the reverse of GSA form 1781 shall be
consolidated procureme nts of all followed. Submission of GSA form
motor vehicle types plus four volume 1781, properly completed, will satisfy
procurements each year as follows:
the requirements regarding the sub(1) One volume pro curement of mission of requisitions as set forth in
sedan and station wagons of the types paragraph (a) of this section.
covered by Federal stan UtL-U, xiU. JL44
and related specification s for civilian
agencies and for DOD act ivitles; and
(2) Three volume pro curements of
6. Section 101-26.501-4 is amended
light trucks of the type covered by to revise paragraph (a) and subparaFederal standard No. 30 7 for civilian graph (b)(3) as follows:
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§ 101-26.501-4 Procurement time schedules.
(a) Volume consolidated purchases.
Requisitions covering vehicle types included in Federal standard No. 122 or
Federal standard No. 307 received
before the consolidation dates shown
in the time schedule of this paragraph
Tmi

(a) will be consolidated for volume
procurement unless there is included a
statement justifying the need for delivery earlier than the delivery times
indicated in § 101-26.501-4(d). Requisitions containing a statement of justification will be handled on a monthly
basis in accordance with § 101-26.5014(b)(1).

of GSA form 1781, Motor Vehicle Requisition-Delivery Order-Invoice.
NoTE.-The form Illustrated In § 10126.4902-1781 is filed as part of the original
document and does not appear in the FEavm.
AL REGISTER.

(See. 205(c), 63 Stat. 390; 40 U.S.C. 486(c).)
Dated: July 14, 1978.
ROBERT T. GRIFFIN,

SCHEDULE FOR VOLUAME CONSOLIDATION

ActingAdministratorof

GeneralServices.
Vehicle category

Standard sedans and station
wagons

Sedans, station wagons, and trucks of End of model year availability to
types covered by Federal Standard No.
Nov. 15.
122 or Federal Standard No. 307.

Standard light trucks
(4 x 2)
July 1 to Aug. 15.
Aug. 16 to Dec. 31.
Jan. 1 to Apr. 15.

[FR Dc. 78-20931 Filed 7-27-78; 8:45 am]

[6820-24]

No.-T-Recuirements not Included on the above volume consolidated solicitations or optional increase
provisions thereto will, upon request of the requisitioning agency be purchased on a monthly consolidated
basis where possible. Included in this category are requirements held over from 1 fiscal year to another because of manufacturer model year changeover.

(b) ' * (3) With respect to catego- Report, for reporting deficiencies and
ries (i) and (ii) of § 101-26.501-4(b)(1),
repetitive failures of motor vehicles.
no assurance can be given as to price Agencies are urged to report all defiand time of delivery of vehicles on req- ciencies to GSA irrespective of satisuisitions received by GSA after the -factory corrective action taken by the
15th of April. This is because of the in- manufacturer's authorized dealer. If
dustry practice of closing out the pro- the dealer refuses to take corrective
duction of the current year's model action on any vehicle within its warand retooling for new models. Agen- ranty period, the report shall so state
cies should bear this in mind when and include an explanation of the cirprograming their requirements. Agen- cumstances. Standard form 368 shall
cies submitting requisitions for sedans also be used to report all noncompliand station wagons that cannot be ance with specifications or other replaced on contract before the end of quirements of the purchase order.
the fiscal year in which submitted will
(c) GSA Form 6317, Instructions to
be notified by GSA.
Consignee Receiving New Motor Vehidles Purchased by General Services Administration. This form is furnished
*
*
*
*
to each consignee with copies of GSA
7. Section 101-26.501-6 is amended form 1781, Motor Vehicle Requisito revise paragraph (b) and add a new tion-Delivery Order-Invoice. Personnel responsible for receipt and operparagraph (c) as follows:
ation of Government motor vehicles
§ 101-26.501-6 Forms used in connection should be familiar with the instrucwith delivery of vehicles.
tions and information contained in
GSA form 6317.
8. Section 101-26.501-7 is revised as
*
*
S
*
*
follows:
(b) StandardForm 368, Quality Deficiency Report (Category 11. GSA is § 101-26.501-7 'Sale of vehicles.
GSA will not solicit trade-in bids
constantly striving to improve customer service and the quality of motor ve- when purchasing new motor vehicles
hicles for which it contracts. To for replacement purposes under the
Inform contractors of the deficiencies consolidated purchase prograni benoted during the life of the vehicles, cause experience has shown that supStandard form 368 shall be prepared pliers (manufacturers) are unwilling to
by the consignee and sent to GSA de- accept used vehicles in part payment
scribing details of vehicle deficiency for new ones. Accordingly, used vehiand action taken for correction. Proce- cles that are being replaced will be disdures for documenting and reporting posed of by sale as set forth in part
quality deficiencies are set forth in the -101-46.
GSA Handbook, Discrepancies or Deficiencies in GSA of DOD Shipments, - Subpart 101-26.49-111ustrations of
.
Forms
Material, or Billings (FPMR 101-26.8).
Standard form 368 replaced GSA form
Section 101-26.4902-1781 is revised
1718,
Unsatisfactory
Equipment
to illustrate the February 1978 edition

[FPMR Temp. Reg. E-52]

APPENDIX-TEMPORARY
REGULATIONS
Returning Items to GSA for Credit
AGENCY: Federal Supply Service,
General Services Administration.
ACTION: Temporary regulation.
SUMMIIvIARY: This regulation changes
the minimum line Item dollar values
required for certain stock Items to be
eligible for return to GSA for credit
and provides revised policy on the
granting of credit for material returned to GSA with packing or packaging deficiencies. These changes will
reduce the losses Incurred by GSA In
the repacking and repackaging of
these materials.
DATES: Effective date: July 28, 1978.
Expiration date: December 31, 1978.
Comments due: On or before August.
31, 1978.
ADDRESS: General Services Administration (FAF), Washington, D.C.
20406.
FOR FURTHER INFORMATION
CONTACT'
John Tait, Director, Regulations and
Management Control Division, 703557-1914.
(Sec. 205(c), 63 Stat. 390; 40 U.S.C. 486(c).)

In 41 CFR Chapter 101, the following temporary regulation is listed In
the appendix at the end of subchapter
E.
GENum SERvIcEs ADraINISTRATION
WASHINGTON, D.C.
FEDERAL PROPERTY rIANAGEIJEITr

REGULATIONS TEMPORARY REGULATION E-52

To: Heads of Federal agencies.
Subject: Returning Items to GSA for credit.
1. Purposa This temporary regulation
changes the minimunl line Item dollar
values required for certain stock items to be
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eligible for return to GSA for credit and
provides revised policy on the granting of
credit for material returned to GSA with
,packing or packaging deficiencies.
2. Effective date. This regulation is effective upon:publication in the FaEERA REaisTEEL

_

3. Expirationdate.This regulation expires
December 31, 1978. unless revised or superseded sooner.
4. Background: a. The costs incurred in returning items to GSA and placing them In
stock have increased significantly in the
past several years. 'When the line item
dollar value of items returned is relatively
low, these costs frequently exceed the value
of the items returned. This-results in a net
loss to the Government. To reduce these
losses, it is necessary to eliminate the return
of items when it is uneconomical for them
to be returned to stock. This can be accomplished by revising FPMR 101-27.502(a) to
increase the minimum line item dollar
values required for items to be eligible for
return to GSA for credit.
b. When material is returned to GSA for
credit with packing or packaging deficiencies which were not the fatlt of GSA, GSA
frequently must repack or repackage the
material before it can be reissued. The costs
associated with repacking or repackaging
material can be considerable. These costs
are presently absorbed by GSA although It
is appropriate that they be borne by the
agency returning the material. Accordingly,
a decision has been made to revise FPMR
101-27.503-2 to include a provision that will
allow a reduction in the credit granted for
material returned to GSA with significant
packing or packaging deficiencies. A sampling of the cost involved in correcting these
deficiencies indicates that a 60 percent
credit would be sufficient for GSA to recover the costs.
5. Criteriafor return of stock items to GSA
for credit When an agency determines that
it has no current or future requirements for
GSA stock items in that agency's possession,
the items may be eligible for return to GSA
for credit if the dollar value per line item
(based on the current' GSA selling price) is
at least:
a. $50 for band tools, FSG 51. and measuring tools, FSG 52;
b. $300 for:
(1) Household furniture, FSC 7105; office
furniture, PSC 7110; cabinets, lockers, bins.
and shelving, FSC 7125; and miscellaneous
furniture and fixtures, FSC 7195;
(2) Cleaning and polishing compounds and
preparations, FSC 7930; and
(3) Paints, dopes, varnishes, and related
products, FSC 8010; preservatives and sealing compounds, FSC 8030; and adhesives,
FSC 8040; and
c. $100 for items in all other Federal
supply groups and classes except for standard forms, FSC 7540; and boxes, cartons,
and crates. FSC 8115, which are not returnable and shall be considered excess and processed in accordance vith part 101-43.
6. Creditfor stock items returned wvith defieneie& a. After acceptance by GSA of
items with deficiencies which were not the
fault of GSA, credit will be granted for the
items at a percentage of the current GSA
selling price in accordance with the following.
(1) Sixty percent for items which involve
limited expenses or effort to restore to serviceable condition (specifically, a deficiency
in packing or packaging which restricts the

IsLue or requires repacking or repackaging)
(condition code E);
(2) Thirty percent when It Is economically
feasible to repair, overhaul, or recondition
the items for return to issuable condition
(condition code F); or
(3) Thirty percent when these Items require additional parts or components to
complete the end Item prior to issue (condition code G).
b. No credit will be given for material returned to GSA which does not meet the
above criteria or which was returned to
GSA without prior approval.
7. Agency comments. Comments concerning the effect or impact of this regulation
on agency operations or programs should be
submitted to the General Services Administration (PAP), Washington. D.C. 20408. no
later than August 31, 1978. for consideration
and possible incorporation into a permanent
regulation.
8. Effect on other directirs.. This regulation supersedes FFMR 101-27.502(a) and
101-27.503-2.

ROBERT T. Gnwrn,
ActitngAdministratorof
GeneralSerdces.
JuLy 14, 1978.
[R Doec. 78-20933 Flied 7-27-78; 8:45 am]

[6820-35]
Title 45-Public Welfare
CHAPTER XVI-LEGAL SERVICES
CORPORATION
PART 1606-PROCEDURES GOVERNING TERMINATION OF FINANCIAL
ASSISTANCE AND DENIAL OF REFUNDING

AGENCY: Legal Services Corporation.
ACTION: Final regulation.
SUMMARY: The Legal Services Corporation issues a final regulation establishing procedures to insure a fair
hearing before any application for refunding will be denied or financial assistance terminated. This regulation is
required by the Legal Services Corporation Act, as amended.
EFFECTIVE DATE: August 28, 1978.
ADDRESS: Legal Services Corporation, 733 15th Street NW., Suite 700,

Washington, D.C. 20005.
'FOR FURTHER INFORMATION
CONTACT-.
Stephen S. Walters, 202-376-5113

SUPPLEMENTARY INFORMATION:
Section 1011 of the Legal Services Corporation Act, 42 U.S.C. 2996j, requires

the Corporation to establish procedures to Insure that no application for
refunding will be denied and financial
assistance will not be terminated
unless the recipient has been afforded
an opportunity for a fair hearing. A
temporary regulation, published on

April 30, 1976 (41 FR 18081), is now in
effect. A proposed final regulation was
published for conment on January 26,
1977 (42 FR 4864). and a revised version was published for comment on
January 3, 1978 (43 FR 16), following
final amendment of the Legal Services
Corporation Act. Full consideration of
written comments,and extended discussion with interested persons, preceded the decision made by the Board
of Directors of the Corporation on
July 6. 1978 to adopt the following
regulation.
There Is little functional difference
between a decision to deny refunding
and a decision to terminate a recipient's grant or contract. Both are serious actions to be taken only as necessary to achieve the purpose of the Act.
In the vast majority of cases, the Corporation will seek to ensure that servIce will continue to the community affected without regard to whether financial assistance has been terminated
or refunding denied. The single difference between the two types of action
is the equitable consideration that,
having made a grant or contract to a
particular recipient, the Corporation
should not be permitted to terminaie
on the basis of a rule, regulation,
guideline, or instruction that did not
exist at the time financial assistance
was extended. That principle is reflected In section 1606.4 of the regulation.
Section 1606.3, enumerating the
grounds for denial of refunding, has
been revised to provide more specificity than existed in previous drafts. The
final version is designed to provide a
satisfactory balance between the need
for fairness to recipients and the need
to protect the Corporation's ability to
meet Its statutory responsiblities and
to respond to anticipated contingencies.
Section 1606.11, dealing with burden
of proof, has been revised. the final
version assigns to the corporation the
burden of proving any disputed fact
relied upon as a basis for denying refunding. In addition, the "substantial

basis" language in section 1606.11(b)
indicates that, even if the Corporation
proves Its case, refunding should not
be denied for an insubstantial or trivial reason. Consistent with that meaning of section 1606.11(b), section
1616.13 gives the presiding officer authority to recommend continuation of
funding If the grounds for denying itthough proven-are unreasonable, insubstantial, or trivial The same discretion Is conferred on the President of
the Corporation by section 1606.14.
Accordingly, 45 CFR Part 1606 is revised to read as follows:.
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PART 1606-PROCEDURES GOVERNING TERMINATION OF FINANCIAL
ASSISTANCE AND DENIAL OF REFUNDING
Sec.
1606.1 Purpose.
1606.2 Definitions.
1606.3 Grounds for Denial of Refunding.
1606.4 Grounds for Termination.
1606.5 Preliminary Determination.
1606.6 Informal Conference.
1606.7 Initiation of Proceedings.
1606.8 Presiding Officer.
1606.9 Pre-hearing Conference.
1606.10 Conduct of Hearing.
1606.11 Obligations of the Corporation.
1606.12 Briefs and Argument.
1606.13 Recommended Decisions.
1606.14 Final Decision.
1606.15 Time Extension and Waiver.
1606.16 Right to Counsel.
1606.17 Reimbursement.
1606.18 Interim Funding.
1606.19 Termination Funding.
1606.20 Notice.
AunOarIrY: See. 1006(b)(l) and (3),
1007(a)(1), 1007(a)(3), 1007(a)(9), 1007(d),
1008(e), 1011 (42 U.S.C. 2996e(b)(1) and (3),
2996f(a)(1),
2996f(a)(3),
2996f(a)(9),
2996f(d), 2996g(e), 2996j).
§ 1606.1 Purpose.
By affording a recipient the opportunity for a timely, full, and fair hearing that will promote informed deliberation by the Corporation when
there is reason to believe a grant or
contract should be terminated or refunding denied, this part seeks to
avoid unnecessary disruption in the
delivery of legal assistance to eligible
clients.
§ 1606.2 Definitions.
(a) "Termination" means a decision
that financial assistance to a recipient
will be permanently terminated in
whole or in part prior to expiration of
the recipient's current grant or contract.
(b) "Denial of refunding" means a
decision that, after expiration of its
current grant or contract, a recipient:
(1) Will not be provided with financial assistance; or
(2) Will have Its annual level of financial support reduced to an extent
that is not required either by a change
of law or by a reduction in the Corporation's appropriation that is apportioned among all recipients of the
same class in proportion to their current level of funding, and is either
more than 10 percent or more than
$20,000 below the recipient's annual
level of financial assistance under its
current grant or contract; or
(3) Will be provided with financial
assistance subject to a new condition
or restriction that is not generally applicable to all recipients of the same
class, and that would significantly
reduce the ability of a recipient to
maintain the quality and quantity of

its current legal assistance to eligible
clients.
(c) "Director of a recipient" means
the person who has overall day-to-day
responsibility for management of operations by the recipient.
(d)-"Presiding Officei" means the
person appointed by the President to
recommend a decision that a grant or
contract should be continued or terminated, or that refunding should be
granted or denied.
§ 1606.3 Grounds for denial or refunding.
Refunding may be denied when (a)
Denial is required by, or will implement, a provision of law, a Corporation rule, regulation, guideline, or instruction that is generally applicable
to all recipients of the same class, or a
funding policy, standard, or criterion
approved by the Board; or
(b) There has been substantial failure by a recipient to comply with a
provision of law, or a rule, regulation,
or guidelineissued by the Corporation,
or a tdrm or condition of a current or
prior grant from or contract with the
Corporation. In the absence of unusual circumstances, refundirng shall not
be denied for this cause unless the
Corporation has given the recipient
notice of such failure and an opportunity to take effective corrective action;
or
(c) There had been substantial failure by a recipient to use its resources
to provide economical and effective
legal assistance of high quality as
measured by generally accepted professional standards, the provisions of
the act, or a rule, regulation or guideline issued by the Corporation. In the
absence of unusual circumstances, refunding shall not be denied for this
cause unless the Corporation has
given the recipient notice of such failure and an opportunity to take effective corrective action.
§ 1606.4 Grounds for termination.
A grant or contract may be terminated on any of the grounds and
under the circumstances stated in
§ 1606.3, except that termination shall
not be based on a Corporation rule,
regulation, guideline, or instruction
that was not in effect when the current grant was made or when the current contract was entered into.
§ 1606.5 Preliminary determination.
(a) When there is reason to believe
that a grant or contract should be terminated or that refunding should be
denied, the Corporation shall serve a
written preliminary determination
upon the receipient, which shall state
the grounds for the proposed action,
and shall identify, with reasonable
specificity, any facts or documents
relied upon as justification for that
action.

(b) The preliminary determination
shall advise the recipient that It may,
within 10 days of receipt of the preliminary determination, make written
request for
(1) a hearing under this part, or
(2) an informal conference under
§ 1606.6 of this part, with a subsequent
right as there provided to request a
hearing.
(c) The preliminary determination
shall also advise the recipient of its
right to receive interim, and to request
termination, funding, under § 1606.18
or § 1606.19 of this part.
(d) If the recipient advises the Corporation that It will not request
review, or if it falls to request review
within
the
time prescribed
in
§ 1606.5(b) or § 1606.6, the preliminary
determination shall become final.
§ 1606.6 Informal conference.
On timely request by the recipient,
the Corporation employee who made
the preliminary determination shall
promptly conduct an informal conference with the recipient at a time and
place designated by the employee. The
parties thereto shall exchange views,
seek to narrow the issues, and explore
the possibilities of settlement or compromise. At the conclusion of the conference, which may be adjourned for
deliberation or consultation, the Corporation employee may, In writing,
modify, withdraw, or affirm the preliminary determination. The recipient
may, within 5 days thereafter, make
written request for a hearing under
§ 1606.9 through § 1606.15 of this part.
§ 1606.7 Initiation of proceedings.
Within 10 days after receipt of a request for a hearing made under
§ 1606.5(b) or § 1606.6, the Corporation
shall notify a recipient in writing of
(a) The name of the presiding officer, and of the attorney who will represent the Corporation;
(b) The date, time and place scheduled for a prehearing conference, if
any should be requested or ordered:
and
(c) The date, time and place scheduled for the hearing.

§ 1606.8 Presiding officer.
(a) The presiding officer shall be appointed by the President, and shall be
a person who is familiar with legal services and supportive of the purposes of
the Act, who is independent, and who
is not an employee of the Corporation.
(b) Within 5 days of receipt of the
notice required under § 1606,7, the recipient shall notify the Corporation If
it objects to the presiding officer on
the grounds that the person does not
satisfy
the
criteria
stated
in
§ 1606.8(a), or is personally biased. The
notice shall state the specific facts and
documents that the recipient contends
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support its objection, and, if a prehearing conference has not been
scheduled, shall request a pre-hearing
conference for the purpose of presenting the objection. At the pre-hearing
conference, the recipient and the Corporation may question the presiding
officer for a reasonable period of time
on matters relevant to the recipients
objection.
(c) The recipient shall, within 5 days
following the pre-hearing conference,
notify the Corporation of any further
facts that it contends support its objections. The President shall, within
10 days following the pre-hearing conference, either sustain the objection
and appointoa new hearing officer or
overrule the objection.
(d) No objection to the appointment
of a presiding officer may be made
unless presented in the manner specified by this section.
§ 1606.9 Pre-hearing conference.
(a) A pre-hearing conference may be
ordered by the presiding officer, and
shall be- ordered if requested by either
the recipient or the Corporation. The
matters to be considered at the conference shall include:
M1)Proposals to define and narrow
the issues;
(2) Efforts to stipulate the facts, in
whole or in part;.
(3) The probable number, identity,
and order of presentation of exhibits
and witnesses;
(4) On the agreement of the parties.
the possibility of presenting the case
on written submission or oral argument;
(5) The desirability of advance submission of some or all-of the direct testimony in writing;
(6) Any necessary variation in the
date, time and place of the hearing;,
(7) Discussion of settlement; and
(8) Such other matters as may be appropriate.
(b) In advance of the pre-hearing
conference, the presiding officer may
require a party to submit a written
statement discussing any matter described in subparagraph (a). After the
pre-hearing conference, the presiding
officer may establish the procedures,
consistent with this part, to be followedat the hearing.
(c) The presiding officer may, at the
pre-heiring conference or at any subsequent appropriate time prior to completion of the hearing, require the
Corporation or the recipient, on sufficient notice, to produce a relevant document in its possession, to make a
-report not unduly burdensome to prepare, or to produce a person in its
employ to testify, if any might offer a
relevant and substantial addition to
the accuracy or completeness of the
record. With the consent of the presid-

ing officer, a party may make a written submission before the hearing.
§ 1606.10 Conduct of hearing.
(a) The hearing shall be scheduled
to commence at the earliest appropriate date, ordinarily not later than 45
days after the notice required by
§ 1606.7, and, whenever practical, shall
be held at a place convenient to the recipient and the community It serves. A
hearing affecting more than one community or recipient shall be held In a
single centrally located place unless
the presiding officer determines that
an additional hearing place is required.
(b) The presiding officer shall preside, conduct a full and fair hearing.
avoid delay, maintain order, and
insure that a record sufficient for full
disclosure of the facts and Issues Is
made. The hearing shall be open to
the public unless, for good cause and
in the interests of Justice the presiding officer shall determine otherwise.
(c) The presiding officer may allow
any interested person or organization
to participate in the hearing If such
participation will not broaden the
issues unduly or cause delay, and will
aid in proper determination of the
issues.
(1) A person or organization wishing
to participate In a hearing shall request permission from the presiding
officer, stating the reason for the request, and the nature of the evidence
or argument to be offered; and shall
notify the Corporation and the recipient of Its request.
(2) The presiding officer shall notify
the Corporation. the recipient, and
the person or organization requesting
participation whether the request has
been granted, and In case of denial
shall include a brief statement of the
reasons therefor.
(3) The presiding officer may limit
the scope or form of participation authorized under this paragraph.
(d) The Corporation and the recipient each may present Its case by oral
or documentary evidence, conduct examination and cross-examination of
witnesses, examine any document submitted by another party, and submit
rebuttal evidence.
(e) If a party falls, without good
cause, to produce a person or document required under §1606.9(c), the
presiding officer may make an adverse
finding on the fact or issue with respect to which production was required.
(f) Tdchnical rules of evidence shall
not apply. The presiding officer shall
make any procedural or evidentlary
ruling that may help to Insure full disclosure of the facts, to maintain order,
or to avoid delay. Irrelevant, immaterial, repetitious or unduly prejudicial
matter may be excluded.

(g) Official notice may be taken of
published policies, rules, regulations,
guidelines, and instructions of the
Corporation, of any matter of which
Judicial notice may be taken in a Federal court, or of any other matter
whose existence, authenticity, or accuracy is not open to serious question.
(h) A stenographic or electronic
sound record, or a summary of the
hearing shall be made in a manner determined by the presiding officer, and
a copy shall be made available to a
party upon payment of Its cost.
§ 1606.11 Burden of proof.
At a hearing under § 1606.10:
(a) The Corporation shall have the
obligation of proving, by a preponderance of the evidence, the existence of
any disputed fact relied upon as justification for termination or denial of
refunding; and
(b) On all other issues, the Corporation shall have the obligation of establishing a substantial basis for terminating the grant or contract or denying refunding.
§ 1606.12 Briefs and argument.
(a) Within 10 days after the close of
the hearing, each party may, and,
upon request of the presiding officer,
shall, submit to the presiding officer,
with service upon all other parties,
proposed findings of fact and argument on matters of law or policy.
(b) The presiding officer may direct
or permit oral argument at the close
of the hearing or after submission of
briefs.
§ 1606.13 Recommended decision.
(a) As soon as practicable after the
hearing, and normally within 20 days
after Its conclusion, the presiding officer shall issue a written recommended
decision.
(1) Continuing the recipients current grant or contract, or granting refunding subject to any modification or
condition that may be deemed necesspry on the basis of information adduced at the hearing;, or
(2) Terminating financial asgistance
to the recipient as of a particular date,
or denying refunding.
(b) The recommended decision shall
contain findings of the significant and
relevant facts and shall state the reasons for the decision. Findings of fact
shall be based solely on the evidence
adduced at the hearing or on matters
of which official notice was taken.
§ 1606.14 Final decision.
(a) If neither the Corporation nor
the recipient requests review by the
President, a recommended decision
shall become final 10 days after receipt by a recipient.
(b) The recipient or the Corporation
may seek review by the President of a
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recommended decision. A request shall
be made in writing within 10 days
after receipt by the party of the recommended decision, and shall state in
detail the reasons for seeking review.
(c) As soon as practicable after receipt of a request for review of a recommended decision, and normally
within 30 days, the President shall
adopt, m odify, or reverse the recommended decision, or direct further con,sideration of the iatter. In the event
of modification or reversal, the President's decision shall conform to the requirements of section 1606.13(b).
(d) A decision by the President shall
become final upon receipt by a recipient.
§ 1606.15 Time and extension and waiver.
(a) Any period of time provided in
these rules may, upon good cause
shown and determined, be extended:
(1) By the person making the preliminary determination, prior to the
time the presiding officer is designated;
(2) By the presiding officer, prior to
the issuance of a recommended decision; or
(3) By the President at any time.
(b) Requests for extensions of time
shall be considered in light of the
overall objective that the procedures
prescribed by this part ordinarily shall
be concluded within 90 days of the
preliminary determination.
(c) Any other provision of these
rules may be waived or modified:
(1) By the presiding officer with the
assent of the recipient and of counsel
for the Corporation; or
(2) By the President upon good
cause shown and determined.
§ 1606.16 Right to counsel.
At a hearing under section 1606.10,
the Corporation and the recipient
each shall be entitled to be represented by counsel, or by another person.
The attorney designated may be an
employee, or may be outside counsel
retained for the purpose. Unless prior
written approval is received from the
Corporation, the fee paid to outside
counsel shall not exceed the hourly
equivalent of the rate of level V of the
executive schedule specified in section
5316 of title 5, United States Code.
§ 1606.17 Reimbursement.
If the recipient's grant or contract is
continued or refunding is granted
after a preliminary determination has
been issued under section 1606.5, a recipient shall receive reimbursement by
the Corporation, to the extent it has
prevailed, for reasonable and actual
expenses that were required in connection with proceedings under this part.

§ 1606.18 Interim funding.
Failure by the Corporation to meet a
time requirement of this part shall not
entitle a recipient to continuation of
its grant or contract or to refunding.
Pending a final determination under
this part, the Corporation shall provide the recipient with interim funding necessary to maintain its current
level of legal assistance activities
under the act.
§ 1606.19 Termination funding.
After a final determination to terminate a recipient's grant or contract or
to deny refunding, and without regard
to whether a hearing has occurred,
the Corporation may authorize temporary funding if necessary to enable a
recipient to close or transfer current
matters in a manner consistent with
the recipient's professional responsibility to its present clients.
§ f606.20 Notice.
A notice required to be sent to a recipient under this part shall be sent to
the director of the recipient, and may
be sent to the chairperson of its governing body.
ALICE DAN,
GeneralCounsel,
Legal Services Corporation.
[FR Doc. 78-21010 Filed 7-27-78; 8:45 am]
[6820-35]
PART 1607-GOVERNING BODIES
Amendments to the Regulations
AGENCY: Legal Services Corporation.
ACTION: Final regulation.
SUMMARY: These regulations require that at least one-third of the
members of a recipient's governing
board be eligible clients. These amendments implement the new statutory
requirement in the Legal Services Corporation Act Amendments of 1977. Although the statute provides only that
eligible clients on a program board
may be representatives of their communities, the regulation makes that
requirement mandatory. The new regulations attempt to insure that programs will be accountable to the communities they serve.
DATE: Effective date: August 28, 1978.
ADDRESS: Legal Services Corporation, 733 15th Street NW., Suite 700,
Washington, D.C. 20005.
FOR FURTHER INFORMATION
CONTACT:
Stephen S. Walters, 202-376-5113.
SUPPLEMENTARY INFORMATIOIN:
Section 11 of the Legal Services Corporation Act Amendments of 1977,
Pub. L. 95-222, amended section

1007(c) of the act to require that at
least one-third of a recipient's governing body consist of "persons who are,
when gelected, eligible clients who
may also be representatives of associations or organizations of eligible clients." The effective date of this provision was delayed until July 1, 1978, "to
afford local boards time, If needed to
comply * * *." Sen. Rep. No. 95-172,
95th Cong., 1st sess. (1977), at 8. These
amendments to part 16017 implement
the new statutory requirement. The
Amendment follows the approach of
the current regulation by requiring
that most members of a program
board be selected by appropriate associations or groups. That requirement
is at the heart of the Corporation's attempt to insure that programs will be
accountable to the communities that
they serve. Although the statute provides only that eligible clients on a
program board may be representatives
of their communities, the regulation
makes that requirement mandatory.
The regulation contains a new section 1607.7, concerning compliance
with the board composition requirements. Immediate compliance is required, but recipients may apply for
an extension of time in which to
comply with the new statutory language. This approach should help to
avoid disruption of programs that
have recently restructured their
boards to comply with the current regulation or for which Immediate compliance would otherwise be unduly
burdensome. Given the importance of
the issue, however, extensions should
not be granted lightly, and all recipients must be in compliance by July 1,
1979.
The regulation was published for
comment on May 22, 1978 (43 FR
21904). All comments received were
considered by the Regulations Committee of the Corporation at its meeting on July 5, 1978.
Following is the complete regulation, as amended. The comment that
appeared in the June 23, 1976 (41 FR
25901), final publication of part 1607
remains in effect.
Accordingly, 45 CFR Part 1607 is revised to read as follows:
See.
1607.1
1607.2
1607.3
1607.4
1607.5
1607.6
1607.7

Purpose.
Definition.
Composition.

Functions of a governing body.
Waiver.
Compensation.
Compliance.

AUTHO0RITY:2996f(c).

§ 1607.1

Sec.

1007(c);

42

U.S.C.

Purpose.
This part is designed to insure that
the governing body of a recipient will
be well qualified to guide a recipient in
its efforts to provide high-quality legal
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assistance to those who otherwise
would be unable to obtain adequate
legal counsel, and t6 insure that the
recipient is accountable to its clients.
§ 1607.2 Definition.
"Eligible client," as used in this part,
means a person eligible to receive legal
assistance under the act, without
regard to whether the person is receiving assistance at the time of selection
for membership on a governing body.

§ 1607.5 Waiver.
(a) Upon application, the President
shall waive the requirements of this
part to permit a recipient that was
funded under section 222(a)(3) of the
Economic Opportunity Act of 1964
and, on July 25, 1974, had a majority
of persons who were not attorneys on
its governing body, to continue such
nonattorney majority.
(b) The President may waive the requirements of this part upon application of a recipient that demonstrates
that It cannot comply with them because of:
(1) The nature of the population or
area served; or
(2) Special circumstances, including,
but not limited to, conflicting requirements of the recipients major funding
source.
(c) A recipient seeking a waiver shall
demonstrate that It has made diligent
efforts to comply with the requirements of this part.

§ 1607.3 Composition.
(a) A recipient shall be incorporated
in a State in which it provides legal assistance, and shall have a governing
body that reasonably reflects the interests and characteristics of the eligible clients in the area served.
(b) At least sixty (60) percent of a
governing body shall be attorneys admitted to practice in a State in which
a recipient is to provide legal assistance, who are supportive of the purposes of the act and have interest in,
and knowledge of, the delivery of qual- § 1607.6 Compensation.
ity legal services to the poor.
While serving on the governing body
(c) The attorney shall be selected of a recipient,
member shall receive
from, or designated by, appropriate compensation no
from the recipient, but
Bar Associations and other groups, in- a member may receive payment for
cluding, but not limited to, law normal travel and other out-of-pocket
schools, civil rights or antipoverty or- expenses required for fulfillment of
ganizations, and organizations of eligi- the obligations of membership.
ble clients.
(d) At least one-third of a governing § 1607.7 Compliance.
body shall be, when selected, eligible
(a) A recipient whose current govclients.
erning body does not satisfy the re(e) The members who are eligible cli- quirements of this part shall submit
a
ents shall be selected from, or desig- plan for achieving compliance to the
nated by, a variety of appropriate relevant Regional Director immediategroups including, but not limited to, ly.
client and neighborhood associations
(b) The President may, upon appliand organizations.
cation, extend the time In which a re(f) The remaining members of a gov- cipient must comply with the requireerning body, whatever the method of ments of section 1607.3 (d) and (e).
selection, shall be individuals interest- The application shall state: .
ed in -and supportive of legal services
(1)The current composition of the
to the poor.
recipient's governing body, and the
-(g) No category of governing board date upon which the composition was
membership shall be -dominated by achieved;
persons serving as the representatives
(2) The date upon which the term of
of a single association, group, or orga- each current member of the recipinization.
ent's governin body wilrexpire;
(h) Members of a governing body
(3) The recipient's plan for complymay be selected by appointment, elec- ing with the requirements of section
tion, or other means. The method of 1607.3 (d) and (e) with all possible
selection and composition shall be sub- speed; and,
ject to approval by the Corporation.
(4) The reasons why complying Immediately would be unduly burden§ 1607.4 Functions of a governing body.
some to the recipient.
(a) A governing body shall have at
(c) An application for an extension
least four meetings a year. Timely and of time under subsection (b) must be
effective prior public notice of all received by the Corporation no later
meetings shall be given, and all meet- than 30 days after the effective date
ings shall be public except for those of the regulation. A copy of the appliconcerned with matters properly dis- cation shall also be sent to the Nationcussed in executive session.
al Clients Council, which shall trans(b) A governing body shall establish mit its comments on the application, If
and enforce broad policies governing any, to the Corporation. An extension
the operation of a recipient, but shall may be granted for no more than 6
not interfere with any attorney's pro- months, and no more than two extenfessional responsibilities to clients.
sions may be granted to any recipient.
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In no event may the time for compliance be extended beyond July 1, 1979.

AzicE DANm.E,
Generaz Counse4
LegalServices Corporation[F Doc. 78-21017 Filed 7-27-78; 8:45 am]

[6820-35]
PART 1608-PROHIBITED POLITICAL
ACTIVITIES
Amendments to the Regulations
AGENCY: Legal Services Corporation.
ACTION: Final regulation.
SUMUARY: Section 7(a) of the Legal
Services Corporation Act Amendments
of 1977, Pub. L. 95-222, applies the
current provisions of the Hatch Act,
relating to the political activities of
State and local employees, to staff attorneys, as well as Corporation employees. Other, more restrictive, provisions of the LSC Act, affecting the political activities of staff attorneys on
their own time, were repealed. The revisions of part 1608 reflect these
changes.
FFECTIVE DATE: August 28,1978.
ADDRESS: Legal Services Corporation, 733 15th Street N1W., Suite 700,
Washington. D.C. 20005.
FOR FURTHR INFORMATION
CONTACT:.
Stephen S. Walters, 202-376-5113.
SUPPLEMENTARY INFORMATION:
The amendment to this regulation was
published for comment on March 17,

1978 (43 FR 11241). Following is the

complete regulation, as amended. The
Comment on this regulation that appeared In the June 23, 1976 (41 FR
25900) final publication of part 1608
remains in effect.
Accordingly, 45 CFR part 1608 is revised to read as follows:
PART 1608-PROHIBITED POLITICAL
ACTIVITIES
Sec.
1608.1 Purpose.
1608.2 Delinltion.

1608.3 Prohibitions applicable to the Corporation and to recipients.
1608.4 Prohibitions applicable to all employees.
1608.5 Prohibitions applicable to Corporation employees and staff attorneys.
1608.6 Prohibitions applicable to attorneys
and toutaff attorneys.
1608.7 Attorney-client relationship.
1608.8 Enforcement.
AuTmoar.--Secs
1001(5). 1005(b)(2),
1006(b)(3). 1006(b)(5)(B). 1006(d)(3). 1006

(d)(4), 1006(eJ(1). 1006(e)(2), 1007(a)(6),
1007(b)(2) 42 U.S.C. 2996(5), 2996d(b(2),
2996e(b)(3).
299(dX(4),

2996e(b)(5)(B),
2996e(e)(1),

2996f(aX6). 2996(b)(2).
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§ 1608.1 Purpose.
This part is designed to insure that
the Corporation's resources will be
used to provide high quality legal assistance and not to support or promote
political activities or interests. The
part should be construed and applied
so as to further this purpose without
infringing upon the constitutional
rights of employees or the professional responsibilities of attorneys to their
clients.
§ 1608.2 Definition.
"Legal assistance activities," as used
in this part, means any activity.
(a) Carried out during an employee's
working hours;
(b) Using resources provided by the
Corporation or by a recipient; or
(c) That, in fact, provides legal
advice, or representation to an eligible
client.
§ 1608.3 Prohibitions applicable to the
Corporation and to recipients.
(a) Neither the. Corporation nor any
recipient shall use any political test or
qualification in making any decision,
taking any action, or performing any
function under the act.
(b) Neither the Corporation nor any
recipient shall contribute or make
available Corporation funds, or any
personnel or equipment
(1) To any political party or association;
(2) To the campaign of any candidate for public or party office; or
(3) For use in advocating or opposing
any ballot measure, initiative, or referendum.
§ 1608.4 Prohibitions applicable to all employees.
(a) No employee shall intentionally
identify the Corporation or a recipient
with any partisian or nonpartisan political activity, or with the campaign
of any candidate for public or party
office.
(b) No employee shall use any Corporation funds for activities prohibited to attorneys under section 1608.6;
nor shall an employee intentionally
identify or encourage others to identify the Corporation or a recipient with
such activities.
§ 1608.5 Prohibitions applicable to Corporation employees and to staff attorneys.
While employed under the act, no
Corporation employee and no staff attorney shall, at any time,
(a) Use official authority or influence for the purpose of interfering
with or affecting the result of an election or nomination for office, whether
partisan of nonpartisan;
(b) Directly or indirectly coerce, attempt to coerce, command or advise an
employee of the Corporation or of any

recipient to pay, lend, or contribute
anything of value to a political party,
or cbmmittee, organization, agency or
person for political purposes; or
(c) Be a candidatefor partisan elective public office.
§ 1608.6 Prohibitions applicable to attorneys and to staff attorneys.
While engaged in legal assistance activities supported under the act, no attorney shall engage in
(1) Any political activity,
(2) Any activity to provide voters
with transportation to the polls, or to
provide similar assistance in connection with an election, or
(3) Any voter registration activity.
§ 1608.7 Attorney-client relationship.
Nothing in this Part is intended to
prohibit an attorney or staff attorney
from providing any form of legal assistance to an eligible client, or to interfere with the fulfillment of any attorney's professional responsibilities
to a client.
§ 1608.8 Enforcement.
This part shall be enforced according to the procedures set forth in
§ 1612.5.
ALmcE DANIEL,

General Counse,
LegalServices Corporation.
[FR Doc. 78-21011 Filed 7-27-78; 8:45 am]

[6820-35]
PART 1612-RESTRICTIONS ON
CERTAIN ACTIVITIES
Amendments to the Regulations
AGENCY: Legal Services Corporation.
ACTION: Final regulation.
SUMMARY: The current regulations
restrict the availability of Corporation
funds which are used to influence legislation. This rule clarifies and revises
these restrictions. One of the effects
of the new regulations is to restrict
the use of Corporation funds for activities designed to influence the outcome of State proposals by initiative
petition. The rule is being adopted to
reflect new language in the Legal Services Corporation Act Amendments of
1977. In addition, the regulations are
revised to reflect the Corporation's
new procedures governing suspension
and termination proceedings. Thus, it
is no longer necessary to rely on OEO
regulations for enforcement of certain
of the Corporation's regulations.
DATES: Effective date: August 28,
1978.
ADDRESS: Legal Services Corporation, 733 15th Street NW., Suite 700,
Washington, D.C. 20005

FOR FURTHER INFORMATION
CONTACT:
Stephen S. Walters, 202-376-5113.
SUPPLEMENTARY INFORMATION':
Section 9(c) of the Legal Services Corporation Act Amendments of 1977,
Pub. L. 95-222, expanded the restric
tion in section 1007(a)(5) of the Act regarding legislative representation to
include activities designed to influence
the outcome of State proposals by initiative petition, expanded the exceptions to the prohibition to include lobbying regarding measures directly affecting the activities of the recipient
or the Corporation, and clarified the
restriction on soliciting clients for purposes of legislative representation to
include only activities that violate the
Code of Professional Responsibility.
Section 1612.4(a) of the regulations
has been revised to include the new
language. In addition, section 1612.5(a)
has been revised to reflect the fact
that the Corporation has prescribed
procedures governing suspension and
termination proceedings. Thus, it is no
longer necessary to rely on OEO regulations for enforcement of part 1612.
It beat's emphasis that the new exception for matters "directly affect.
ing" a recipient does not permit lobby
on poor people's issues generally. To
the contrary, an amendment in the
House bill that would have permitted
such lobbying was dropped in conference. The exception extends only to
appropriations or other measures directed to the Corporation, or the recipient or its employees, as opposed to
eligible clients. See Conf. Rep. 95-825,
95th Cong., 1st Sess. (1977), at 13.
The amendment to this regulation
was published for comment on March
17, 1978 (43 FR11241). Foiloving is the
complete regulation, as amended. The
comment that appeared in the May 5,
1976 final publication of part 1612 remains n effect (41 FR 18514).
Accordingly, 45 CFR Part 1612 is revised to read as follows:
Sec.
1612.1 Definition.
1612.2 Public demonstrations and other ac.
tivities.
1612.3 Attorney-client relationship.
1612.4 Legislative and administrative rep.
resentation.
1612.5 Enforcement.
AUTHORITY: Secs. 1006(b)(5), 1007(a)(5),
1011, 1008(e), Public Law 93-355, 88 Stat.
378 (42 U.S.C. 2996e(b)(6), 2906f(a)(5),
2996j, 2996g(e)).
§ 1612.1 Definition.
"Legal assistance activities," as used
in this part, means any activity
(a) Carried out during an employee's
working hours;
(b) Using resources provided by the
Corporation or by a recipient; or
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(c) That, in fact, provides legal
advice, or representation to an eligible
client.
§ 1612.2 Public demonstrations and other
activities.
(a) While carrying out legal assistance activities under the Act no employee shall
(1) Knowingly participate in any
public demonstration, picketing, boycott, or strike, except as permitted by
law in connection with the employee's
own employment situation; or
(2) Intentionally exhort, direct, or
coerce others to engage in such activities, or otherwise usurp or invade the
rightful authority of a client to determine what course of action to follow.
(b) While employed under the Act,
no employee shall, at any time,
(1) Knowingly participate in any
(i) Rioting or civil disturbance;
(ii) Activity in violation of an outstanding injunction of any court of
competent jurisdiction; or
(iii)-Any other illegal activity that is
inconsistent with an: employee's responsibilities under the Act, Corporation regulations, or the Code of Professional Responsibility, or
(2) Intentionally exhort, direct, or
coerce others to engage in such activities, or otherwise usurp or invade the
rightful authority of a client to determine what course of action to follow.
§ 1612.3 Attorney-client relationship.
Nothing in this part shall prohibit
an attorney from
(a) Informing and advising a client
about legal alternatives to litigation or
the lawful conduct thereof; ,
(b) Attending a public demonstration, picketing, boycott, or- strike for
the purpose of providing legal assistance to a client; or
(c) Fulfilling the professional responsibilities of "an attorney to a
client.
§ 1612.4 Legislative

and

administrative

representation.

(a) No funds made available to a recipient by the Corporation shall be
used, directly or indirectly, to support
activities intended to influence the issuance, amendment, or revocation of
any executive or administrative order
or regulation of a Federal, State or
local agency, or to influence the passage or defeat of any legislation by the
Congress of the United States or by
any State-or local legislative body or
State proposals by initiative petition.
(1) An employee may engage in such
activities in response to a request from
a govenmental agency or a legislative
body, committee, or member made to
the employee or to a recipient; and
(2) An employee may engage in such
activities on behalf of an eligible client
of a recipient;, if the client may be af-

fected by a particular legislative or administrative measure but no employee
shall solicit a client in violation of professional responsibilities for the purpose of making such representation
possible; and.
(3) An employee may engage in such
activiti&s if a governmental agency,
legislative
body,
committee,
or
member thereof is considering a measure directly affecting the activities
under the Act of the recipient or the
Corporation.
(b) Nothing in this section is intended to prohibit an employee from
(1) Communicating with a governmental agency for the purpose of obtaining information, clarification, or
interpretation of the agency's ruleti
regulations, practices, or policies; or (2) Informing a client about a new or
proposed statute, executive order, or
administrative regulation; or
(3) Communicating with the Corporation for any purpose.
§ 1612.5 Enforcement.
(a) The Corporation shall have authority in accordance with the procedures set forth in part 1606 and part
1623 of these regulations:
(1) To suspend or terminate the employment of an employee of the Corporation who violates the provisions of
this part; and
(2) To suspend or terminate financial assistance to a recipient who falls
to Insure that its employees refrain
from activities prescribed by the Act
or by this part.
(b) A recipient shall
(1) Advise employees about their responsibilitles under this part; and
(2) Establish procedures, consistent
with the notice and hearing requirements of section 1011 of the Act, for
determining whether an employee has
violated a provision of this part; and
shall establish a policy for determining the appropriate sanction to be Imposed for a violation, including
(I) Administrative reprimand if a violation is found to be minor and unintentional, or otherwise affected by
mitigating circumstances;
(i) Suspension and termination of
employment; and
(Ill) Other sanctions appropriate for
the enforcement of this regulation;
and
(3) Consult the General Counsel of
the Corporation before suspending or
terminating the employment of any
person for violation of this part.

AL cE DtarE,
GeneralCounsel,
Legal Services Corporation.
CFR DoC. 78-21018 Filed 7-27-78; 8:45 am]

[6820-35]
ON
PART
1613-RESTRICTIONS
LEGAL ASSISTANCE WITH RESPECT
TO CRIMINAL PROCEEDINGS
Amendments to the Regulations
AGENCY: Legal Services Corporation.
ACTION: Final regulation.
SUAMEARY: Current Legal Services
Corporation regulations provide for
circumstances under which legal assistance may be provided in criminal
proceedings involving juvenile cases.
The Legal Services Corporation Act
Amendments of 1977 repealed the provision on which the current regulations are based. Therefore, the regulations are being revised to reflect the
change in the law. Now that juvenile
cases are no longer subject to special
treatment, the general provisions relating to authorized criminal representation will apply.
EFFECTIVE DATE: August 28, 1978.
ADDRESS: Legal Services Corporation, 733 15th Street NW., Suite 700,
Washington, D.C. 20005.
FOR FURTHER INFORMATION

CONTACT:.
Stephen S. Walters, 202-376-5113.
SUPPLEMENTARY INFORMATION:
Section 10 of the Legal Services Corporation Act Amendments of 1977,
Pub. L. 95-222, repealed the restriction
on Juvenile representation formerly
contained in section 1007Cb)(4) of the
act. Currently, § 1613.4(b) refers to juvenile cases as instances when representation may be provided in criminal
proceedings. Now that such cases are
no longer subject to special treatment,
however, the general provisions relating to authorized criminal representation should apply. Section 1613.4 has
been modified accordingly.
The amendment to part 1613 was
published for comment on March 17,
1978 (43 FR 11241). Following is the
complete regulation, as amended. The
comment on this regulation that appeared in the September 10, 1976. (41
FR 38506) final publication of part
1613 remains in effect.
Accordingly, 45 CFR part 1613 is revised to read as follows:
PART
1613-RESTRICTIONS
ON
LEGAL ASSISTANCE WITH RESPECT
TO CRIMINAL PROCEEDINGS
See.
1613.1 Purpose.
. 1613.2 Definition.
1613.3 Prohibition.
1613.4 Authorized, representation.
AurHonry.--Sec. 1007(b](1); 42 US.C.
2996f0b(1).

FEDERAL REGISTER, VOL 43, NO. 146-FRIDAY, JULY 28, 1978

32776

RULES AND REGULATIONS

for Commission licensed independent
ocean freight forwarders engaged in
the business of forwarding in the
United States export trade from
$10,000 to $30,000. The rule further
provides for return of the application
for failure to submit such required
bond within a specified period. The
rule also deletes -certain provisions
rendered obsolete or unnecessary by
§ 1613.2 Definition.
"Criminal proceeding" means the the passage of time. The changes are
adversary judicial process prosecuted designed to add a greater degree of
by a public officer and initiated by a protection to the shipping public in
formal complaint, information, or in- the event of a forwarder default.
dictment charging a person with an of- DATES: To become effective Septemfense denominated "criminal" by ap- ber 1, 1978.
plicable law and punishable by death,
Imprisonment, or a jail sentence. A FOR FURTHER INFORMATION
misdemeanor or lesser offense tried in CONTACT:
an Indian tribal court is not a "crimiFrancis C. Hurney, Secretary, Federnal proceeding".
al Maritime Commission, Room
11101, 1100 L Street NW., Washing§ 1613.3 Prohibition.
ton, D.C. 20573, 202-523-5725.
Corporation funds shall not be used
INFORMATION:
SUPPLEMENTAL
to provide legal assistance with respect
to a criminal proceeding, unless au- This proceeding was instituted by
Notice of Proposed Rulemaking pubthorized by this part.
lished in the FRoEwm REGISTER on October 21, 1977 (42 FR 56139-56140) to:
§ 1613.4 Authorized representation.
Legal assistance may be provided (1) Amend § 510.5(g)(3) of the Commiswith respect to a criminal proceeding. sion's General Order 4 (46 CFR
510.5(g)(3)), by raising the amount of
(a) Pursuant to a court appointment
made under a statute or a court rule the surety bond required for Commisor practice of equal applicability to all sion licensed independent ocean
attorneys in the jurisdiction, if author- freight forwarders engaged in carrying
ized by the recipient after a determi- on the business of forwarding in the
nation that it is consistent with the re- export commerce of the United States
cipient's primary responsibility to pro- from $10,000 to $50,000; (2) provide for
vide legal assistance to eligible clients the return of an application for a
freight forwarders license to the appliin civil matters; or
(b) When professional responsibility cant for failure to submit surety bond
requires representation in a criminal in the required amount; and (3) make
proceeding arising out of a transaction other modifications to § 510.5.
In its notice the commission exwith respect to which the client is
being, or has been, represented by a plained that while the bonding requirement was intended to offer some
recipient.
-ALICEDANIEL,
degree of protection to the shipping
public in the event a forwarder should
General Counse4,
cause financial loss to the shipper, exLegal Services Corporation.
perience has demonstrated that in
[FR Doc. 78-20784 Filed 7-27-78; 8:45 am]
many instances of forwarder default,
the present amount of the bond does
not reasonably afford the degree of
16730-01]
protection originally intended. In this
regard, it was noted that inflationary
Title 46-Shipping
spiral since 1963, the date of the origiCHAPTER IV-FEDERAL MARITIME
nal $10,000 bond, requires that more
financial protection be afforded shipCOMMISSION
per clients of freight forwarders. This,
the Commission pointed out, is demon[General Order 4; Docket No. 77-53]
strated by the fact that freight rates,
the moneys received by forwarders
PART 510-LICENSING OF INDEPENDfrom shippers to be paid to carriers,
ENT OCEAN FREIGHT FORWARD- have doubled and tripled since the
ERS
original bond was established. The
Commission also noted that to obtain
Surety Bond
such a bond would require the appliAGENCY: Federal Maritime Commis- cant forwarder to demonstrate a substantial degree of financial responsibilsion.
ity and that the surety companies
ACTION: Final rule.
would require a higher degree of fiSUMMARY: This rule increases the nancial responsibility from the foramount of the surety bond required warder.
§ 1613.1 Purpose.
This part is designed to insure that
Corporation funds will not be used to
provide legal assistance with respect to
criminal proceedings unless such assistance is required as part of an attorney's responsibilities as a member of
the bar.

In addition to Increasing the amount
of the required surety bond, the Commission also proposed to amend the
existing provisions of § 510.5 by: (1)
Providing for the return of the application to the applicant for failure to
submit required bond; (2) establishing
a time period within which existing licensees would be required to file the
increased bond; (3) eliminating those
provisions pertaining to "grandfather"
rights of forwarders and temporary
bonding which have been rendered unnecessary by the passage of time; and
(4) redesignating certain provisions
and making other editorial revisions
necessitated by the above changes.
The stated reason for additional
amendment (1) above was to terminate
the existing procedure of issuing a
notice of intent to deny an application
and affording the applicant an opportunity for hearing where such applicant has failed to file the required
bond. The Commission reasoned that
because the filing of a bond by an applicant prior to licensing is mandatory
under General Order 4 and section 44
of the Shipping Act, 1916, to require a
hearing under circumstances where no
bond has been furnished is unnecessary and time consuming.
Comments to the proposed rule were
received from 134 parties, 122 forwarders, four forwarder associations, two
congressmen, two shippers, one insurance association, one Government
agency, one surety company, and one
group of ocean freight agents. The
Commission's Bureau of Hearing
Counsel replied to the comments and
answers to Hearing Counsel's replies
were also submitted.
All of the comments address the proposal to raise the amount of the bond
from $10,000 to $50,000. Most of these
oppose the proposed Increase in the
amount of bond. Those opposed, including Hearing Counsel, agree, however, that some change In the present
bonding requirement Is necessary and
a variety of alternatives is suggested.
Several reasons are ndvanced by
those commentators supporting the
proposed increase; the increased bond
would better protect the shipping
public, help "professionalize"- an Industry in which, at present, an individ,
ual may enter with relatively little
capital, reduce malpractices and deter
undercapitalized individuals from entering the field.
Those opposing changes in the pres.
ent bonding requirements take the position that the increase would Impose
a severe burden on small forwarders;
that small forwarders would be forced
from the business, leaving the field entirely in the hands of large forwarders.
Several of these parties, including an
insurance association and the Small
Business Administration, submit that
forwarders will be unable to: (1)
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Afford the premium on such a. bond;
and/or (2) establish to the bonding
companies that a small forwarder has
sufficient financial strength to be eligible to receive a bond of the proposed
size.' While most of those opposingthe Commission proposal believe that
the present bond is sufficient, some
argue that no bond should be required.
A large number of comments was received favoring some change in the
present bond, but opposing the proposed increase to $50,000. This group,
which includes hearing- counsel, states
that small forwarders will be unable to
secure a $50,000 bond due to tha size
of their forwarding operations and inability to pledge the required collateral,, thus driving small forwarders from
the trade,, leaving ocean, freight forwarding entirely in the hands of alimited number of large forwarders..
Many of these partfes. urge that the
size of the bond be based upon. the
volume of the forwarder's business.
Other comments suggest that recently
licensed forwarders, or those licensed
in. the future, should be required to
maintain a large bond while forwarders with several years of experience
should be permitted to operate under
the current bond requirements.
Certain of the, commentators in
favor of some change recommend' that
the amount of the bond be, raised to
$20,000; hearing counsel suggest
$25,000. Some suggest that the public
would be better served by rigofous
Commission enforcement of' existing
regulations governing the conduct of
forwarders in addition, to imposing
stricter requirements on forwarders
seeking- a Commission license. Several
parties befieve, that the amount of
credit extended by carriers to,forwarders should be limited and that the
bond requirement be replaced by a.
y-arly license fee.
Hearing counsel suggest the initiation of arfurther rulemaking proceed. ing to strengthen the, Commission'sregulation of the forwarding industry,
by establishing experience requirements for new forwarders and requiring financial data, reporting by exist'ing forwarders in order to identify
those with. potential problems.
Finally, one commentator suggests
that the Commission give consideration to allowing, the submission of security other than a bond. In this
regard, it. is noted that while section

44(c) of the Shipping Act, 1916, provides for a bond,, "or other security."
§510.5(g)(3), of Commission general
order 4, allows only for the filing of a
surety bond.
In this proceeding the Commission
must weigh the consequences of the
following alternatives. An increase In
the amount of the forwarderbond to
$50,000 could impose hardship on
small forwarders and be detrimental
to the interests of the-shipping public
and possibly reduce the number of forwarders with a corresponding lessening of competition. Conversely, requiring a $50,000 bond could enhance the
level of protection to the shipping
public by holding forwarders to a
higher degree of financial responsibillty.
After carefully considering and evaluating all arguments advanced in support of these conflicting propositions,
we have decided to increase the
amount of the forwarder bond to
$30,000.2 This not only should act to
temper the fears of those who believe
the existing $10,000 bond Is inadequate to protect the shipping publIe,
but -also appears to be within the
range which many of those opposing
an increase to $50.000 would find reasonable.
No comments were made on the remaining proposed amendments to
§510.5 and subject to one minor
change in redesignated paragraph
(h)(2), will be adopted as proposed
Hearing counsel have suggested various changes in the Commission's
freight forwarder regulations which
are outside the scope of this rulemaking and, accordingly, are not addressed
here. However, these comments will, be
considered for possible inclusion In
any future rulemaking.

'1This is contravened imnan answer submitted by-another commentator engaged in the.
bonding of forwarders which submits that
the $50,000 bond would not have an adverse
impact on the forwarding company. This
commentator claim that $50,000 is not
beyond the ability- of forwarders, even small
forwarders, to secure. _

2
Comnmssioner Karl E. Bakke dissents on
this point. He does not find the proposed
$50,000-figure to be unreasonable and would
hold to that amount.
3The phrase, "for failure to. prosecute Its
application In accordance with this section"
has been deleted from final paragraph
(h)(2) as unnecessary.

§ 510.5" [Amended]
Therefore, pursuant to sections 43
and 44 of the Shipping Act, 1916 (46
U.S.C. 841a, 841b); and section 4 of the
Administrative Procedure Act, (5
U.S.C. 553), §510.5, Title 46 CFR, is
hereby amended as follows:
1. Paragraphs (g)(1) and (g)(2) are
deleted.
2. Paragraph (g)(3) Is redesignated
paragraph (g)(1) and revised as follows:.
(g) a *

(1) No license shall be issued ta a
person to whom this paragraph is applicable unless such person has filed
with the Commission asurety bond in
the amount or $30,000 on. form FMTC59 as set forth below.
3. New- paragraph. (g)(2) is added as
follows.
a

a

a

a

(2) Every licensee shall file with the
Commisson on or before December 1,
1978. a surety bond in the amount of
$30,000 on form FMC-59 as set forth
below;,otherwise such license Issued to
the licensee shall be revoked in accordance with §510.9.
4. Paragraph (h)C1) is deleted.
5. Paragraph (h)(2) is redesignated
as paragraph (h)(1) and revised as follows:.
(h) a a a

(1) The Commission shall notify applicants for license of their qualification: for the issuance of a license.
Within 30 days of such. notice the applicant shall file with the Commission
a surety bond in the form and amount
prescribed in paragraph (g) of this section. The Commission may, upon a
showing of good cause, extend the
time within which to file said surety
bond.
6. Paragraph (h)(3) is redesignated
as paragraph (h)(2) and revised as follows:
a

a

a

a

(hi) * * *
(2) If the applicant shall not have
submitted the surety bond required
under paragraph (g)(1) of this section,
within the period specified in paragraph (h)(1), or otherwise authorized,
the Commission shall return the application to the applicant.
By order of the Federal Maritime
Commission.
Fn)Acms C. HuRNm.
Secretary[FR Doe. 78-20367 Filed T-27-78; 8:45 am]
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[6712-01]
Title 47-Telecommunication
CHAPTER I-FEDERAL
COMMUNICATIONS COMMISSION
PART 1-PRACTICE AND PROCEDURE
PART 81-STATIONS ON LAND IN
THE MARITIME SERVICES AND
ALASKA-PUBLIC FIXED STATIONS
PART 83-STATIONS ON SHIPBOARD
IN THE MARITIME SERVICES
PART 87-AVIATION SERVICES
PART 89-PUBLIC SAFETY RADIO
SERVICES
PART 91-INDUSTRIAL RADIO
SERVICES
PART 93-LAND TRANSPORTATION
RADIO SERVICES
PART 94-PRIVATE OPERATIONAL
FIXED MICROWAVE SERVICE
PART 95-PERSONAL RADIO
SERVICE
Permitting Corporate Officers or Duly
Authorized Employees of Corporations To Sign Applications, Amendments Thereto, and Related Statements of Fact Required by the
Commission; Correction
AGENCY: Federal Communications
Commission.
ACTION: Erratum.
SUMMARY: The FCC is changing the
effective date of a rule amendment it
recently adopted concerning the signing of applications for station licenses
In the Safety and Special Radio Services.
EFFECTIVE DATE: August 2,1978.
ADDRESS: FCC, Washington, D.C.
20554.
FOR FURTHER INFORMATION
CONTACT:
Joseph Johnson, 202-632-7280.
SUPPLEMENTARY INFORMATION:
In the matter of amendment of
parts 1, 81,N83, 87, 89, 91, 93, 94, and 95
of the Commission's rules to permit
corporate officers or duly authorized
employees of corporations to sign applications, amendments; thereto, and
related statements of fact required by
the Commission. Erratum (43 FR
27990).
Released: July 24, 1978.
(1) On June 7, 1978, the Commission
adopted an order, FCC 78-392, amend-

ng parts 1, 81, 83, 87, 89, 91, 93, 94,
and 95 of its rules to permit an authorized employee of a corporation to sign
certain station license applications in
the Safety and Special Radio Services.
(2) By this action, the Commission is
correcting the effective ,date of its
order from July 31, 1978 to August 2,
1978.
FEDERAL COaMUNICATIONS
COMMIISSION,
WIIM J. TRIcARico,
Secretary.
[FR Doe. 78-20856 Filed 7-27-78; 8:45 am]
[6712-01]
[FCC 78-502]
PART 73-RADIO BROADCAST
SERVICES
Reregulation of Television and Radio
Broadcasting
AGENCY:. Federal Communications
Commission.
ACTION: Order.
SUMMARY: As a result of its continuing study of reregulation of broadcasting, the Commission initiated the restructuring of part 73 of its rules into
a more concise and orderly form by beginning the transfer to subpart H of
all rules the subject matter of which is
common to AM, FM, and TV broadcasting but are repeated in each of the
present subparts for those services.
Revisions are made in the rules where
needed. Rules which are unique to a
particular service will remain in their
respective subparts.
EFFECTIVE DATE: August 1, 1978.
ADDRESS: Federal Communications
Commission, Washington, D.C. 20554.
FOR FURTHER INFORMATION
CONTACT:
Phil Cross, Steve Crane, or John
Reiser, Broadcast Bureau, 202-6329660.
SUPPLEMENTARY INFORMATION:
Adopted: July 12, 1978.
Released: July 21, 1978.
Order. In the matter of reregulation
of radio and television broadcasting.
By the Commission:
1. As a result of its continuing study
concerning the reregulation of radio
and TV, the Commission has under
consideration the matter of amending
certain provisions of its broadcasting
rules as described herein.
2. In the public notice in which the
broadcast reregulation study and the
formation of the reregulation staff
were announced, the Commission
stated that one of the staff's goals
would be a simpler, more readily understandable set of rules, organized in

a manner to more clearly Identify
those regulations which apply to the
various types and classes of broadcast
stations.
3. As the reregulation work has progressed, reviewing rules, determining
their validity with relation to the present state of the artand deciding
whether they should be retained,
modified
or deleted,
continuing
thought has been given to the optimum form the broadcast rule book
should take.
4. In developing a reorganized and
reformatted rule book, we have concluded that a basic purpose thereof is
to facilitate a better understanding of
our rules by broadcasters and practitioners through simple and quick
access to them. The first step to easy
access was the development and the
adoption of the alphabetical index
(FCC 76-1042, adopted November 9,
1976). It is an alphabetical index of
rule titles in part 73, volume III, and
provides ready reference to most, but
not absolutely all, of the subject
matter in the rules, inasmuch as a rule
title, while It is indicative, may not be
all-inclusive of the subject matter
therein. A complete alphabetical index
of all subject matter in our rules is to
be an integral and continuing part of
this overall reorganization and rewriting (where needed) which begins with
this order.
5. The FCC rules and regulations are
grouped into 11 volumes and sold by
the Superintendent of Documents,
Washington, D.C. volume III, parts 73
and 74, "Radio Broadcast Services,"
contain the bulk of the broadcast
rules. Other rules exclusively applicable to broadcasting are contained in
volume I, part 1, subpart D, "Broadcast Applications and Proceedings."
Also, rules applicable to broadcasting,
and to other communications services
as well, are found in volume I, part 1,
subpart G, "Schedule of Fees Filed
with the Commission" (suspended January 1, 1977, pending further Commis.
sion action), subpart H, "Ex Parte Presentations"; subpart I, "Procedures
Implementing the National Environmental Policy Act of 1969"; part 13,
"Commercial Radio Operators", and
part 17, "Construction, Marking and
Lighting of Antenna Structures."
6. We are looking toward a rule book
setting forth, in part 73 of volume III,
all rules applicable to the broadcast
services. Rules in volume I which are
applicable exclusively to broadcasting
would be removed therefrom and consolidated into part 73, volume III.
Rules which are applicable to other
communications services, as well as to
broadcasting, would be left in volume
I, but restated In pertinent part and in
conrdensed form and added to the
broadcast services rule book in part 73,
volume III. Thus, volume I would be
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undisturbed except for removal of subpart D, "Broadcast Applications and
Proceedings."
7. Part 73, volume I, is presently
subdivided into subparts A, "Standard
Broadcast Stations" (to be changed to
"'AM" Broadcast Stations" in this title
and throughout the rules as review
and revision proceeds); B, "FM Broadcast Stations";, C, '"Noncommercial
Educational FM Broadcast Stations":
E, "Television Broadcast Stations" (to
be changed to "TV Broadcast Stations" as revision take place), F,. "International Broadcast Stations"; G,
"Emergency Broadcast System"; and
H; "Rules Applicable in Common to
Broadcast Stations". Subparts F and
G will remain as they are for now.
Subpart H will 'be expanded to-include
all rules applying in common to AM,
FM, and TV stations. (See par. 8,
below.) Thought is being given to
adding subpart D for rules exclusively
applicable to noncommercial educational AM, FM, and TV stations. An
alternate plan being considered is the
inclusion of rules exclusively applicable to noncommercial educational stations in the subparts for the separate
AM, FM, and TV services. They could
be hcluded as separate subdivisions of
the AM, FM, and TV subparts,, or as
separate subparagraphs, in subpart H
sections (i.e., "Commercial applicabill-ity" and "Noncommercial educational
applicability.") In the immediate
future, we seek more experience in
testing the altei-natives as- the reformatting and reorganization progresses,
and our findings, wil dictate our final.
decision.
8. Part 73, volume M, as presently"
structured, includes, in the- separate
subparts,,rules which. are applicable to
that particular service only, as well as.
approximately 215 rules which apply
in common ta all broadcast stations.
They constitute the bulk of the nonengineering regulations in the separate. subparts. There is, of course, subpart H, containing rules common to, all
broadcast stations, but only a small
number 'of such rules, "in common";
have been included there (13 at present). With this order initiating the restructuring of the rule book, we begin
the transfer to subpart H of all rules,
the subject matter of whichb is
common to AM. FM, and TV (at the
same time .reviewing each rule and
making certain revFsions as hereinafter indicated.) At the completion of
this part of our reorganizational task,
we will have included, in one place in
our rule book, regulations applicable
in common to all broadcast licensees.
These' common rules will, of course,
provide for any necessary variations
between AM. FM, and TV services,
where appropriate. The resultant separate subparts for AM, FM, and TV
will contain certain technical/engi-

neering requirements and non-technical rules which are unique to that particular sevice.
9. As a further refinement of volume
M into the "total Information center"
for broadcast operations, we, look
toward the inclusion of references and
sources for policies and procedures not
presently in our rules (or there only In
part) but which direct the actions and
conduct of our licensees. Included
would be such policies as those pertaining to renewals, ascertainment, minority hirings, program length commercials, loud commercials, payola,
and plugola, to name a few.
10. Volume MIalso contains part 74,
"Experimental, Auxiliary and Special
Broadcast and Other Program Distributional Services." As a result of earlier reregulation undertakings a, large
number of revisions have already been
made in this part., including a complete recreation of subpart D (Remote
Pickup Broadcast Stations). A complete retooling and reorganization of
the part, including separate alphabetl_cal indexing, can be delayed- until the
part 73, project is completed, or at
least well along the way. Of course,
the, staff will give quick attention to
any rule matters that require Immediate attention without delay In. this
part, or in any of the broadcast rules,
wherever located.
11. Thus, a. restructured volume IL,
withIts two parts, will give to licensees
and- others concerned with broadcasting,, a new and complete ready-reference handbook of rules and. regulations. This order takes the first steps
in,implementing the changes. As these
changes are made, the table of contents; and more importantly, the alphabetical index will reflect each
step, assuring the user of the rule
book instant directions to any rule
being sought.
12. Following are the changes to the
rules to be effected In this order
(a) The subpart H title Is revised.
the first section of subpart H
(§73.1001) is retitled "SCOPO' and
the entire section is rewritten for clarity.(b) Rules. pertaining to broadcast
station license periods, renewal dates
and terms of licenses are presently
titled "Normal license period" and
found, in § 73.34 for AM stations.
§ 73.218 for FM stations, § 73.518 for
NC-EvE stations and § 73.630 for TV
stations, The separate sections are deleted from their respective subparts
and the rule is reassigned to subpart H
as § 73.1020 and retitled "Station 1icense period." Renewal dates which
have been passed C197T and thus far in
1978) have-been. revised to the next appropriate triennial renewal date.
c) Broadcast licensees have traditionally been allowed by the Commission to use their stations for purposes

of research and experimentation
which had a reasonable promise of
contributing to the development and
the improvement of the technical
phases of broadcasting. Additionally,
licensees have used their stations for
the "housekeeping chores" of testing
and maintaining their equipment at
optimum operating levels. These two
procedures have been inextricably entwined in our rules and with this order
they will be separately stated, newly
titled and reassigned to subpart H

from subpart A (§ 73.10,. Experimental
period; and § 73.32, Special experimental authorizations), subpart B (§73.262
Experimental operation), subpart C
(§ 73.562, Experimental operation) and
subpart E (§ 73.666, Experimental operation). These present rules will be
designated § 73.1510, Experimental authorizations, and § 73.1520, Operation
for tests and maintenance in subpart
H. Section 73.10 will become the definition of the term "experimental
period" as it applies to AM broadcast.
stations and section 73.72 will be expanded to include all conditions of operation during the experimental
period.
(d) The rules pertaining to transmitting equipment tests, during the construction of a broadcast station, are
titled "Equipment tests!' and are
found In § 73.95-CAM stations), §73.216
(i
stations), §73.516 (NCE-FM stations) and § 73.628 (TV stations).
These separate sections are herein deleted from their respective subpartand the rule is relocated in subpart H
as § 73.1610 with the §ame section
headnote.
Ce) After completing construction of

a broadcast station and the filing: of

the application for station license, the
permittee may request authority to
conduct program. tests. The rules pertaining to program tests for the separate broadcast services are titled as
such. and are found in. §73.96 for AM,
§ 73.21T for FM. §73.517 for NCE-FX
and § 73.629 for T. These separate
sections will be deleted in this order
and the rule wilt be reassigned to subpart H as § 73.1620."Program tests".
CD Applicants for construction of
new or changed facilities must consider the matter of possible harmfuI interference to the National Radio Astronomy Observatory in Pendleton
County, W. Va, and the Table Mountain Radio Receiving Zone in Boulder
County, Colo., and notify the former
at the time the application is filed.
The rules pertaining thereto are titled,
"Notification of filing of applications;"
and are designated as §§ 73.18. 73.215,
73.515, and 73.624 in subparts A (AMY,
B' (FM, C (NCF-FMI. and E (TV). respectively. They are consolidated and
moved into subpart H as §73.1030.
Also, the section headnote is retitled
to make clear that radio astronomy,
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research and receiving installations
are all included in this provision.
(g) An identical section on "Cross
reference to rules in other parts" is
presently contained in each of the AM
(Q73.17), FM ( 73.214), NCE-FM
(Q73.514) and TV (Q73.602) subparts of
part 73. These are deleted from the respective subparts and consolidated in
subpart H as §73.1010.
(h) The terms "AM broadcast station" and "standard broadcast station," are both used in part 73. They
are synonymous. The term "standard"
was used at the outset for the only
broadcast stations then licensed, i.e.,
those transmitting with amplitude
modulation. When broadcast stations
using frequency modulation were developed and licensed, the term "FM"
was applied to the new service. The
term "TV" is generally applied to tele-.
vision broadcast stations. In the context of the three services, the term
"AM" has come into general use as a
more accurate and definitive description of that service than "standard."
As amendments have been made to
rules which used the term "standard,"
changes to "AM" have been made.
The term "standard" still appears in a
substantial number of rules. The most
practical and orderly way of converting the remaining ones is to make
changes as those rules are subsequently worked'into this new format. With
this Order, the headnote of subpart A
is changed to "AM broadcast stations,"
and §§ 73.1, 73.2, 73.3 and 73.21 of the
subpart are amended to define an
"AM broadcast station," "AM broadcast band," "AM broadcast channerl
and "Classes of AM broadcast channels and stations," Tespectively. Section 73.1 also points out that "AM
broadcast" is synonymous with the
term "standard broadcast" as contained elsewhere (for the time being)
in this chapter.
(I) The separate service rules on
"Frequency measurenients," as contained in §§ 73.60, 73.252, 73.552, and
73.690, are combined into one rule section in subpart H, § 73.1540, "Carrier
frequency measurements." The addition of the word "carrier" in the section headnote clarifies the scope of
the rule since there are now other
types of frequency measurements required in the broadcast services such
as measurement of the FM stereophonic pilot signal. The restructured
rule, while recognizing that the primary standard for all radio frequency
measurements is that maintained by
the National Bureau of Standards,
also makes it clear that the actual procedure or method used for measuring
or determining the station carrier frequency of each main transmitter used
may be selected by the station licensee.

(j) Special field test authorizations
may be granted for use in making field
strength measurements for transmitter site selection, propagation studies
and other specialized AM, FM, and TV
broadcast signal analysis work. Low
ppwer portable transmitters are frequently used in making these measurements. The term "portable tranismitter," as used in connection with special
field tests, is only defined in the AM
subpart of the rules in § 73.12. Since
these portable facilities, more correctly called "Portable Test Stations," are
used for field tests in all broadcast services, the definition "Portable Test
Station" is set forth in subpart H as
§ 73.1530.
(k) The part 73 alphabetical index is
revised to reflect the rule changes described below.
13. We conclude that, for the rea-sons set forth above, adoption of these
revisions will serve the public interest
and inasmuch as these amendments
impose no additional burdens and
raise no issue upon which comments
would serve any useful purpose, prior
notice of rulemaking, effective date
provisions and public procedure thereon are unnecessary pursuant to the
Administrative Procedure and Judicial
Review Act provisions of 5 U.S.C.
(b)(3)(B).
14. Therefore, it is ordered, That
pursuant to Sections 4(i) and 303(r) of
the Communications Act of 1934, as
amended, the Commission's rules and
regulations are amended as set forth
below, effective August 1, 1978.
(Sees. 4, 303, 48 stat., as amended, 1066,
1082; 47 U.S.C. 154. 303.)
FEDERAL ComxuxIcATIONS
COawiSSION,

WI.LIAm J. TaIcARIco,
Secretary.
1. In part 73, the title headnote of
subpart A is changed to the following.
-.Subpart A-AM Broadcast Stations
2. Section 73.1 and headnote are
amended to read as follows:

§ 73.1 AM broadcast station (Definition).
The term "AM broadcast station"
means a broadcast station licensed for
the dissemination of radio communications intended to be received by the
public and operated on a channel in
the band 535-1605 kilohertz (kHz).
The term "AM broadcast" is synonymous with the term "standard broadcast" as contained elsewhere in this
chapter.
3. Section 73.2 and headnote are
amended to read as follows:

§ 73.2 AM1 broadcast band (Definition).
The term "AM broadcast band"
means the band of frequencies extending from 535 to 1605 kHz.

4. Section 73.3 and headnote are
amended to read as follows:

§ 73.3 AM broadcast channel (Definition)..
The term "AM broadcast channel"
means the band of frequencies occupied by the carrier and two sidebands
of a broadcast signal with the carrier
frequency at the center. Channels
shall be designated by their assigned
carrier frequencies. The 107 carrier
frequencies assigned to AM broadcast
stations shall begin at 540 kHz and be
in successive steps of 10 kHz.
5. Section 73.10 headnote and text
are amended to read as follows:

§73.10 Experimental period (Definition).
The term "experimental period" in
reference to AM station operation
means that time between 12 midnight
local time and local sunrise.
6. Section 73.12 is amended to read
as follows:
§73.12 Portable transmitters.
See § 73.1530.
7. Section 73.17 is amended to read
as follows:

§ 73.17 Cross reference to rules In other
parts.
See § 73.1010.
8. Section 73.18 is amended to read
as follows:

§ 73.18 Notification of filing of applica.
tions.
See § 73.1030.
9. The headnote of section 73.21 is
amended to read as follows:

§ 7321 Classes of AM broadcast channels
and stations.
10. Section 73.32 is amended to read
as follows:

§ 73.32 Special

experimental authorlza.
tions.
See § 73.1510 and § 73.1520.
11. Section 73.34 is amended to read
as follows:

§ 73.34 Normal license period.
See § 73.1020.

12. Section 73,60 is amended to read
as follows:

§ 73.60 Frequency measurements.
See § 73.1540.
13. Section 73.72, the headnote and
text are amended to read as follows:

§ 73.72 Operating during the experimental
period.
(a) An AM station may operate
during the experimental period on Its
assigned frequency and with its authorized power for the routine testing
and maintenance of its transmitting
system, and for conducting experimentation under an experimentIM authorl.
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zation; provided no interference is
caused to other stations maintaining a
regular operating. schedule within
such period.
(b) No station licensed for "daytime"
or "specified hours" of operation may
broadcast any regular or scheduled
program during this period.
(c)The licensee of an AM station
shall operate or refrain from operating its station during the experimental
period as directed by the FCC to facilitate frequency measurements or for
the determination of interference.
14. Section 73.95 is amended to read
as follows:
§ 73.95 Equipment tests.

See § 73.1610.
15. Section 73.96 is amended to read
as follows:
§73.96 Program tests.
See § 73.1620.
16. The undesignated headnote imis
§73.181
preceding
mediately
changed to read as follows:

AM TEcHNIcAL STr'DARUs
17. The undesignated headnote, "Administrative Procedures," preceding
section 73.214 is deleted in its entirety.
18. Section 73.214 is amended to read
as follows:
§ 73.214 Cross reference to rules in other
-parts.
See § 73.1010.
19. Section 73.215 is amended to read
as follows:
§ 73.215 Notification of filing of applications.
See § 73.1030.
20. Section 73.216 is amended to read
as follows:

-

§ 73.216 Equipment tests.
See § 73.1610.
21. Section 73.217 is amended to read
as follows:
§73.217 Program tests.
See § 73.1620.
22. Section 73.218 is amended to read
as follows:
§73.218 Normal license period.
See § 73.1020.
23. Section 73.252 is amended to read
as follows:
§73.252 Frequency measurements.
See § 73.1540.
24. Section 73.262 is amended to read
as follows:
§ 73.262 Experimental operation;
See § 73.1510 and § 73.1520.
25. The undesignated headnote, "FM
following
Standards,"
Technical
§ 73.295 in the "Contents-Part 73" is

relocated to follow §73.301 and precede § 73.310.
26. The undesignated headnote, "Administrative Procedures", preceding
§ 73.514 is deleted in its entirety.
27. Section 73.5k,4 is amended to read
as follows:

40. Section 73.666 is amended to read
as follows:

§73.514 Cross reference to rules in other
parts.
See § 73.1010.
28. Section 73.515 is amended to read
as follows:

§73.690 Frequency measurements.
See §73.1540.
42. the title headnote of subpart H.
part 73, is amended to read as follows:

§73.515 Notification or filing of applications.
See §73.1030.
29. Section 73.516 is amended to read
as follows:
§ 73.516 Equipment tests.
See §73.1610.
30. Section 73.517 is amended to read
as follows:
§ 73.517 Program tests.
See §73.1620.
31. Section 73.518 is amended to read
as follows:
§73.518 Normal license period.
See § 73.1020.
32. The undesignated headnote,
"Equipment," preceding § 73.550 is relocated to precede § 73.540.
33. Section 73.552 Is amended to read
as follows:
§73.552 Frequency measurements.
See § 73.1540.
34. Section 73.562 is amended to read
as follows:
§ 73.562 Experimental operation.
See § 73.1510 and § 73.1520.
35. Section 73.602 is amended to read
as follows:
§73.602 Cross reference to rules In other
parts.
See §73.1010.
36. Section 73.624 is amended to read
as follows:

§ 73.624 Notification of filing of applications.
See §73.1030.
37. Section 73.628 is amended to read
as follows:
§ 73.628 Equipment tests.
See § 73.1610.
38. Section 73.629 is amended to read
as follows:
§ 73.629 Program tests.
See § 73.1620.
39. Section 73.630 is amended to read
as follows:

§ 73.630 Normal license period.
See § 73.1020..

§73.666 Experimental operation.
See §73.1510 and §73.1520.
41. Section 73.690 is amended to read
as follows:

Subpart H-Rules Applicable to all
Broadcast Stations
43. Section 73.1001 and headnote are
amended to read as follows:
§73.1001 Scope.
(a) The rules In this subpart are
common to all AM, FM, and TV broadcast services, commercial and noncommercial.
(b) Rules in part 73 applying exclusively to a particular broadcast service
are contained in the following: AM,
subpart A; FM, subpart B; Noncommercial Educational FM. subpart C;,
and TV, subpart E.
(c)Certain provisions in this subpart
apply to International Broadcast Stations (subpart F, part. 73) and Television Broadcast Translator Stations
(subpart G, part 74) where the rules
for those services so provide.
(d)The provisions of this part applying to licensees also apply to holders
of construction permits (permittees).
44. New §73.73.1010 is added to subpart H, part 73, as follows:
§73.1010 Cross reference to rules in other
Pads.
Certain rules applicable to broadcast
services, some of which are also applicable to other services, are set forth in
the following Volumes and Parts of
the Commission's Rules and Regulations:
(a) Part 1 (Volume I), "Practice and
Procedure."
(1) Subpart A, "General Rules of
Practice and Procedure" (§ 1.1 to
1.120).
(2) Subpart B, "Hearing Proceedings" M§1.201 to 1.363).
(3) Subpart C, "Rule Making Proceedings" (§§ 1.399 to 1.430).
(4) Subpart D, "Broadcast Applications and Proceedings'" with subheadins of "General Filing Requirements," "Application Forms and Particular Filing Requirements," "AppliProcedures,"
Processing
cation
"Action on Applications," "Forms and
Information To Be Filed With The
Commission" and "Forfeitures Relating to Broadcast Licensees and Permittees" (§§ 1.501 to 1.621).
(5) Subpart G, "Schedule of Fees'"
(§ 1.1101 to 1.1120).
(6) Subpart H, "Ex Parte Presentations" Q§ 1.1201 to 1.1251).
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(7) Subpart I, "Procedures Implementing the National Environmental
policy Act of 1969" (§§1.1301 to
1.1319).
(b) Part 2 (volume II), "Frequency
Allocations and Radio Treaty Matters:
General Rules and Regulations," including subparts A, "Definitions," B,
"Allocation, Assignments, and Use of
Radio Frequencies," C. "Emissions,"
D, "Call Signs and Other Forms of
Identifying Radio Transmissions," G,
"Treaties and Other International
Agreements," and' J, "Equipment Authorization Procedures-Type Approval; Type Acceptance; Certification."
(c) Part 13 (volume I), "Commercial
Radio Operators."
(d) Part 17 (volume I), "Construction, Marking, and"Lighting of Antenna Structures."
(e) Part 74 (volume III), "Experimental, Auxiliary and Special Broadcast, and Other Program Distributional Services," including subparts on the
following stations: A, "Experimental
Television-," B, "Experimental Facsimile-," C, "Developmental-," D,
"Remote Pickup-," E, "Aural STL
and Intercity Relay-," F, "Television
Auxiliary-," G, "Television Broadcast
Translator-," H, "Low Power Auxiliary-," I, "Instructional Television
Fixed Service," L, "FM Translator and
Booster-."
45. New § 73.1020 is added to subpart
H, part 73, to read as follows:
§ 73.1020 Station license period.
(a) Initial licenses for broadcast stations will ordinarily be issued for a
period running until the date specified
in this section for the State or Territory in which the station is located. If
issued after such date, it will run to
the next renewal date determined in
accordance with this section; and,
when renewed, will normally be renewed for 3 years. If the FCC finds
that the public interest, convenience,
and necessity will be served thereby, it
may issue either an initial license or a
renewal thereof -for a lesser term. The
time of expiration of normally issued
initial and renewal licenses will be 3
a.m., local time, on the following dates
and at 3-year intervals thereafter for
stations located in:
(1) Delaware and Pennsylvania,
August 1, 1978.
(2) Maryland, District. of Columbia,
Virginia and West Virginia, October 1,
1978.
(3) North Carolina and South Carolina, December 1, 1978.
(4) Florida, Puerto Rico and Virgin
Islands, February 1, 1979.
(5) Alabama and Georgia, April 1,
1979.
(6) Arkansas, Louisiana and Mississippi, June 1, 1979.
(7) Tennessee, Kentucky and Indiana, August 1, 1979.

(8) Ohio and Michigan, October 1,
1979.
(9) Illinois and Wisconsin, December
1,1979.
(10) Iowa and Missouri, February 1,
1980.
(11)
Minnesota, North Dakota,
South Dakota, Montana and Colorado,
April 1, 1980.
(12) Kansas, Oklahoma and Nebraska, June 1, 1980.
(13) Texas, August 1, 1980.
(14) Wyoming, Nevada, Arizona,
Utah, New Mexico and Idaho, October
1, 1980.
(15) California, December 1, 1980.
(16) Washington, Oregon, Alaska,
Guam and Hawaii, February 1, 1981.
(17) Connecticut, Maine, Massachusetts, New Hampshire, Rhode Island
and Vermont, April 1, 1981.
(18) New Jersey and New York, June
1, 1981.
NoT.-For the cutoff date for the filing

of applications mutually exclusive with, and
petitions to deny, renewal applications, see

§ 1.516(e) of this chapter.

46. New §73.1030 is added to subpart
H, part 73, as follows:

for itself or on behalf of the Naval
Radio Research Observatory, the FCC
will consider all aspects of the problem
and take whatever action Is deemed
appropriate.
(b) Radio receiving installations.
PrOtection for Table Mountain Radio
Receiving Zone, Boulder County,
Colo.: Applicants for a station authorization to operate in the vicinity of
Boulder County, Colo., under this part
are advised to give due consideration,
prior to filing applications, to the need
to protect the Table Mountain Radio
Receiving Zone from harmful Interference. These are the Research Laboratories of the Department of Commerce, Boulder County, Colo. To prevent degradation of the present ambient radio signal level at the site, the
Department of Commerce seeks to
ensure that field strenghts at 40007'50"
N latitude, 105'14'40" W longitude, resulting from new assignments (other
than mobile stations) or from the
modification or relocation of existing
facilities do not exceed the following
values:
Frequency range

§ 73.1030 Notifications concerning interference to radio astronomy, research
and receiving installations.
(a) Radio astronomy atid radio research installations.In order to minimize harmful interference at the National Radio Astronomy Observatory
site located at Green Bank, Pocahontas County, W. Va., and at the Naval
Radio Research Observatory at Sugar
Grove, Pendleton County, W. Va., an
applicant for authority to construct a
new broadcast station or for authority
to make changes in the frequency,
power, antenna height, or antenna directivity of an existing station within
the area bounded by 39°15' N on the
north, 78*30' W on the east, 37*30' N
on the south, and 80°30' W on the west
shall, at the time of filing such application with the FCC simultaneously
notify the following,
Director, National Radio Astronomy Observatory, P.O. Box No. 2, Green Bank, W.
Va. 21911.

The notification shall be in writing
and set forth the particulars of the
proposed station, including the geographical coordinates of the antenna,
antenna height, antenna directivity if
any, proposed frequency, type of emission and power. In addition, the applicant shall 'indicate in his application to
the FCC the date notification was
made to the observatory. After receipt
of such applications, the FCC will
allow a period of 20 days for comments
or objections in response to the notifications indicated. If an objection to
the proposed operation is received
during the 20-day period from the National Radio Astronomy Observatory

Field Power flux
strength Adensity* I

Below 540 kHz ..........................
10
540 to 1600 kHz ........................
20
1.6 to 470 M Hz ...........................
10
470 toB80Pz---------------801
A bove 890 M Hz ----------------

-05.0
- 59.8
-865.8
-8950.2
-"85 .8

'(mV/m) In authorized bandwidth of service,
2(dBW/rn 2)in authorized bandwidth of service,
*Equivalent values of power flux density are cal.
culated assuming a free-space characterlstic Imped.
ance of 376.7-120 v ohms.
*"Space stations shall conform to the power flux
deisity limits at the Earth's surface specified in appropriate parts of the FCC rules, but in no case
should exceed the above levels In any 4 kHz band
for all angles of arrival.

(1) Advance consultation is recommended particularly for those applicants who have no reliable data which
indicate whether the field strength or
power flux density figures in the
above table would be exceeded by
their proposed radio facilities (except
mobile stations). In such instances, the
following is a suggested guide for determining whether coordination is recommended:
(i) All stations within 1.5 miles;
(i) Stations within 3.0 miles with 50
watts or more effective radiated power
(ERP) in the primary plane of polarization in the azimuthal direction of
the Table Mountain Radio Receiving
Zone;
(iii) Stations within 10 miles with 1
kW or more ERP in the primary plane
of polarization in the azimuthal direction of Table Mountain Receiving
Zone;
(iv) Stations within 50 miles with 25
kW or more ERP in the primary plane
of polarization in the azimuthal direction of Table Mountain Receiving
Zone.
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"'(2) In advance of filing their applications with the FCC, applicants concerned are urged to communicate with
the following.
Radio Frequency Management Coordinator,
Department of Commerce, Research Support Services NOAA/R5X3, Boulder Laboratories, Boulder, Colorado 80302, tele-

phone. 303-499-1000, extensions 6548 or
6549.
(3) The FCC will not screen applications to determine whether advance
consultation has taken place. However, applicants are advised that such
consultation can avoid objections from
the Department of Commerce of pro.ceedings to modify any authorization
which may be granted which, in fact,
delivers a signal at the reference point
in excess of the field strenith specified herein.
-47. New § 73.1510 is added to Subpart
H, Part 73, as follows:
§ 73.1510 Experimental authorizations.
(a) Licensees of broadcast stations
may obtain experimental authorizations to conduct technical experimentation directed toward improvement of
the technical phases of operation and
service, and for such purposes may use
a signal other than the normal broadcast program signal.
(b) Experimental authorizations
may be requested by filing an informal
application with the FCC in Washington, D.C., describing the nature and
purpose of tha experimentation to be
conducted, the nature of the experimental signal to be transmitted, and
the proposed schedule of hours and
duration of the experimentation. Experimental authorizations shall be
posted with the station license.
(c) Experimental operations are subject to the following conditions:
(1) The authorized power of the station may not be exceeded, except as
specifically authorized for the experimental operations.
(2) Emissions outside the authorized
bandwidth must be attenuated to the
degree required for the particular type
of station.
(3) The experimental operations
may be conducted at any time the station is authorized to operate, but the
minimum required schedule of programming for the class and type of
station must be met. AM stations also
may conduct experimental operations
during the experimental period (12
midnight local time to local sunrise)
and at additional hours if permitted
by the experimental authorization
provided no interference is caused to
other stations maintaining a regular
within such
operating schedule
period(s).
(4) If an experimental authorization
permits the use of additional facilities
or hours of operation for experimental
purposes, no sponsored programs or

commercial announcements may be
transmitted during such experimentation.
(5) The licensee may transmit regularly scheduled programming concurrently with the experimental transmission If there is no significant impairment of service.
(6) No charges may be made, either
directly or indirectly, for the experimentation; however, normal charges
may be made for regularly scheduled
programming transmitted concurrently with the, experimental transmissions.
(d) The FCC may request a report of
the research, experimentation and results at the conclusion of the experimental operation.
48. New § 73.1520 is added to Subpart
H, Part 73, as follows:
§ 73.1520 Operation for tests and maintenance.
(a) Broadcast stations may be operated for tests and maintenance of
their transmitting systems on their assigned frequencies using their licensed
operating power and antennas during
their authorized hours of operation
without specific authorization from
the FCC.
(b) Licensees of AM stations may operate for tests and maintenance during
the hours from 12 midnight local time
to local sunrise, if no interference is
caused to other stations maintaining a
regular operating schedule within
such period. No AM station licensed
for "daytime" or "specified hours" of
operation may broadcast any regular
or scheduled programs during this
period of test and maintenance operation.
(c) Licensees of AL stations must
obtain a special antenna equipment
test authorization using the procedures described in § 1.544(a) in order
to operate with authorized nighttime
power and directional antenna system
during daytime hours when necessary
to conduct monitor point field
strength measurements and antenna
proof of performance measurements.
49. New § 73.1530 Is added to subpart
H, part 73, as follows:
§ 73.1530 Portable test stations. [Definition]
A portable test station is one that is
moved from place to place for making
field strength and ground conductivity
measurements, for selecting station
transmitter sites, and conducting
other specialized propagation tests.
Portable test stations are not normally
used while in motion, and may not be
used for the transmission of-programs
intended to be received by the public.
50. New § 73.1540 is added to subpart
H, part 73, as follows:

§73.1540 Carrier frequency measurements.
(a) The carrier frequency of each
AM and IFM station and the visual carrier frequency and-difference between
the visual carrier and the aural carrier
or center frequency of each TV station
shall be measured or determined as
often as necessary to insure that they
are maintained within the prescribed
tolerances. In any event, each station
with an authorized operating power
greater than 10 watts shall make at
least one measurement or determination each calendar month with intervals not exceeding 40 days between
successive measurements for each
main transmitter In use.
(b) In measuring the carrier frequency, the licensee may use any method
or procedure that has sufficient precision to establish that the carrier frequency is within the prescribed departure limits.
(c) The primary standard of frequency for radio frequency measurements
is the standard frequency maintained
by the National Bureau of Standards
or the standard signals of Stations
WWV, WWVB, and WWVH of the National Bureau of Standards.
51. New § 73.1610 is added to subpart
H, part 73, as follows:
§73.1610 Equipment tests.
(a) During the process of construction of a broadcast station, the permittee, after notifying the FCC in Washington. D.C. and engineer in charge of
the radio district in which the station
is located may, without further authority of the FCC, conduct equipment tests for the purpose of such adJustments and measurements as may
be necessary to assure compliance
with the terms of the construction
permit, the technical provisions of the
application therefor, the rules and regulations and the applicable engineering standards. For AM stations, tests
must be conducted during the experimental period, 12 midnight local time
to local sunrise. The FCC may authorize equipment tests other than during
the experimental period for AM stations, if such operation is shown to be
desirable to the proper completion of
construction and adjustment of the
transmitting equipment and antenna
system. An informal application for
such authority, giving full details regarding the need for such tests, shall
be filed with the FCC in Washington,
D.C. at least 2 days (not including Saturdays, Sundays, and legal holidays
when the offices of the FCC are not
open) prior to the date on which it is
desired to begin such operation.
. (b) The FCC may notify the permittee not to conduct tests or may cancel,
suspend, or change the date for the
beginning of equipment tests if and
when such action may appear to be in
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the public interest, convenience, and
necessity.
(c) Equipment tests may ble continued so long as the construction permit
shall remain valid.
(d) Inspection of a station will ordinarily be required during the equipment test period and before the commencement of program tests. After
construction and after adjustments
and measurements have been completed to show compliance with the terms
of the construction permit, the technical provisions of the application therefor, and the rules and regulations, the
permittee shall notify the engineer in
charge of the radio district in which.
the station is located that it is ready
for inspection.
(e) The authorization for tests embodied in this section shall not be construed as constituting a license to operate but as a necessary part of construction.
52. New § 73.1620 is added to subpart
H, part 73, as follows:

(e) The granting of program test authority shall not be construed as approval by the FCC of the application
for stationlicense.
(f) The licensee of a UHF TV station
which is not in operation on, but assigned to, the same allocated channel
which a 1000 watt UHF translator station is authorized to use (see § 1.516(c),
Specifications of facilities), shall
notify the licensee of the translator
station, in writing, at least 10 days
priorfto commencing or resuming operation. The TV station licensee shall
also certify to the FCC in Washington,
D.C. that such advance notice has
been given to the translator station licensee.
53. Part 73 is amended with the following revised "Alphabetical Index of
Rules Titles-Part 73" to follow after
the last page of "Contents-Part 73:"

§ 73.1620 Program tests.
(a) Upon completion of construction
of an AM, FM, or TV station in accordance with the terms of the construction permit, the technical provisions of the application, the rules and
regulations and the applicable engineering standards, and when an application for station license has been
filed showing the station to be in satisfactory operating condition, the permittee may request authority to conduct program tests. Such request shall
be filed with the FCC in Washington,
D.C. at least 10 days prior to the date,
on which it is desired to begin such operation. All data necessary to show
compliance with the terms and conditions of the construction permit must
be filed with the license application.
(1) An AM station, using directional
antennas, must also file an antenna
proof of performance.
(b) Program tests shall not commence until specific FCC authority is
received. The FCC reserves the right
to change the date of the beginning of
such tests or to suspend or revoke the
authority for program tests.
(c) Unless sooner suspended or revoked, the program test authority continues valid during FCC consideration
of the application for license, and
during this period further extension of
the construction permit is not required. Program test authority shall
be automatically terminated by final
determination upon the application
for station license.
(d) All operation under program test
authority shall be in strict compliance
with the rules governing broadcast stations and in strict accordance with'
representations made in the application for license pursuant to which the
tests were authorized.
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tions
Authorizations
(SCA)
..........................
73.295
tion of ....
....
73.201
Authorizations, Experimental ......................... 73.1510
Operator and Station licenses: posting of.,,,. 73,204
FM/TV dual-language broadcasting ' in
Authorizations, Subsidiary CommunicaOperator
requirements
.
...
..........
73,205
Puerto Rico ......................................................
73.1210
tions (SCA) .....................................................
73.293
Origination, program, Station location, end
Fraudulent billing practices ......................... 73.1205
Automatic transmission system facilities .
73.342
main studio location ......................................
73,210
Frequency measurements, Carrier ................ 73.1540
Automatic transmission system monitoring
Ownership. Multiple ........................................ 13.240
Frequency tolerance ...................................
73.269
and alarm points ...................................
'73.346
Permissible
transmissions
...............
73.277
General requirements relating to logs ........... 73.281
Automatic transmission systems, Fail-safe
Personal attacks; political editorials .............. 73.300
Identification, Sponsorship; list retention:
transmitter control for ..............
73.344
Political editorials; Personal attacks .............. 73.300
related requirements .......... ..............
73.1212
Automatic transmission systems (ATS). Use
Portable test stations ........................................
73.1030
Identification, Station .. ..... ............................
73.1201
of...... .............................................................. 73.340
Posting of. Station and operator licenses .
73.204
Indicating instruments (requirements for)... 73.258
Auxiliary transmitter ....................................
73.25k
Power and antenna height requirpments ...... 73,211
Indicating instrumefits--specfications........ 73.1215
Auxiliary transmitters (Performance charPower, Operating, determination and main.
Inspection, Station ................................
73.263
acteristlesl .......................................................
73.321
tenance of .....................................................
73,267
Instruments, Indicating (requirements for). 73.258
Auxiliary transmitter, Use of modulation
Prediction of coverage ......................................
73.313
Instruments, Indicating--specifications....... 73.1215
monitors at ......................................................
73.330
Program log ........................................................
73,282
Interference.
Protection
from
.........................
73.209
Availability of channels ................................... 73.203
Program origination. Station location, main
Interference to Astronomy. Research and
AvailablIty of logs and records ....................... 73.286
studio
location
.........................
73,210
Receiving installations, Notifications conBilling practices. Fraudulent ........................... 73.1205
............................ 73.1020
cerning
..................... ..........
,...... .. ............ '73.1030 Program Test ............
Broadcast of taped, filmed, or recorded maProgramming, Duplication of AM and FM... 73.242
International agreements and other restricterial ............................................................ '73.1208
tions on use of channels ............................... 73.204
Protection from interference ........................... 73.209
Broadcast of telephone conversations .......... 73.1206
License period. Station .........................
,. '73.1020 Public notice of licensee obligations .............. 73.1202
Broadcast transmitters, Acceptability for 1iLicensee-conducted contests ............................ 73.1216
Public office, Broadcast by candidates for.... 73.290
censing .............................................................
73.250
Licensee obligations, Public notice of ............ 73.1202
Puerto Rico TV/FM. dual-language broadBroadcasting, Stereophonic ..........
73.297
Licenses; Station and operator, posting of,... 73.264
casting in ........................................................
731210
Broadcasts by candidates for public office ... 73.290
Licensing, Aceeptablility of Broadcast
Rebroadcast .................................................... 73.1207
trapsmitters for ................................. ............ 73.250
Candidates for public office, Broadcasts by. 73.290
Recorded, taped, filmed material: Broad
Carrier frequency measurements ................... 73.1540
Lighting and marking, Antenna structure.... 73.1213
cast of ................
.
.............
731200
Changes in authorizations, Administrative.. 73.212
List retention: Sponsorship Identification;
Records and logs, Availability of ................... 73.280
Changes in equipment and antenna system. 73.257
related requirements .....................................
73.1212
Reference, Cross. to rules In other Parts .
73.1010
Channels, Availability of .................................. 73.203
Location, Station, main studio, and proReference points and distance computa.
Channels. Classes of commercial, and stagram origination............
.. ,........................ '73.210
tions .....................................
73.208
tions operating thereon ................................. 73.206
Location. Transmitter .............................
73.315
Remote control authorization ........................ 73.274
Channels, International agreements and
Log, Maintenance ........................................... 73.284
Remote control operation ............................... 73.275
other restrictions on use of ....
. .
73.204
Log, Operating ........................................... 73.283
Required transmitter performance ............... 73,254
Channels, FM broadcast, Numerical desigLog. Program.a. ............................................
'73.282
Requirements for type approval of modulanation of ...........................................................
73.201
Logs and.records, Availability of . . ............. 73.286
tion monitors ................
,................73.332
Charts. Engineering ..........................................
73.333
Logs. General requirements relating to ........ 73.281
Requirements, Operator ................................
73.265
Classes of commercial channels, and staLogs, Retention of ........................
73.285
Requirements. Power and antenna height ... 73,211
tions operating thereon .................................
73.206
Lottery information, broadcast of ............
73.1211
Requirements relating to logs. General .
73.281
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SUBPART B--COMrMRCIAL F! BROADCAST
STATIONS-Continued
Reservation of time upon sale of a station,
Special rules relating to contracts providing for
Retrictions. International agreements on
use of channels
Retention of logs ..
.
(Rules commdn to all broadcast stations)
Scope.....
" Rules in otherParts. Cross reference
Sale of a station, Special rules relating to
Sontracts providing for reservation of

time upon.,

.

SCA. Nature of the (Subsidiary Communications Authorizations)
,. ..
Scope (of rules common to all broadcast
stations)
-Separations, Minimum mailea-e between co- channel and adjacent channel stationsSeparations, Stations at spzacings below
minimum
Site, common antenna, Use of
Spacings, Stations below the minimum sep-

arations
Special field test authorilzon.
.
Special rules relating to contracts providing
for reservation of time upon sale of a station-Speclftcations-Indicatinwistruments..
Sponsorship identification; list retention:
related requirements
.
Standards, engineering: Subsidiary communications multiplex operations
Standards. Stereophonic transmission.
.
Station and operator licenses; posting of..
Station identiflcation
Station inspection.---.
.........
Station license period .
.
Station location, .main studio location. and'
program origination...__
.73.210
Stations at spacings below the minimum
separatlo Stereophonic broadcasting
Stereophonic transmission standards
-.
Studio location. main. Station location. and
program"origination
Subsidiary Communications Authorizations
(SCA
.
..
_
Subsidiary Communications Authoriza.
lions, Nature o73.294

73.241
'3.204
3235
3.1001
73.1010
73.241
7..3.294
3.1001
73.207
.73.213
73.239

73.213,
73.278
73.241
73.1215

'73.1212
73.319
73.322
73.264
73.1201
73.263

73.1020

73.213
73.297
73.322
'73.210

73.293

73.294
Subsidiary Communications Authorizations. Operation under
-'....._73.295
Subsidiary communications multiplex operI ations engineering standards
. 73.319
Table of assinments
_
_ 73.202
Taped filmed or recorded material: Broadcast of
73.1208
Technical definitions
.
.
73.310
Telephone conversations, Broadcast of - 73.1206
Territorial exclusivity (Network)
-....73232
Test stations, Portable
_....
3.1530
Tests and maintenance, Operation for.73.1520
Tests. Equipment_.......
73.1610
Tests. Program
_..
73.1620
Time of operation
73.261
Time, Special- rules providing for reservation of. upon sale of a station
73.241
Tolerance, Frequency
.
. 73.269
Topographic das.....
73.312
Transmission standards, Stereophonic...-.. 73.322
Transmission system, Automatic, monitoring and alarm points
73.346,
Transmission system facilties, Automatic..- 73.342
Transmission systems, automatic, Fafl-,afe
transmitter control for-....
73.344
Transmission systems. automatic (ATS),
Use of
13.340
Transmissions, Permlssible.
73.277
Transmitter. Auxiliary
73.255
7
Transmitter control. Fail-safe. for automatic transmission systems.
73.344
Transmitter locaton.
73.315
Transmitters, Alternate main _
_
73.256
Transmitters and associated equipment__ 73.317
Transmitters, Auxiliary (Performance characteristics)
_
73.321
Transmitters auxiliary, Use of modulation
monitors at
73.330
Transmitters, broadcast, Acceptability for
licensing
-.
73.250
Transmitters. Required performance._
73.254

SUBPART B--CO1,EMIcIAL FU BROADCAST
sTATios--Contlnued
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SUBPArT C-1CO'M3=cIAZ EDUCATIOeAL Pat
BROADCAST sArois-Contilnued

TV/l
dual-language broadcasting In
Puerto Rico
73.210
Type approval, modulation monitors. lequirements for_
73.332
Use of automatic transmisaion zysterm
(ATS)
73240
Use of modulation monitors at. auxiliary

EmerGency. Operation during
13,537
Employment opportunities. Equal
73.539
Engineering. Standard3s of good practice 73.5403
Equal employment opportuntia
73.599
Equipment and antenna system Changes
In ...
....
557
73.1610
_
Equipment test_
transmitters
73=3
Ehperilmental authorizatfions
73-510
Zones
73-105
Extension meters
73.574
Facilitie, Automatic tranzmEion rytem_ 73.542
SUBPART C-NONCO=I:CLIAL EDUCATIONAL 1.4
Fail-safe tranzmitter control for automatic
tram1=n1_slon systems
73-544
BROADCAST STATIONJS
(Fairness Dcctrine) Personal attacks
-3.593
Acceptability of broadcast tran-mttes for
Filmed, taped, or recorded material. Broad.. licensing
'73.550
cast of ......
.73.23
Adjacent-channel and cochannel tations.
FM/r7 dal lansuage broadcazstlns In
nnmum distance, epamtion between73.507
Puerto 1.
.
73.1210
Agreement, United States-Mexico FM
Frequency measuremenLt. Carrier
73-1540
broadcast. Noncommercial educational
Frequency tolerance ,3.559
channel assignments under_
_
7314
General requirements relating to lozs.
73,53l
Alarm and monitoring points. Automatic
Good engineering practice. Standards of.
73.503
transmission system
'73.Z40
Identification. Sponsorship: list retention:
Alternate main transmitters
73=.55
related requirements _
73.1212
Announcements. Donor
73.503
Identification Station
73.1201
Antenna height and Power, requirements... 73.511
Indlcating instruments (requirements for)- 73.55
Antenna structure, marking and lighting- 73.1213
Indicating in-trument-u-pecfiatons-_
73.1215
Antenna system and equipment, Changes
Inneclon. Station ___________ _ 73.563
In
73.557
Instruments. Indicating (requirements for) . 73.55&
Antenna systems
73.510
Intruments. Indimtin-specffcas
- 73-1215
Assignment, Channels available for-.----.-73.501
Interference. Protection from
-.
"3 9
Assignments, Noncommercial educational
Interference to Astronomy. Research and
channel, under the United States-Medco
Receiving Installation, Notifications conFM Broadcast Agreement
73.504
cernng
73.1030
Attacks,
:Personal:
.
..... 1"3.1;$3 Licene
period, Station_.
74020
Audio recordLng. Retention of 73.591
Licercee-conducted contests
73-1216
Authorization. Remote control
73.572
Licen.-e obligation. Public notice of.
.
7341202
Authorizations. Experimental
73.1510
Lcense-, Station and operator posting of. 73,564
Authorizations, Subsidiary CommunicaLicensing. Acceptability of broadcast transtions (SCA)__________..
73.5M
miters
....
73,550
Authorization. Subsidiary Communications.
iUceing requirements and cervice 73-503
Operation under__
73.535
I'ghtng and marking. Ante
structure-. 73.1213
Automatic transmission system facilitles..
73.542
Li-1 retention: Sponsorship identification
Automatic transmission system monitoring
related requirements
73..
212
and alarm poins
73.546
73.54 Log Maintenance
Automatic transmission systems, Fallcafe
73.533
LAg, Operating
transmitter control for
73.544
73.582
log Pro.ram
Automatic trnsmLssion systems (ATS). Use
73,586
and recorda. Availability of_ __
of
7..."3.540 Io=
Logs. General requirements ;eltn to_ 73.M
Auxiliary transmitter__________
73.555
Io~s. Retention of_
73.53
Availability of logs and record
W.......Lottery information, Broadcast of_731211
Broadcast of lottery Information
73.1211
Main traonmitter. Alternate73.556
Broadcast of taped. fUmed, or recorded maMalntenanceond determination of. Operatteriali
73.120
1n po-er
73.567
Broadcast of telephone conversations-. 73.1200
73.1520
Milndenance and tests. Operation for.UaIntenae lo7
Broadcast transmitters, Acceptability for It"3.584
censing
73550
MarkLng and lighting Antenna structure73,1213
Broadcasting. Stereophonic
73.596
Mea.ur ments. Carrier frequency
73.1540
Broadcasts by candidates for public office - 73.590
Meters. Exted ion
73.574
Candidates for public office, Broadcazts by. 73.590
Medco-United States FM Broadc
AeeCarrier frequency measurements 73.1540
ment. Noncommercial educational asnlgmChanges in equipment and antenna system. 73.557
mesnd
73.504
Channel assignments. Noncommercial edu.
Minimum dLance s-parations between c9cational, under the United State-Mexeco
channel and adjacent-channel stators,
73.507
FM Broadcast Agreement
Modulat! ...
73"04
3,563
Channels availnle for assignmenL.-.-.--- 73.01
73,553
Modulation monitors
Channels. Classes of educational., and sta.
Monitoring and alarm poits. Automatic
tions operating thereon___________ 73,06
transmisson system
73546
Channels, unreserved. Noncommercial edu.
Monltors Modulation_
73-553
cational broadcast staton.%opbratlng on. 73.513
Nature of the SCA (Subsidiaz CommuniClasses of educational channels, and stacatlona Authorizatons)_
73,594
tions operating thereon_
73536
Nontcmercial educational broadcast staCo-channel and adjacent-channel uation.
lons operating on unrrved channels - 73,513
Mlimum distane
-separation
7307
Noncommercial educational channel assigContests. Icen.se.-onducted__________ 73.1216
menta under the United States-Mexico
Control, transmitter, Fual-.safe. for nutoFM Brooa-d t Agreement
73.504
matic trnnsnlssion systems
'3.544
Notice. Public, of licensee obligatfons.
T3...341202
Cross reference to rules In other Parts.-7..... 3.1010
NotlficaUans concernin
Interference to
Determination and maintenance of, Oper.
Radio Astronomy. Re_.arch and Recefr7'3.15G7
aun powe -In installations_
_
734030
Discontinuance of operation
7327L
Operating 1,
73.533
Distance eparaUon. Minimum. tetaeen
Operating on unreserved channeln Noncochannel and adjacent-channel station. 73207
commercial educational broadcast staDonor announcement .....
73.503
tion,
73.513
Dual lanuance broadcasting In Puerto
Operating power, determination and mainRico. TV/FM
73.1210
tenance of
73,567
EBS (Emergency Broadcast Syst
).
')
Operating rchedule ... ....
73.561
Educational channel assignments. NoncomOperation. Dicontinuance of
73.571
mercial. under the United States-Mexico
Operation during emergency
73.597
FM Broadcast Agreement
73.504
Operation for teat and maintenance
-.
73,1520
Educational. Noncommercial ztations on
Operation. Remote control
73.573
unreserved chnnnels.
.
7.5.,
3213
Operation under Subsidiary CommuncaEmergency Broadcast System (EBS)
.
()
tiona Authorizations (SCA)
73-95
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SUBPART C-NONCOMLTERCIAL EDUCATIONAL FM
BROADCAST STATIONS-Continued

SUBPART E-TV BROADCAST STATIONS

SUBPART E-TV BROADCAST STATIONS-

Continued

Acceptability of broadcast transmitters for
Operator jnd Station licenses; posting of .
73.564
licensing ...........................................................
73.640
General operating requirements (SubscripOperator requirements .................................... 73.565
Administrative changes in authorizations .... 73.615
. . . . .......... 73043
tion TV) .............
Performance of transmitter............................ 73.554
Affiliation agreements ind hetwork proGeneral requirements for type approval of
Personal attacks ......................
gram practices; territorial exclusivity in
73.598
modulation monitors .....................................
73.G92
nonetwork program arrangements ........... 73.658
Plans. State-wide ........................
73.502
General requirements relating to logs.
'13,609
Agreements. International................ 73.608
Portable test stations ........................................
73.1530
Identification. Sponsorship list retention:
Alternate main transmitters ............................ 73.637
related requirements .....................................
'13,1212
Posting of, Station and operator licenses .
73.564
Antenna height and power, requirements .... 73.614
Identification. Station ......................................
Power and antenna height requirements..... 73.511
73.1201
Antenna site, Use of Common.:.................... 73.635
Indicating instruments (requirements for)... /3.08
Power. Operating, determination and mainAntenna structure, marking and lighting .
73.1213
tenance of .......................................................
Indicating lnstruments-specificatlons .......... 73.1215
73.567
Antenna system and equipment, Changes
Inspection. Station ............................................
Program log ........................................................
73.605
73.582
in ...............................................................
73.639
Program tests .....................................................
Instruments. Indicating (requirements for). 73,688
73.1620
Antenna system. Transmitter location .......... 73.685
Instruments. Indicating-specifications .
73.1210
Protection from interference .......................... 73.509
- Applications for sharing of television chanInterference, Protection from ......................... 73.612
Public office. Broadcasts by candidates for.. 73.590
nels ......................
. . . . . 73.622
Interference to Astronomy. Research and
Puerto Rico. TV/FM dual language broadAssignments,
Table
of
............
73.606
Receiving installations. Notifications can.
casting in .....................................................
73.1210
Attacks. Personal: political editorials ............ 73.679
cerning ................... .........
731030
Rebroadcast ..........
.
.
73.1207
Audio
recordings.
Retention
of
.......................
73.622
International.agreements ..............................
7308
Recorded, taped, filmed material; BroadAural
modulation
monitors,
Requirements
License period, Station .
.......................... 73,1020
cast of ...............................................................
73.1208
for
type
approval
of
.......................................
73.694
Licensee-conducted
contests
............................
73.1210
Recordings, audio. Retention of ..................... 73.591
Authorization, Remote control ....................... 73.677
Licensee obligations. Public notice of ............ 73.1202
Records and logs. Availabiliby of ................ 73.568
Authorization,
Special
field
test
.....................
73.627
Licenses; Station and operator, posting of.. 73.660
Reference. Cross, to rules in other Parts .
73.1010
Authorizations, Administrative changes in... 73.615
Licensing, Acceptability of broadcast transRemote control authorization ......................... 73.572
Authorization. Experimental ........................ 73.1510
mitters for ........................................................
13.040
Remote control operation ................................ 73.573
Auxiliary transmitter .............
73.638
Licensing policies (Subscription TV) .............. 73.042
Requirements, Operator ..................................
73.565
Availability of channels .............................. ... 73.607
Lighting and marking, Antenna structure... 73.1213
Requirements. Power and antenna height ... 73.511
Availability of logs and records ....................... 73.674
List retention: Sponsorship Identification:
Requirements relating to logs, General .
73.581
Billing practices. Fraudulent .......................... 73.1205
related requirements ..................................... 73.1212
Retention of audio recordings ........................ 73.591
Broadcast of lottery information.................... 73.1211
Log, Maintenance .............................................
73.072
Retention of logs ................... . ......................... 73.585
Broadcast of taped, filmed, orxecorded maLog. Operating ..................................................
73,071
(Rules common to all broadcast stations),
terl ..
.......
73.1208
Log.
Program
......................................................
73.670
Scope.................................................................
73.1001
Broadcast of telephone conversations ........... 73.1206
Logs
and
records.
Aalability
of
...................
73.014
Rules in other Parts. Cross reference to .
73.1010
Broadcast transmitters, Acceptability for liLogs, General requirements relating to ......... 73.6009
SCA, Nature of (Subsidiary Communicacensing---------........
73.640
Logs. Retention of ....................
1.73
70....
tions Authorizations) .....................................
73.594
Broadcasts by candidates for public office ... 73.657
Location, Main studio ..................
73.013
Scope (of rules common to all broadcast
Candidates for public office. Broadcasts by. 73.657
Location,
Transmitter
and
antenna
system..
73.685
stations) ...........................
73.1001
Carrier frequency measurements ................. 73.1540
Lottery information. Broadcast of ................. 73.1211
Schedule, OperatAng ......................
Changes in authorizations, Administrative.. 73.615
73.561
Main
studio
location
.........................................
73.613
Service and licensing requirements ................ 73.503
Changes in equipment and antenna system. 73.639
Maintenance and tests, Operation for ........... 73.1520
Specifications-Indicating instruments ........... 73.1215
Changes, Transmission standards and ........... 73.682
Maintenance
log
.................................................
73.672
Sponsorship Identification; list retention:
Channels, Availability of .
..........
73.607
Marking and lighting, Antenna structure.... 73.1213
related requirements ...................................
Channels, television. Numerical designation
73.1212
Measurements,
Field
strength
.....................
7
3.08
of ......................................................
Standards of good engineering practice .
73.603
73.508
Measurements. Carrier frequency ............... .73.1540
Channels, television, Application for sharState-wide plans .
... . ...
. 73.502
Meters. Extension ..............................................
73.070
Ing of .......
.
73.622
Station and operator licenses; posting of..... 73.564
Modulation monitors .....................
73.691
Charts, Engineering ..................... .....
.
73.699
Station identification .......................................
73.1201
Modulation
monitors.
aural,
Requirements
Common antenna site. Use of.......................... 73.635
Station inspection ..............................................
73.563
for type approval of ...................................
3.64
Contests, Licensee-conducted ......................... 73.1216
Station license period ..................
73.1020
Modulation monitors. General requirement
Contours, Field intensity ............................... 73.683
Stations,
Noncommercial
educational
for
type
approval of . ...
..............
.....
392
Contracts providing for reservation of time
broadcast, operating on unreserved chanMonitors. aural modulation, Requirements
upon sale of a station. Special rules relatnels ..................................................................
. 73.513
for
type
approval
of
....................................
7
3.694
ing
to
.....
....................................................
73.659
Stereophonic broadcasting ............................. 73.596
Monitors. Modulation ...................... .. '73.691
Coverage, Prediction of .................................
73.684
Subsidiary Communications Authorizations
Monitors,
Modulation,
General
requireCross reference to rules in other Parts .......... 73.1010
(SCA) ................................................................
73.593
ments for type approval of ........................... 73.092
Definitions (Subscription TV operations) ..... 73.641
Subsidiary Communications AuthorizaMultiple ownership ...........................................
73.030
Definitions (TV technical standards) ............ 73.681
tions. Nature of.............................................
73.594
Network.
Affiliation agreements and proDiscontinuance of operation ........................... 73.667
Subsidiary Communications Authorizagram
practices;
territorial
exclusivity
In
Distance computations, Reference points.
73.611
tions. Operation under ................................. 73.595
nonnetwork program arrangements ........... 73.050
Dual-language broadcasting in Puerto Rico,
Taped. filmed, or recorded material: BroadNoncommercial educational stations ............. 73,621
TV/FM
..............
73.1210
cast of ...............................................................
73.1208
Notice,
Public. of licensee obligations ............ 73,1202
EBS (Emergency Broadcast System) .............
(1)
Telephone conversations, Broadcast of ....
73.1206
Notifications concerning interference to
Editorials, political, Personal attacks .......
73.679
Test stations. Portable .....................................
73.1530
Radio Astronomy Research and ReceivEducational stations. Noncommercial ........... 73.621
Tests and maintenance. Operation for .......... 73.1520
ing installations .
.......
7 3.1030
Emergency Broadcast System (EBS) .....
()
Tests, Equipment ...............................................
73.1610
Numerical
designation of television chan.
Emergency, Operation during ......................... 73.675
Tests. Program ...................................................
73.1620
nels .......................................................
73.603
Employment,
Equal
opportunities
................
73.680
Tolerance, Frequency .......................................
73.569
Operating log ..... ........
................ 73671
Engineering charts .............................................
73.699
Transmission system, Automatic, monitorOperating
power
..........................
,
73689
Equal employment opportunities ........... ..... 73.680
ing and alarm points .
......
73.546
Operating requirements, General (SubEquipment and antenna system, Changes
Transmission system facilities, Automatic.... 73.542
scription TV operations) ...........................
73.643
in....................
......
..........................
73.639
Transmission systems, automatic. Fail-safe
Operation, Discontinuance of ............... 73667
Equipment and technical system performtransmitter control for .................................. 73.544
Operation
during
emergency
........................
7
3.67
ance requirements (Subscription TV)
73.644
Transmission "systems, automatic (ATS),
Operation for tests and maintenance ........ 7.73,1520
Equipment tests ............
-....
................ 73.1610
Use of ................................................................
73.540
Operation, Remote control .............................. 73.670
Equipment. Transmitter and associated ....... 73.687
Transmitter. Auxiliary .....................................
73.555
Operation, Time of .........................................
73,651
Exclusivity, territorial, in nonnetwork proTransmitter control, Fail-safe, for automatOperator and Station licenses, posting of.., 73.660
gram arrangements; Affiliation agreeic transmission systems ................................. 73.544
Operator requirements .................................. 7 3,61
ments and network program practices...... 73.658
Transmitter performance ................................ 73.554
Ownership, Multiple ........................................ 73,030
Experimental authorizations
....
...... 73.1510
Transmitters, Alternate main ......................... 73.556
Extension meters .
..
.....
Performance requirements, Equipment and
.. 73.678
Transmitters, broadcast, Acceptability for
(Fairness Doctrine) Personal attacks; polititechnical system (Subscription TV) ............ 73.044
licensing ......................................... . ............ 73.550
cal editorials ................
Personal attacks; political editorials .............. 73.079
..........
73.679
TV/FM dual language broadcasting in
Field intensity contours .................................. 73.683
Points. Reference. and distance computaPuerto Rico ..................................................... 73.1210
Field strength measurements ........................ 73.686
tions ............-....
.
.
.
.7 73.011
United States-Mexico FM Broadcast AgreeField test authorization, Special ..................... 73.627
Policies. Licensing ............................................. 73.642
ment. Noncommercial educational chanFilmed. taped, or recorded material; Broad-' I
Political editorials: Personal attacks .............. 73.079
nel assignments under ...................................
73.504
cast of .. ............
............................
... 73.1208
Portable test stations ........................................ 73,1530
Unreserved channels, Noncommercial eduFM/TV. dual-language broadcasting in
Posting of. Station and operator licenses ...... 30
cational broadcast stations operating on... 73.513
Puerto Rico------------......
..
. 73.1210
Power and antenna height requltements .
3.014
Use of automatic transmission systems
Fraudulent billing practices ............................ 73.1205
Power. Operating ...............................................
73.089
(ATS) .................................... *.......................... 73.540
Frequency measurements, Carrier ................ 73.1540
Prediction of coverage ..................
7 3.084
Zones ....................................................................
73.505
Frequency tolerance ..........................................
73.668
Program log ........................................................
73.670
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SUBPART B-TV BROADCAST STATIONSContinued

SUBPART B--TV "BROADCAST STATIONS-

Continued
Program practices, network, and Affiliation
agreements; territorial exclusivity in nonnetwork program arrangements_
_
- Program tests ... .... .................
Protection from interference .................
Public notice of licensee obligations
Public office. Broadcast by candidates for.
Puerto Rico, TV/FM dual-language broadcasting in.. ________________
Rebroadcast________________________
Recorded, taped, filmed material; Broadcast of
Recordings, audio. Retention of_Records and logs. Availability of.._
Reference, Cross. to rules in other Parts Reference points and distance computations
.
Remote control authorization .73.677
Remote control operation
.
.
Requirements, Equipment and technical
system performance
Requirements for type apfoval of aural
modulation montors.
Requirements, General, for type approval
of modulationmonitors; ........
.
Requirements, General operating
Requirements relating to logs, General Requirements, Operator
Requirements, Power and antenna height.Reservation of time upon sale of a station,
Special rules relating to contracts provid.
ing for
_
Retention of audio recordings
Retention of logs
(Rules common to all broadcast stations),
ScopeRules in other Parts, Cross reference to .
Sale of a station. Special rules relating to
contracts providing for reservation of
time......
Scope (of rules common to all broadcast
stations)
Scope of subpart
.73.610
Separatidns (chamel)
Sharing of television channels, Applications

73.658

73.1620
73.612
'73.1202
73.657
73.1210
-73.1207
73.1208
73.622
73.67473.1010
73.611
"73.676
'3.644
73.694
73.692
73.643
73.669
'3.661
73.614
73.659
'73.622
73.613
73.1001,
73.1010
73.659
73.1001
'3.601
7..

73.622
for
Site, common antenna, Use of
73.635
Special field test authorization-..._ 73.627
Special rules relating to contracts providing
for reservatic of time upon sale of a station
.3.659
Sponsorship identification; list retention;
related requirements
. 3.1212
73.682
Standards and changes, Transmission73.660
-Station and operator licenses; posting of,Station identification .......
73.1201
73.665
Station inspection..73.1020
Station license period
Stations, noncommercial educational-._ '73.621
.....
73.613
Studio, Main, location ....
73.601
Subpart, Scope of
(Subscription TV operations). Definitions- 73.641
System, technical Equipment performance
requirements (Subscription .TV oper73.644
ations)
7.........
3.606
Table of assignments
Tables (Dlstance-degree conversions and
separations)- .
.
73.698
Taped, filmed, or recorded material, Broad'73.1208
cast of.
Technical system performance and Equipment requirements (Subscription TV op73.644
eratons).
...
(Technical standards), Definltions:
,.-.
73.681,
Telephone conversations, Broadcast of.,.. 73.1206
Television channels, Applications for sharing of.
'73.622
Television channels, Numerical designation
73.603
of.
Territorial exclusivity in nonnetwork program arrangements; Affiliation agreements and network program practices - 73.658
Test authorization, Special field-. 73.627
Test stations, Portable
'73.1530
Test and Maintenance, Operatlonfor__ 73.1520
Tests, Equipment .'73.1610
Tests, Program
-------- 73.1620
73.651
Time of operation .................
Time, Special, rules prviding for reiervation of. upon sale of a station
73.659
73.668
Tolerance, Frequency
..
Transmission standards and changes.___ .73.682

7'3.638
Transmitter. Auxiliary
Transmltter location and antenna sy-tem.... 73.85
Transmittea, broadcast, Acceptability for
73.640
licensing
Transmitters, Alternate man
73.37
73.6M1
Transmitters and associated equipment.
TV/FM dual-language broadcasting In
Puerto Ricoe
.............. 731210
Type approval of modulation monrtors.
73.62
General requirement,
Type approval of aural modulation monltors, Requirements for
'73.694
.
'73.635
Use of common antenna lte
Zones
73=.09

SUBPAXT
AflATIOAL
7BROADCAST
sTools-Contlnued
Required transmitter perfor.mace

Requirements. Lcensing
Requirements. Operatr.73.764

.

73.756

73.731

'73.751
Requirements, Power
Retention of logs .73.'782
73.788
Rough logs
73.710
Ruls In other parts. Cro reference to-_
(Rules common to all broadcast stations).
'73.1001
Sco0
fcpe (of rules- cmmon to 211 broadcast
73.1001
stations)
Searonal schedules and station license.
73.783
posting of
Service, commercial or sponsored programs. 73.738
Sponorship Identlfication. l
retention.
SUBPART F-VmnNATIONAL BROADCAST
73.1212
related requirements
STATIONS
'73.762
Station Inspect!".
Station Identification
'3.787
_
73.58
Alternate maIn trananItters
Station liense and seasonal schedule
Antenna .3.'753
____73.763
poing of_.______
73..768
Antenna structure, marking and lihtlng.
73.713
Testa. Program
Antenna sysems and equipment, Changes
73.712
Testa. Equipment
In,
73.759
73.761
Time of operation
-_
73.711
Appllcatlons Notlloaiion of fling
.73.767
Tolerance. Frequency
Areas of reception and geographical zones- 73.703
73.756
Transmitter. Required peromnace
Assignment and use of frequency3.'702
73.753
TransmitteM. Alternate naln
Authorization- ...
7...,"3.732
Transmitters. Auxiliar-y
'73.75'7
73.757
Auxiliary transmitters
Asslment
of
frequencles.
.
73.702
Ue
and
Bandwidth and modulation
73.'7C
Zones. Geozrpblcal. and areas of reception 73. 03
Commercial or spoasored programs; Service 73.88
3.1216
Contest Lensee
ducted
Nc BROADCAST SYSTEM
SUBPART G--Ma(
73.'785
Correction of logs
(EBS)
Cross reference to rules in otherrFt
73.110
Changes In equipment and antnna= system. 73.759
Acceptability of EBS attention signl
73.'701
Definitions (Technical'
equipment
73-942
Determining and maintaining operating
Action Emergency. Notification. DLsserni73.705
power
73.931
nation of
73.7C9
Discontinuance of operation
Approved national level interconnectint
73.'i93
Equal employment opportuiticssystems and facilitics of EBS Cloeed cir73.7 3
Employment-opportunities, Equal 73902
cult tests of_
Equipment and antenna rystem. Changes
73-920
Area.
Operational LOcl)_________
In..
3.759
73.906
Attention s gna
73.712
Equipment tests____________
Attention signal braraminss and radio
73.711
Filing of npplicatI, Notification of-.
'7S332
monutring
requirent73.7/84
Form. Log
73.910
Authenticator word 1"#
M7
Frequence, Asdencnt and
o
. 73.02
Authorizati
EBS M( reonc7 Boadcaxt
73.'754
.Frequency monitors______________
73.913
System)
Frequency tot-m
73.'67
Attention signal equipment. E3B, AcceptGeographical zones and are= of reception.. 73.703
ability
of
73-942
list retention:
Identification. Speonsorsh
73.911
Basle EBS plan
_
_
73.1212
related requirements
73-903
Checkls
LBS__
73.787
Identification Station_
Cl
zed
circuit
tests
of
approval
tionaUl
73.762
Invpection, Station
level Interconnecting systems and facili.
73.133
license period, Normal
73.962
ties of the LBS .
"
icense, Station, and seasonal chedules,
Common
carrer. commusicationz, Particfi
73.763
posting of
patlon by .
73.92
Ucensee-conducted contests _3.1210
Cammon program control station (CPCS). 73-916
73.731
Licenslng requirements
carrier
ParticfCommunications
common
Lighting and markins, Antenna structure, 73.783
pation by
73-9217
List retentio: sponorship Identifcation
Construction IndivIdual, of encodersan
73.1212
related requirements
73.943
73.784
Log form
Day-to-day emergencies posing a threat. to
'73.781
Logs
the safety of life and property, State level
73.783
Logs, by whom kept
S.785 and operational (Local) area level ,Ah - 73-933
Logs, Correction of
73.941
Decoder
devices
73.782
Logs. Retention of
Decoders and encoders. Individual con
Logs, Rough
.3.784
73.943
structon of_.
Maintaining and determining operating
Deviem.Decoder __73-941
73.165
power
'73-40
Devce Escdcr
73.'68
Marking and lighting, Antenna structure.
Dfssemlnon of Enm ency Action Notifl73.780
Modulation and bandwidth
73.931
cation
Modulation monitors_______________ 73.755
-.
73.903
EBS (Emergency Broadca tSysteml
73.754
Monitors, Frequency
EBS attention oil
equipment, Accept73.'755
Monitors, Modulation
abWtyof .73.942
73.733
Normal license period
EB authorizat_=_
_
73.913
Notification of filing of applications73.711
EMS checklist .73-903
Operating power. how determined and
operation during an operational
oBS
nnaintained
7_3.765
(Local) area level emergency
73.937
Operation, discontinuance of_
73.'769
EBS operation during a natfonal level,
73.761
Operation. Time of
emergen ,,
73.933
73.764
Operhtor requirements
LBS opermaton during a SA level emerPosting of station license and r&asoal
'73-936
.3.763
Cency
schedules
73226
LBS.Participation In the
Power, Operatinz. how determined and
LBS plan. Bas4 .73.911
maintalnet
73.765
LBS procedures. Teats of_
73.961
73.151
Power requirement
'73.922
LBS programming priorites
.
'3-'788
Programs, commercial or sponsored.
73.921
LBS. State operational plan .
Program tests________________ 73.713
Day-to-day.
pcsing
a
threat
to
Emergendes,
'73.7 0
Rebroadcast
the safety of life and property. State IeLel
Reception, areas of. and Geographical
and operational (Local) area level EAN .. 73.935
zones
73.703
'73.905
Emergency Action Notif cation (EAM. _
Reference, cross, to rules Inother Parts - 73.710
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l_)-ontinued

Subpart-G. -Objectives_-.. ....... .. --..719)2

1:cir=ency AcUl.n loziclon. fliz--srniaal= of

Y ERBOADCAST SYS=

(ms-Continued

.....

73:931

'73:937
rgenc,'Aution T emlnzlon.............
ncrency, operational Iaopl) Tma Tlerl.

il

TED operatlon.urlng
...
... .
£mcr-arjcn
national level. EBS Dperation

Sibpart--Q. Scope
................... 73.901
3
Termina lon. Emergency Actin .......
73.907
.Tsts of EBS procedureS...
........
13:961
'Tests. ClosedCircuit. of approved nationa
level ffnterconnectlng systems and lacil-

ties of"7.... . ......

..

..

3.9M2

EnauimenL EBB attention signal, Accept-

Transmission. -attention signal, and radio
monl~orn, Te Ulremn ts....................... 73.952
V.ordliste,,AuthentLeator..................
'73:912
,See subpart:G.

Inividual construction of encodersand Ade-

EEM Doe.a. S-2O855 Filed '-2-'78; E:45 uml]

Encoders nnd c ,-aera,
rtruction f_________

Encoder~davic .....

.

Individual eon_73243

.

73.940

Interconneling -yztems and 'facilities a!
uDBS. approved national JaveL Closed zr-

u[Lt tests o73:952
Lists
71911)
Lists, At, thentiatorew7rd.................... ...
73.9!D
(Lacc), Operational a7rea ........
.....
"7a.920
(Mmrd). Operational area level emergency.
13S operation during ...............
....--.
3.03
(Lacel). Operational area level and .tatL
level EAN: Day-to-day emergencies posing
n threat to thesIetyof life-andproperty 73.935

Monitoring. Radio. and attention signal
'transmission requirements-....... 73.932
National level emergency, EBS .Dperation
facilit[e of EBS, Closc.dsrcuitlests~of.
Nclv,otk. State relay ............

73.9B2
73.910

NIAC order .................................... . . ...
73.912
Non-participating.station (Non-EBS).....-73.918
Noti1ica on, Emergency Action. .....
'73905
NotfficaionM,Emergency Action. MlrsseminaObJectives of Subpart
....
tLrf2
MAU..
Opcratlngrocedure3.-Standard..
M7.909
Operation, 1BS. during an operational
,(Local) arealevel emergency..
.
..
73.937
Operation, SM. during a national level
emergency ....
9r
Operation, EBS, during
IEtate
level mmer...

....
e ry .........................

'3.96

....

'321
.

73:912

Originating prary relay station TOtigli
. .
.W .V17
Relay) ................
Pa.l'clpation
by rommunicatlons common
carriers .....................
.'735. 27
Participation InEBS...
Plan, EB, Basle ............

...................

1.525
.'7._

Plan, State peritionrlEB.................
Primary station (Primary) ......
.
Prmar relay station W ReaYl..
..
Prnary-rdlayZtalon. Orluinating.__......
Priorities, BES program-ng....................

'73521
'73.914
"3.915
'3.VI7
73:922

ProceGure, .BStlavf

'73.61

.................

Procedures. Standard operat1ng9..............'73139
Progranl eontrol station, ConinonOUPCS). "735396
Programtng rloritl.1BS ...........
.
'73.922
Property. life, Day-to-day emergencies
posing

threat 't

"the salety .o; Sttlelevel'opemtionral(.cal) arealevelESN .. '

Radio monitoring

nd -attention sgnal

tracak-ionrmquireme~ts ...............

RelaymetworklState ....................
Relay rtation. r1may.................

.

Relay sttion, -pfftnry,Originatbng_.....

Safety of 'life and property, Dayt-fty
emergencies posing 'a threat to; State
level and opertion ,(Local) 'area -level

EAV .
........... ................ ..... ........... ...... ......

35

"73M22

3.919
M.915

3XB17
. 35

Scope of Subpt0
..........................
3
Signal Attenticn .........................
...
'73.v0s
Signal equipmen't0 EBS, attentlon, Acceptabilityof ...................... ................ 73:942

Standard operating lprocedures
P(SOPg)
....
3.9
StateEBSperationalplan..........
... =73921
State level and operational (Lcal) -area
level EMT: Day-to-day'emergencles'pcslng
a threat to the eafety-of life and propemty '7353&
State level emergency, EBS -operation
during ........ 1...........
_... 73.936
State relay Ietwork
.................
73919
Statlon. Common programaoritroL. .........

TBC Docket No. 78-103:FCC7Z-3]

;PART 73--;MAD10 BROADCAS7
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SERVICE

tLanderazlz ond Zdbleecosts by 1Ingally

National level interconnecting synems and

Operational plan. State EBB .................
Order, NIAC .................
.'.

[6772-QA_

.916

Station.
pating ..................... 1npa
73:912
Station. rlmary..,................ ,.......~....
'73.914
Station, P7r1rnaryelay........................ '73.915
Station. Originstingprlmary~rolay
-........
73.9M7

Zualfied
'Office

'Candidcles 'for Pubfic

AGRC
Federal Communications
-Y
Commission.
ON:
O Mna rules.
StiMM~AH7-'The FCC is -amending its
rules on political broadcasting and
cablecasting to zlarify them and eesolve mncextainties in their application; also, to make -certain paragrxpls
fully interpretative of applicable zectlons of -the -Communications Act as
amended 'by 'Congress In l1972, 1974,
and 19'6. We ,believe Dur action will
make t ,much (easier for broadcast licensees, table television system operators, andipolifical candidates 'to understand -thelaw in this area.
E' ZCrIV
DATEAugust.23, 197B.
ADDRESSES: Federal ;Communicalions Commission, Wasbington, D.C.
20554.
FOR FURTHER
INFORMAITION
CONTACT:
William 'B. -Ray. Broadcast Bureau,
202-632-5414. 'this is not a toll-free
telephone numberIn the matter of amendment of
parts 23 .and 76 of -the Commission's
rules relating to broadcasts and cablecasts by legally qual fied ,candidates
for public office, BC docket No. 18103, FCC 78-503; Report and order'(43
FZ 12402).
Adopted: July 1-2,1978.
Released July 27.. 78.
-1. The Commission has-before it for
consideration the NTotice of Froposed
Rule Making 'dopted March 16, 1978,and -released ,March 124, 1978 (CFCC'7B
205) and comments filed in response
thereto on proposed 'amendments to
the rules relating to broadcasts and

cablecasts by legally qualified candidates for public office, Additionally,
the Commission considerm herein certainother amendments 'to the political
broadcasting and cablecasting Tules to
Tnake them fully interpretative Lof section 315 of 'the Communications -Act o
1934, as amended.
2.Timely comments on the Notice of
Proposed Rule Maidng 'were filed by
eight parties: American Broadcasting
'Co., Inc. (ABC); Belo Broadcasting
Corp. (Belo); CBS, Inc.; the firm of
Jorgensen, Johnson & Northrop on
behalf of eight licensees (Jorgensen);
National Association of Broadcafter
(NAB); :National Broadcasting Co., Inc.
(TEC).; INational Radio Broadcasters
Association GRBA), and Public
Broadcasting -Service (PBS). After the
announced closing date for comments,
the National Cable Televi:iIn Artsoelation (NCTA) and the National Black
Media Coalition (NB2IC) each filed
comments on a single 'but different
aspect of the proposed rulemaldrg.
Despite the late ffl!g, both commenthave been considered. No reply comments were filed.
Pfxl
Bm T DEnIIUTIOuis or CtPiwxIATr3

3. The particular parts of the political broadcasting and cablecasting rulcs
to Which our 'notice was directed are
those defining a "legally qualified candidate for public office" for the 'purposes of theCommunications Act. The
definitions In the present broadca.t
rules, which are almost Identical to
those !n: the cable television rules, ure
,
as follows,
(a) D ifnitbn--A "legally qualified candidale" means any person -vlho
lbs publicly
announced that he is a candidate .for nomi.
nation by a convention of t political party
,or lor nomination or election in a primary,
special, or general election, -municipal,
county, State, ror national, nal 'Who mceth
the qualification5 prescribed by 'the applicable laws to bold the office for which he Is a
candidate, so that be may he voted lor by

the electorate directly or by means of dele.
gates or electors, and who either.
(1) Has ualified for u place on the be!lot,
or

(2) Has publicly committed hilnelf 'to
seeking election 1)y the write-in method, nnd

'Is eligible tnder the applicable law to be
voted for by sticker, by writing in hi n=ame

on -the ballot, or 'other method, and mahcs a
substantial showing 'that be Is a bona fide

candidate forsnominatlon or office.
We were concerned about three spects of these rules: (1) They permit
write-in candidates to become legally
qualified for purposes of zuotlons 312
and 315 ,of the sct 'earlier than candldates Who seek 'to qualify for places on
the ballot: (2) with respect to -candidates seeking nomination by convention, caucus, or similar means other
than a primary election, they specify
no requirement for becoming "legally
qualified" candidates for nomination
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• e,ept pmblic announcement of candidacy and eligibility to hold the office
that is souight; (3) with respect to-candidates seeking nomination to the offices of President or Vice President of
the United States, the rules not only
suffer from the deficiency set forth in
(2) above, but leave unanswered the
question of the number of States in
which one must qualify for nomination to be considered a candidate najiorwide.
PRoposED NEw DEFrlrrioNs
4. In order to eliminate these prob-

lems, we proposed to adopt the following revised definition of a legally
qualified candidate:
(a) Legally. qualifed candidate. (1) A legally qualified candidate for public office Is

any person who:
(i) Has publicly announced his or her intention to run for nomination or office;
(ii) Is qualified under the applicable local,
State, or Federal law to hold the office for
which he or she is a candidate; and.

(iii) Has met the qualifications set forth in
either subparagraphs (2), (3), or (4), below.
(2) A person seeking election to any public
office, or nomination for any public office
except that of President or Vice President
of the United States, by means of a primary,

:general, or special election, shall be consid.
ered a legally qualified candidate if, in addi.
tion to meeting the criteria-set forth in subparagraph (1), above, that person:
,M(i)Has qualified for a place on the ballot,

or
(ii) Publicly announces his or her inten-

tion to be a write-in candidate and makes a
,substantial showing that he or she is a bona
fide candidate for nomination or office:
;Except, that no person shall be considered a
legally qualified write-in candidate prior to

in which write-in and ballot candidates
may be considered legally qualified for
purposes of the Communications Act;
(b) Subparagraph (3) adds the requirement that candidates seeking
nomination by convention or any
means other than a primary election
make a "substantial showing" of bona
fide candidacy, which would eliminate
from the "legally qualified candidate"
category those who seek equal opportunities and other statutory benefits
by merely stating that they are candidates. We also requested comments on
whether there should be a limit to the
period in which those seeking nomination by means of a convention or similar proceeding to any office except
that of President or Vice President
might be considered legally qualified
candidates for purposes of the act. For
example, under subparagraph (3)
should anyone be considered a legally
qualified candidate for nomination
more than a certain number of days
prior to the convention or other event
which will name the nominee?
(c) In subparagraph (4) we proposed
to incorporate into our rules the holding in the Pat Paulsen case I that a
person who has legally qualified as a
candidate for a political party's nomination for President or Vice President
in one State must be considered such a
candidate nationwide. We also proposed to provide an alternative
method of achieving nationwide candidacy status-making "a substantial
showing that he or she Is a bona fide
candidate for such nomination."

State or territory of the United States, or
(ii) He or she has made a substantial

CommN=s ox Warra-Irz CANDiDATE
RuLEs
6. The proposal to equalize the time
during which write-in and ballot candidates may be considered legally quailfled for purposes of the Communications Act was supported, either In
detail or in principle, by seven of the
nine parties filing comments on It.
ABC, NAB, and Jorgensen supported
it without reservation. Belo also endorsed it but suggested slight language
changes in the proposed rule. CBS favored the concept of a time limit but
stated that the laws of some States set
no date before which one cannot qualify for a place on the ballot and suggested that we establish a date, perhaps 90 days before the State's final
date for ballot qualification, before
*which no candidate can be considered
legally qualified.2 To this end, CBS
suggested revisions in the "Except"
clause of proposed subparagraph

PROPOSED CHMNGES
5. The significant changes thus proposed in the new definitions may be
summarized as follows:
(a) Subparagraph (2)(if) seeks to
equalize the time prior to an election

'Walt Disney Producions, Inc., 33 FCC
2d 297 (1972)% aff'd. 33 FCC 2d 835 (1972);
aff'd sub. nom. Paulsen v. FCC, 491 P. 2d
887 (9th Cir. 1974).
2In response to staff inquiry, CBS later
cited five States as being among those specifying no starting date for qualifying for
ballot status Connecticut, Delaware, Michl.
gan, Missouri, and New Jersey.

the time that candidates for the same nomi-

nation or office are able, under applicable
local, State. or Federal law, to qualify for a
place on the ballot.
(3) A person seeking nomination to any
public office, except that of President or
Vice President, by means of a convention,
caucus, or similar procedure, shall be considered a legally qualified candidate if, in addition to meeting the criteria set forth in iubparagraph (1), above, that person makes a
substantial showing that he or she is a bona
fide-candidate for such nomination.
(4) A person seeking nomination for the

offices of President or Vice President of the

United States ,shall be considered a legally
qualified candidate in all States and territories of the United States if, in addition to
meeting the criteria set forth in subparagraph (1), above,

(i) He or she, or proposed delegates on his
or her behalf, have qualified for the primary or. Presidental preference ballot in any
showing that he or she is a bona fide candidate for such nomination. -

(2)(H). NBC suggested that in States
which have no definite opening date
for filing for ballot status the time for
allowing write-in candidates to become
legally qualified be set as the last date,
under State law, to qualify for a place
on the ballot NRBA supported the
Commlson's proposal but suggested
that for the ake of uniformity we set
our own date before which a candidate
will not be considered legally qualified.
rather than relying on each State to
set its date. PBS and NBMC were the
only ones to oppose the time limitation. PBS asserted that this is not a
substantial problem, since stations
have the right to determine when to
make their facilities available to candidates and If a problem does exist with
respect to Federal candidates under
the "reasonable access" provisions of
section 312(aX7), the Commission can
deal with it by setting a date on which
"reasonable access" rights vest. PBS
also argued that the proposed limit is
unnecessary because under the present rules, if a write-in candidate "uses"
broadcast facilities prior to the time a
ballot candidate can qualify, the intended ballot candidate "can secure
equal opportunity rights by declaring
that he or she will pursue the office as
a write-in candidate, if they fail to
obtain ballot status * *'Finally, PBS
stated that the proposal does not defer
to State laws as the commission's policies generally do In this area. PBSthinks that If State -law allows a writeIn candidate to qualify as a legally
qualified candidate before a ballot opponent, the Commission should do
likewise.
7. NBMC's opposition was based on
broader grounds. It stated that writeIn candidates already are at a disadvantage because they are not as well
known as major party candidates, ahd
that even if under the present rules
they are able to qualify as candidates
and obtain some broadcast coverage,
"the result could only be to lessen the
disparity between write-ins and ballot
candidates." NBMC asserted that
under the 1959 amendments to section
315 creating four categories of exempt
"nonuses," licensees cover the major
party candidates in exempt programs
during an election but the write-in
candidate "is not only not entitled to
equal time, but may not even be able
to rely on the fairness doctrine," citing
Benjamin Spockc, 44 FCC 2d 12 (1973).
NBMC also quoted from the U.S. Su-

preme Court decision in Williams v.
Rhodes, 393 US. 23 (1968):

Write-ins are no substitute for a place on
the ballot ° 0 0 to force a candidate to rely
on write-ins is to burden him with a dsability. It makes It more difficult for him to get
elected and for the voters to elect him.
NBMC stated that If the rationale for
the proposed rule change "is to put all
candidates on an equal footing as to
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wlhen 'they nre legally patlfie4 then,
the.major party :primary dates re Lo
unfair. (Often, third-'party candidates
qualify after the Demooratkc-Republican Primary. Therefore, to 'be consistent.
,,.andidate -shuldquaify un:til
all can qualify." ike _PBS, NEMC
maintained that in adopting -this:propasal the Commission avould be mbandoning its policy of basing the qualfications of a candidate on the law mT
the State in 'which the -electionis held.
NB.MC asserted that the States are in
a better :position to determine -hen
write-In candidates will be considered
to be bona fide candidates, and that
"The ZCommission should refrain from
restricting urite-in candidates' access
rights -where State
law puts no such
*
"
restriction
S. After -carefully ronsidering all of
the 'comments on this aspect of the
proposed xuldmakdng, T.w e fdecided
not to amend the rules to limit the
time in which a write-in candidate
shall be considered legafly ilualified.
We are" inclined to agree "with PBS
that, this is 'not a miajor problem. In
fact, It -hasrarely arisen. When it does,
as PBS suggests, It ran be :dealt '*wlth
under the "reasonable access" provisions of section 312(a)(7) so far as Taderal candidates are roncerned. With
respect to local and State candidates,
licensees are -underno specfic :statutory .bligation to grant access, 'andthey
may exercise their reasonable, good
faith judgment us to when to make
time available. We believe that the
present rules -onthis :subject are adequate for most purposes and that the
"reasonable access" requirement for
Federal rcandidates and the ,exercise of
licensee -discretion regarding -allothers
appear sufficient to cope with future
problems in this area. If the 'problems
became major, we 'shall deal 'with
them at that time. Accordingly, we are
leaving unchanged the "Ddfinition"
portions of ,our rules as -they relate to
writ-in candidates.
"CAmDDATES FOR O rnrATiow- Y
Coxvisuuxou
D. All parties commenting on it -supported the proposal in subparagraph 3
to require that persons seeking nomination by convention or -caucus to an
office other than the Presidency or
Vice Presidency make a substantial
showing that they are bona fide condidates for nomination. The parties differed as to the extent 'to which 'the
Commission should define "substantial showing" rather than leaving the
determination of the 'meaning -of that
term In specific cases to licensees, and
whether the Commission should incorporate guidelines in its rules. ABC and
Jorgensen suggested a concept similar
to that pproved for one write-in candidate in Socialist Workers, 26 FCC 2d
244 (1970), te., ,evidence tf the Issu-

ance oi press weleases, naintenance aof
a campaign committee, 'delirzrinr -addresses U pjolitical m-etings., and xistribution r! campaign literature. However, ABC recommended "coniderable
flexibility as to .such element." Melo
believed 'it ' preferable to give greater
certainty to the meaning of [substantial showing] on case by case adminstrative interpretations than to undertake the 'unsuitable task -offixing that
meaning by rule definition.' N BC and
NAB also recommended not 'defining
the phrase in the rules or, at most,
merely annexing to the rules illustrative examples of the types of activities
contemplated. NIBC urged that the initial determination be left-to the licensee, zince.factual situations may vary so
much, and that the Commission
review the licensee's judgment only
for good faith and reasonableness.
However, RNRBA 'believed that the
definition should be as specific as possible and -thatan outline of "substantial showing" ,should be included in
the rules rather than restricted to
'other FCC Zocuments, since it says
almostall broadcasters have coplies of
the rules but "Yew, if tny, maintain
copies of the Dfficial reports." CBS did
not ',objert", to this provision, 'but
urged reliance ron licensee Judgments
in -determinations under the standard.
PBS .stated that while the guidelines
mentioned in Socialist Worerz are
helpful, ",they still leave substantial
areas -of -uncertainty * * *." It urged
that the Commission make it clear
that "mere nominal compliance with
the four criteria mentioned [in Socialist Workers] are not sufficient to establish that u -candidate Is legally
qualified * - * they should be w-equired to establish that they have
some 'public support for their :candidacy, that their rampaign rcommittee ,eflects a real organization
* t
t
they have (lection :headquarters and
tha't they have -addressednot -onlypolitical meetings or groups 'in the past
but that they have a reasonable 'chedule of such campaign .efforts in the
future."'
30. As -or setting ' limit ,on the
period during 'which 'candidates covered by subparagraph-13) may become
legally qualified, ABC believed there
was no pradtical way for the Commission to set a linit since "typically
there is no local law establishing u
time limit for candidacy in the nonelectoral process;" It -and NAB both
believed this problem could best be
dealt with in the "reasonable access"
inquiry in BC docket i"o. 78-102. Balo
also believed that ".there are practical
difficulties In fixing a specific limitation * * 4." It suggested that if any
limit were adopted it correspond to
the 45-day prenomination period prescribed by.section 315 for pplication
of the lowest-unit-charge require-

meAt. CBS zzg0EztC~d a catoff 'date
consitent with what 'it zuggested Ifor
write-in candidate (apparently, 90 ,days

before opening of the convention or

caucus). N'BC suggested 45 days before
the convention as the date on which
candidacy should commence for purposes of the rule. 1RBA suggested
that the Commission itself fix the
number of days before a convention
during which a candidate for nomination could become legally qualified,
Jorgensen stated that candidates competing for nomination by convention
for caucus normally need less widespread publicity for 'their randidacie
"since they will be chosen nt by the
public at large but by a -m2ller
number of knovm delegates * * *.The
convention or caucus candidate will
succeed or fail more as a result of his
direct contacts with the delegate
than as a result of broadcast publicity." For this reason, Jorgensen recommended -atime limit of no more than I

month for such candidacies.

PBS

made no suggestions 'for a pro-convention 'time limitation.
L After considering the commenta
and reviewing our experience over the
years in dealing with Inquiries and
complaints in this area, we have determined to adopt subparagraph (3) as
set forth in the notice znd to 'add
thereto the followin. time limitation
clause:
Except, that no person shall be considered
a legally qualified candidate for nomination
by the means set forth in this subparagraph
prior to 90 days before the beginning of the
convention, caucus or similar procedure 'i
which he or she seel" nomination,
We believe the "substantial showing"
requirement should be applied 'ere
for the same reason that we long ago
established the requirement for persons claiming to be write-in can.idates; namely, to'deny to those zwho do
no -more than state that they are candidates the 'benefits which Congres
intended to accord serious candldatvs
for public office. "The absence of Iaw
in -many States setting standards for
eligibility of write-in candidates nd of
such 'laws in most if not all Statea with
respect to eligibility to seek nomination to local or State office by convention or caucus, leads us to the conclusion that we must establish some criteria for distinguishing between serious
candidates and those who may be
mere publicity seekers trying to take
advantage of Federal laws,which wre
enacted to assure equal opportunlties
to those genuinely contending for election to public office. As for the time
limitation of 90 days before opening of
the convention or 'caucus, we believe it
a reasonable period for all except na.
OHowever, the lowest unit charge rcaure.
ments of section 315 apply only 'to primary,
special, and general electiors. not to ronvcmtions-or mcucises.
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should be settled and we shall consider that they are seeking the nomination
it along with the Pat Paulsen Issue. In on a meaningful, realistic and nationfact, we see no reason why the require- wide basis before according them naments for gaining nationwide status as tional rights under section 315(a) and
a legally qualified candidate for elec- section 312(a)(7) * * 0" PBS favors a
tion to the Presidency should be dif- requirement "that he or she is on the
ferent from those for achieving similar ballot in primaries or make a substanstatus as a legally qualified candidate tial showing of a bona fide candidacy
for nomination for that office.
In at least 10-States." It takes the 1014. Although all commenting parties State standard from the Presidential
agreed that the 1-State candidacy 1l- Election Campaign Fund Act, 26
lustrated in the Paulsenruling was in- U.S.C. §§ 9001, et seq., which requires a
sufficient to gain nationwide status as candidate in the general election,
a candidate, their recommendations other than a major party candidate, to
ranged all the way from "more than demonstrate that he or she is on the
1" State to' as many as 20 States in ballot in at least 10-States to be eligiwhich the candidate would be required ble for matching Federal funds. 26
to become legally qualified or make a U.S.C. § 9002. PBS says "Congress essubstantial showing before being con- tablished that standard as a reasonsidered legally qualified nationwide. able measure of whether a candidate
NAB pointed out that some States has national support* * *."PBS states
CANDIDATES FOR PRESIDENT AND Vies
have minimal requirements for voter that under Its proposed 10-States
PRESIDENT
signatures in order to get on a primary standard, 8 of the candidates in 1976
12. All parties commenting on the ballot. It urged that "localized politi- for Democratic nomination would
subject opposed the proposal in sub- cal activities" not entitle a person to have been considered national candiparagraph (4) to codify the ruling in "automatic nationwide" status, and dates on the basis of their ballot canPat Paulsen that a person who has le- that it is "an unfair imposition upon didacies and 4 more who were on the
gally qualified as a candidate for his both the broadcaster and the elector- ballot In 6 or more States might well
party's nomination for President or ate to entitle frivolous candidated [to] have qualified under the "substantial
Vice President in one State must be 'equal time' and access rights." In showing" standard.
17. Although NAB stated that some
considered such a candidate nation- urging a more extensive showing by a
wide. Because of the complexity of the candidate, CBS stated that, according States "have very minimal requireissue and the fact that the next Presi- to Its information, there were 30 Presi- ments for voter signatures, so that
dential election is 2 years away, NRBA dential primaries or preference ballots qualifying as a candidate is a relatively
suggested allowing more time for con- in 1976 and many persons were on the easy task," none of the parties fursidering this question and separating ballot in only 1 Democratic or Repub- nished specific information on this
it from the current rulemaking. PBS lican primary, including Rick Lowen- subject. Inquiry by our staff into the
also urged that this question be con- herz, Stanley Arnold, Shorty Price, requirements of a sampling of States
sidered in a separate future proceed- Billy Joe Clegg, Bernard Schecter, Lar indicates that It is easy to attain ballot
status in Presidential primaries in
ing and that the Commission at that Daly, Frank Ahern, Abram Elsenman
time also consider the definition of a George Roden, H. R. H. Fifi Rockefel- some States, although others make
Presidential candidate for purposes of ler, Tommy Klein, Jesse Gray, John the task much more difficult. In many
the general election. It believed that H. Gonas, Henry Lomento, and Floyd States, the Secretary of State or a
the two definitions are closely related Lunger. Under the Paulsen ruling, board of State officials selects ballot
and the definition for purposes of the each was entitled to reasonable access candidates on the basis of their being
general election is a most important and to opportunities equal to those ac- "generally advocated and nationally
one. NAB and NBC likewise raised the corded the Democratic and Republi- recognized as candidates." Persons not
question of defining Presidential can- can Presidential candidates in all 50 so chosen may get on the ballot'by pedidacy for purposes of the general States, the District of Columbia, and tition or, In at least 1 State, by merely
the territories.
filing an announcement of candidacy.
election.
15. NBC suggests that we require a The minimum number of signitures
13. With respect to the general eleccandidate to qualify for the ballot or required on petitions ranges from an
tion question, proposed subparagraph
(2) already defines a legally qualified malke a substantial showing of bona apparent low of 200 to a percentage of
candidate in all general elections. To fide candidacy in at least 20 States in the total State vote for Governor or
make this fact more clear, we have in- order to achieve nationwide recogni- President in the last general election.
18. After considering the comments
serted language to the effect that the tion. It points out that under the 1974
provisions of subparagraph (2) apply revisions of the Federal Election Cam- and our own experience and research
to general elections to the Presidency paign Act, candidates for nomination we have decided to overturn one part
and -Vice Presidency, although not to to the Presidency are required to of the Paulsen ruling and to require
nomination for these two offices. make a showing of financial support in that- a candidate for either nomination
There remains, however, the question at least 20 States In order to be consid- or election to the Presidency gain
of vwhether a person who is a legally ered candidates for purposes of eligi- ballot status or make a substantial
qualified candidate in .one, two, three, bility for Federal campaign funds. showing of bona fide candidacy in at
or any number of States and territor- Pub. L.93-442, 92d Cong., 1st sess., 88 least 10 States in order to achieve naies less than all of them, is to be ac- Stat. 1263. As for the general Presi- tionwide status as a candidate so as to
corded nationwide status as a Pesi- dential election, NBC states that In entitle him or her to such rights as
dential candidate in the general elec- 1976, 15 candidates were on the ballot "reasonable access," "equal opportunition for purposes of equal opportuni- in at least 1 State or the District of ties," and "lowest unit charge" in all
ties, freedom from censorship, reason- Columbia; 10 were on the ballot in at States, territories, and the District of
able access, etc. This question has least 10 States.
Columbia, regardiles of whether he or
rarely if ever been raised concerning a
16. PBS urges that we require that she is on the ballot or has made a subgeneral election for President and Vice candidates for Presidential or Vice stantial showing of candidacy In a parPresident. We agree, however, that it Presidential nomination "demonstrate
ticular State. Persons qualifying in

tional -conventions (which are not covered in subparagraph (3)) gnd that
adoption of a)imitation representing a
period twice that specified in section
315 of the act for lowest unit charges
preceding a primary election will give
certainty as to their rights and obligations to candidates, broadcast licensees, and cable system operators alike.
We are adopting NRBA's suggestion
that at least an outline of the meaning
of "'substantial showing" be included
in the rules by adding subparagraph
(5) to the "definitions" paragraph. It
states the general meaning of the term
and gives some examples of activities
.normally involved in such a showing,
while stating that there may be still
other activities which would contribute to such a showing.
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fewer than 10 States still will be accorded all of their section 312(a) and
315 rights in the States in which they
are on the ballot or have made a substantial showing of bona fide candidacy. We believe this is a reasonable
standard for determining national candidacy. According to PBS, it would
have permitted between 8 and 14 persons to achieve nationwide candidate
status in the 1976 Democratic nomination campaign. According to NBC, 10
candidates were on the ballot in 10 or
more States in the 1976 general Presidential election and 3 more who were
on the ballot in from 6 to 9 States
might also have qualified under the
"substantial showing" requirement.
19. It should be noted that the
ruling in Paulsen that he should be
considered a legally qualified candidate for Presidential nomination in all
States because he had qualified as
such In New Hampshire was only one
part of a ruling which was principally
concerned with the definition of a
"use" by a candidate, and that neither
the petition for Commission review of
the staff ruling nor the appeal to the
courts was based on the part of the decision we are overruling here. Thus,
neither the Commission nor any Federal appellate court has ruled specifically on the point at issue in subparagraph (4). The requirement that a candidate gain ballot status or make a
substantial showing in 10 States in
order to gain candidate status in all
States does not mean that a candidate
failing to reach the 10-State minimum
is automatically denied broadcast time
in States where he has not qualified.
Broadcasters in these States may give
or sell time to such a candidate if they
so desire. Our new requirement does
mean that stations are not required to
grant equal opportunities or reasonable -access to candidates outside the
areas in which they have qualified
unless they have met the 10-State test.
In some cases, such as Paulsen, it may
even be to the advantage of the "oneState" Presidential candidate not to be
considered a legally qualified candidate nationwide. Regardless of that
consideration, we believe it unreasonable and contrary to the intent of Congress to hold, for example, that because a person has obtained a ballot
position in one State merely filing an
announcement of candidacy or obtaining 200 signatures on a petition, he is
entitled to all of the rights of a candidate for Presidential nomination in all
other States.
OTHER RULE AMENDMENTS
20. In addition to the foregoing
amendments, additional ones are necessary to bring other parts of our rules
into conformity with amendments to
the Communications Act adopted by
Congress in recent years. Since the

amendments are interpretative of stat- "comparable charge" provisions of secute or, in one other instance, merely tion 315(b) of the act as amended.
serve to clarify requirements already Former par. (c)(2) becomes new par.
inherent in the rule, notice of pro- (c)and is titled "Discrimination be.
posed rulemaking need not be pub- tween candidates." Par. (d)"Records,
lished nor comments solicited. 5 U.S.C. inspection" is being revised to clarify
§ 553(b) (A) and (B).
its meaning. The present language of
21. In 1972 Congress adopted the the first sentence of the rule refers to
Federal Election Campaign Act of "requests" for broadcast time made by
1971 (FECA), amending section 315 of or on behalf of candidates for public
the Communications Act in order, office. It also refers to "the charges
among other things, to limit the made, if any, if the request is grant.
charges made for use of broadcast sta- ed." [Emphasis added.] Thus, the sentions and cable systems by political tence indicates that the rule refers to
candidates during certain periods. The both paid and free time. We believe
Federal Election Campaign Act was that additional language should be
amended in 1974 and again in 1976 but added to make clear the fact that gifts
the above provision relating to charges of political time, whether or not "remade to candidates was not affected.
quested" by candidates, must be en22. The Commission issued a public tered in the
file and that all
notice on March 16, 1972, 37 FR 5796, requests and political
time provided by the li34 FCC 2d 510, interpreting FECA as censee without charge should
be en.
it amended the Communications Act tered as soon as possible
during the
and another public notice on June 10, entire campaign.
We believe such
1975, 40 FR 28664, 55 FCC 2d 279, on
clarification is consistent with the inthe effect of the 1974 amendments. herent requirements
of the rule and
The 1972 public notice called attention
the
purposes
for
which
it was adopted
to the fact that -the guidelines set
forth therein, for compliance with the and later amended. This Is particularFederal Election Campaign Act were ly evident in light of the relationship
inconsistent with some parts of the of this paragraph to par. (e)the "7Commission's existing rules on politi- day rule" since a candidate may be
cal broadcasts and cablecasts. The unable to make his request for equal
notice stated that "such inconsisten- opportunities within the specified Icies are to be resolved in favor of the day period unless he can learn by inguidelines" and stated that the Com- spection of station political files what
mission would amend the rules in the time has been either sold or provided
future to conform to the guidelines. free to opposing candidates, regardless
Some of the guidelines in"the 1972 of whether they make "requests" for
public notice were made obsolete by It. It is equally evident that unless all
the 1974 amendments to FECA. It is such gifts or sales of time are entered
essential to amend our political broad- in the political file as soon as possible
throughout the campaign, opposing
casting and cablecasting rules without
candidates may not be able to file
further delay to make them consistent
their requests for equal opportunity
with present statutory provisions.
within the required period. AccordingBROADCAST RuLEs
ly, we are revising the language of par.
23. For the reasons set forth above, (d) to clarify its requirements and rewe are amending our rules on political solve any uncertainties as to Its meanbroadcasting as set forth in appendix ing that may have existed previously.
A. In line with our present policy of Since the revisions are only of this
consolidating the rules governing op- nature, publication of a notice of pro.
eration of the different broadcast ser- posed rulemaking is unecessafy. See
vices as they apply to the same sub- 5 U.S.C. 553(b)(B). In order to elimiject, we are substituting for present nate any uncertainty as to the possible
sections 73.120, 73.290, 73.590, and scope of the rule we also should ex73.657 a consolidated section to be des- plain that it refers to time used by
supporters of candidates, as well as
ignated section 73.1940.
24. The specific changes in the that used by candidates themselves.
broadcast rules are as follows: Par. (a) Pars. (e) and (f) of the present rules
"Definitions" is amended as explained remain unchanged.
above and set forth fully in appendix
ORIGINATION CABLECAST RuLES
A. Par. (b) "General requirements" is
25. The National Cable Television
deleted, since it merely paraphrases
section 315(a) of the act as it read Association's comments did not adbefore the 1972 and 1974 amendments. dress the specific rule changes proFormer par. (c)(1) "Rates and prac- posed in our notice, and we believe
tices" becomes new par. (b) under the that this is not the appropriate proheading "Charges for use to stations." ceeding in which to rule on the quesPar. (b) will consolidate references to tions raised therein regarding the
rates.charged to candidates, including Commission's authority to adopt rules
the provisions of former par. (c)(1) relating to cablecasts by political canand the- "lowest unit charge" and didates.
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(2) A person seeking election to any
(i) He or she has made a substantial
public office including that of Presi- showing of bona fide candidacy for
dent or Vice President of the United such nomination in that State, terriStates, or nomination for any public tory or the District of Columbia;
office except that of President or Vice Except, that any such person meeting.
President, by means of a primary, gen- the requirements set forth in paraeral or special election, shall be consid- graph (a) (1) and (4) In at least 10
ered a legally qualified candidate If, in States (or nine and the District of Coaddition to meeting the criteria set lumbia) shall be considered a legally
forth in subparagraph (1) above, that Qualified candidate for nomination in
person:
all States, territories and the District
(I) Has qualified for a place on the of Columbia for purposes of this act.
ballot, or
(5) The term "substantial showing"
(ii) Has publicly committed himself of bona fide candidacy as used in paraor herself to seeking election by the graphs (a) (2), (3). and (4) above
write-in method and is eligible under means evidence that the person claimapplicable law to be voted for by stick- ing to be a candidate has engaged to a
er, by writing in his or her name on substantial degree in activities comthe ballot or by other method, and monly associated with political cammakes a substantial showing that he paigning. Such activities normally
or she is a bona fide candidate for would include making campaign
nomination or office.
distributing campaign literaPersons seeking election to the speeches,
ture, issulng press releases, maintainoffice of President or Vice President of ing a campaign committee, and
-the United States shall, for the pur- lishing campaign headquarters estab(even
Wni.A,, J. TancAnico,
poses of the Communications Act and though the headquarters in some
inSecretary.
the rules thereunder, be considered le- stances might be the residence of the
gally
qualified
candidates
only
In
Part 73 of Chapter 1, Title 47, Code
candidate or his campaign manager).
of Federal Regdlations, is amended as those States or territories (or the Dis- Not all of the listed activities are nectrict
of
Columbia)
in
which
they
have
follows:
cssarily required in each case to dem:
1.-Section 73.120 is amended to read met the requirements set forth in onstrate a substantial showing, and
paragraph
(a)
(1)
and
(2)
of
this
rule:
as follows:
Except, that any such person whb has there may be activities not listed
which would contribute to such
§73.120. Broadcasts by candidates for met the requirements set forth in herein
paragraph (a) (1) and (2) in at least 10 a showing.
public office.
(b) Charges for use of stations. The
States (or 9 and the District of ColumSee § 73.1940.
charges, if any, made for the use of
bia)
shall
be
considered
a
legally
qual2. Section 73.290 is amended to read fled candidate for election in all any broadcasting station by any
as follows:
States, territories, and the District of person who is a legally qualified candidate for any public office in connec§ 73.290. Broadcasts by candidates for Columbia for purposes of this Act.
(3) A person seeking nomination to tion with his campaign for nomination
public office.
any public office, except that of Presi- for election, or election, to such office
See § 73.1940.
dent or Vice President of the United shall not exceed
3. Section 73.590 is amended to read
(1) during the 45 days preceding the
States, by means of a convention.
as follows:
caucus or similar procedure, shall be date of a primary or primary runoff
and during the 60 days pre§73.590. Broadcasts by candidates for considered a legally qualified candi- election
date if, in addition to meeting the re- ceding the date of a general or special
public office.
quirements set forth n paragraph election in which such person is a canSee § 73.1940.
(a)(1) above, that person makes a sub- didate, the lowest unit charge of the
4. Section 73.657 is amended to read stantial showing that he or she is a station for the same class and amount
as follows:
bona fide candidate for such nomina- of time for the same period, and
(2) at any other time the charges
§73.657. Broadcasts by candidates for tion: Except, that no person shall be made for comparable use of such staconsidered a legally qualified candipublic office.
date for nomination by the means set tion by other users thereof. The rates.
See § 73.1940.
forth in this paragraph prior to 90 if any, charged all such candidates for
5. New section 73.1940 is added as days before the beginning of the con- the same office shall be uniform and
follows:
vention, caucus or similar procedure in shall not be rebated by any means
direct or indirect. A candidate shall be
§ 73.1940. Broadcasts by candidates for which he or she seeks nomination.
charged no more than the rate the sta(4)
A
person
seeking
nomination
for
public office.
the office of President or Vice Presi- tion would charge if the candidate
(a) Definitions. (1) A legally quali- dent of the United States shall, for were a commercial advertiser whose
fied candidate for public office is any the purposes of the Communications advertising was directed to promoting
person who
Act and the rules thereunder, be con- Its business within the same area as
i) Has publicly announced his or sidered a legally qualified candidate that encompassed by the particular
her intention to run for nomination or only in those States or territories (or
office for which such person is a canoffice;
the District of Columbia) In which, in didate. All discount privileges other(ii) Is qualified under the applicable addition to meeting the requirements wise offered by a station to commerlocal, State or Federal law to hold the set forth in paragraph (a)(1) above,
cial advertisers shall be available upon
office for which he or she is a candi(I) He or she, or proposed delegates equal terms to all candidates for
date; and
on his or her behalf, have qualified for public office.
(iii) Has met the qualifications set the primary or Presidential preference
(3) This paragraph shall not apply
forth in either subparagraphs (2), (3),
ballot in that State, territory or the to any station which is not licensed for
District of Columbia, or
or (4), below.
commercial operation.
26. For the same reasons set forth
above for amending our rules on
broadcasts by candidates for public
office, we axe making similar amendments to our rules on origination cablecasts by candidates for public office,
as set forth in appendix B hereto.
27. Authority for the adoption of the
amendments herein is contained in
section 4(i) of the Communications
Act of 1934, as amended (47 U.S.C.
154(i)).
28. Accordingly, it is ordered, That,
effective August 28, 19.78, §§ 73.120,
73.290, 73.590, and 73.657 are amended
as set forth below, and new § 73.1940
as set forth below is adopted. Further,
it is ordered, That, effective August
28, 1978, §§ 76.5(y) and 76.205 are
amended as set forth below.
29. It is further ordered, That, this
proceeding is terminated.
FEDERAL COMMNICATIONS
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c) Discrimination between candidates. In making time available to candidates for public office, no licensee
shall make any discrimination between
candidates In practices, regulations, facilities, or services for or in connection
with the service rendered pursuant to
this part, or make or give any preference to any candidate for'public office
or subject any such candidate to any
prejudice or disadvantage; nor shall
any licensee make any contract or
other agreement which shall have the
effect of permitting any legally quailfied candidate for any public office to
broadcast to the exclusion of other legaily qualified candidates for the same
public office,
(d) Records, inspection.Every licensee shall keep and permit public inspection of a complete record (political
file) of all requests for broadcast time
made by or on behalf of candidates for
public office, together with an appropriate notation showing the disposition made by the licensee of such requests, and the charges made, if any,
if the request is granted. When free
time is provided for use by or on
behalf of such candidates, a record of
the free time provided shall be placed
in the political file. All records required by this paragraph shall be
placed in the political file as soon as
possible and shall be retained for a
period of 2years. See sections 1.526-27
of this chapter.
(e) Time of requesL A request for
equal opportunities must be submitted
to the licensee within 1 week of the
prior use, giving
the first
on which
day
rise
the right
of equal opportunities, tooccurred:
Provided,
however,

office for which -he or she is a candidate; and,
(iii) Has met the qualifications set
forth in either subparagraphs (2), (3)
or (4), below.
(2) A person seeking election to any
public office including that of President or Vice President of the United
States, or nomination for any public
office except that of President or Vice
President, by means of a primary, general or special election, shall be considered a legally qualified candidate if, in
addition to meeting the criteria set
forth in subparagraph (1) above, that
person:
(I) Has qualified for a place on the
ballot, or
'(ii) Has publicly committed himself
or herself to seeking election by the
write-in method and is eligible under
applicable law to be voted for by sticker, by writing in his or her name on
the ballot or by other method, and
makes a substantial showing that he
or she is a bona fide candidate for
nomination or office.
Persons seeking election to the
office of President or Vice President of
the United States shall, for the purposes of the Communications Act and
the rules thereunder, be considered legally qualified candidates only in
those States or territories (or the District of Columbia) in which they have
met the requirements set forth in
paragraphs (y) (1) and (2) of this rule;
Except, That any such person who has
met the requirements set forth in
paragraph (y) (1) and (2) in at least 10
States (or nine and the District of Columbia)
be considered
a legally
qualifiedshall
candidate
for election
in all
of
District
the
and
That where the person was nbt a can- States, territories
didate at the time of such first prior Columbia for purposes of this Act.
(3) A person seeking nomination to
use, he shall submit his request within
1 week of the first subsequent use any public office except that of Presiafter he has become a legally qualified dent or Vice President of the United
States, by means of, a convention,
candidate for the office in question.
MfBurden of proof. A candidate re- caucus or similar procedure, shall be
questing qual opprtun ca s of the re- considered a legally qualified candiquesting equal opportunities of the li- date if, in addition to meeting the recensee, or complaining of noncompli- quirements set forth in paragraph
rance
to the Commission shalh have the (y)(1) above, that person makes a subburden of proving that he and his op- stantial showing that he or she is a
ponent are legally qualified candidates bona fide candidate for such nominafor the same public office.
tion: Except, That no person shall be
Part 76 of Chapter I, Title 47, Code considered a legally qualified candiof Federal Regulations, is amended as date for nomination by the means set
follows:
forth in this paragraph prior to 90
Section 76.5(y) is amended to read as- days before the beginning of the confollows: vention, caucus or similar procedure in
which he or she seeks nomination.
§ 76.5 Definitions
(4) A person seeking nomination for
,

,

,

.

.

the office of President or Vice Presi-

(y) Legally qualified candidate. (1)
Any person who
(I) Has publicly announced his or
her intention to run for nomination or
office;
(ii) Is qualified under the applicable
local, State or Federal law to hold the
M

dent of the United States shall, for
the purposes of the Communications
Act and the rules thereunder, be considered a legally qualified candidate
only in those States or territories (or
the District of Columbia) in which, in
addition to meeting the requirements
set forth in paragraph (y)(1), above.

(I) He or she, or proposed delegates
on his or her behalf, have qualified for
the primary or Presidential preference
ballot in that State, territory or the
District of Columbia, or
(ii) He or she has made a substantial
showing of bona fide candidacy for
such nomination in that State, territory or the District of Columbia,
Except, That such person meeting the
requirements set forth in paragraph
(y) (1) and (4) in at least 10 States (or
nine and the District of Columbia)
shall be considered a legally qualified
candidate for nomination in all States,
territories and the District of Columbia for purposes of this Act.
(5) The term "substantial showing"
of bona fide candidacy as used in paragraphs (y) (2), (3) and (4) above means
evidence that the person claiming to
be a candidate has engaged to a substantial degree in activities commonly
associated with political campaigning.
Such activities normally would include
making campaign speeches, distributing campaign literature, issuing press
releases, maintaining a campaign committee, and establishing campaign
headquarters (even though the headquarters in some instances might be
the residence of the candidate or his
campaign manager). Not all of the
listed activities are necessarily required in each case to demonstrate a
substantial showing, and there may be
activities not listed herein which
would contribute to such a showing,
*

*

*

*

*

Section 76.205 is amended to read as
follows:
§76.205. Origination cablecasts by candidates for public office.
(a) General requirements. If a cable
television system operator shall permit
any legally qualified candidate for
public office to use the system's origination channel(s) and facilities therefor, the system operator shall afford
equal opportunities to all other such
candidates for that office: Provided,
however, That such cable television
system operator shall have no power
of censorship over the material cablecast by any such candidate: And provided further, That an appearance by
a legally qualified candidate on any:
(1) Bona fide newscast,
(2) Bona fide interview,
(3) Bona fide news documentary (if
the appearance of the candidate is Incidental to the presentation of the
subject or subjects covered by the
news documentary), or
(4) On-the-spot coverage of bona
fide news events (including but not
limited to political conventions and activities incidental thereto), shall not
be deemed to be use of the facilities of
the system within the meaning of this
paragraph.
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NoT&.-The Fairness Doctrine Is applicable to these exempt categories. See §76.209.
, (b) Charges for use of cable system.
The charges, if any, made for the use
of any cable television system by any
person who is a legally qualified candidate for any public office in connection with his campaign for nomination
for election, or election, to such office
shall not exceed:
(1) During the 45 days preceding the
date of a primary or primary runoff
election and during the 60 days preceding the date of a general or special
election in which such person is a candidate, the lowest unit charge of the
cable television system for the same
class and amount of time for the same
period, and
(2) At any other time, the charges
made for comparable use of such
system by other users thereof. The
rates, if any, charged all such candidates for the same office shall be uniform and shall not be rebated by any
means direct or Indirect. A candidate
shall be charged no more than the
rate the cable television system would
charge if the candidate were a commercial advertiser whose advertising
was directed to promoting its business
within the same area as that encompassed by the particular office for
which such person is a candidate. All
discount privileges otherwise offered
by a cable television system to commercial advertisers shall be available
upon equal terms to candidates fof
public office.
(c) Discrimination between candidates. In making time available to candidates for public office, no cable television system operator shall make any
discrimination between candidates In
practices, regulations, facilities, or services for or In connection with the
service rendered pursuant to this part,
or make or give any preference to any
candidate for public office or subject
any such candidate to any prejudice or
disadvantage; nor shall any cable television system operator make any contract or other agreement which shall
have the effect of permitting any legally qualified' candidate for any
public office to cablecast to the exclusion of other legally qualified candidates for the same public office.(d) Records, inspection. Every cable
television system operator shall keep
and permit public inspection of a complete record (political file) of all requests for cablecast time made by or

on behalf of candidates for public
office, together with an appropriate
notation showing the disposition made
by the cable television system operator
of such requests, and the charges
made, If any, If the request Is granted.
When free time is provided for use by
or on behalf of such candidates, a
record of the free tlme" provided shall
be placed in the political file. All records-required by this paragraph shall
be placed in the political file as soon
as possible and shall be retained for a
period of 2 years.
(e) Time of requesL A request for
equal opportunities for use of the
origination channel(s) must be submitted to the cable television system operator within one (1) week of the day on
which the first prior use, giving rlse to
the right of equal opportunities occurred: Provided,however, That where
a person was not a candidate at the
time of such first prior use, he shall
submit his request within one (1) week
of the first subsequent use after he
has become a legally qualified candidate for the office in question.
(f) Burden frproof. A candidate requesting such equal opportunities of
the cable television system operator,
or complaining of noncompliance to
the Commission. shall have the
burden of proving that he and his opponent are legally qualified candidates
for the same public office.
E Doc. '8-20854 Filed 7-27-78; 845 um]

[6712-01]
[Docket No. 21255; FCC 78-4883
PART 83-STATIONS ON SHIPBOARD
I IN THE MARITIME SERVICES
Permitting Aircraft To Use Maritime
Mobile VHF Frequencies Under Certain Conditions
AGENCY: Federal Communications
Commission.
ACTION: Report and order amending
the rules.
SUMMARY: The Commlsslon's rules
are being amended to permit aircraft
stations to use certain VHF maritime
mobile frequencies. These changes are
a result of changes made in the international radio regulations at the 1974
World Maritime Administrative Radio
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Conference. This action will make the
Commission's rules consistent with the
international radio regulations.
EFFEc'TIVE DATE: August 28, 1978.
ADDRESSES: Federal Communications Commission, Washington, D.C.
20554.
FOR FURTHER TI
FOR.ATION
CONTACT:
Kemp J. Beaty, Safety and Special
Radio Services Bureau, 202-6327197.
SUPPLEMENTARY INFORMATION:
In the matter of amendment of the
rules to permit aircraft to use maritime mobile VHF frequencies under
certain conditions, docket No. 21255,
FCC 78-488; report and order (proceeding terminated) (42 FR 28164).
Adopted:.July 12, 1978.
Released: July 26, 1978.
By the Commission.
1. A notice of proposed rulemaking
in the above-captioned matter was released May 27, 1977, and published in
the FEDERAL REGISTE on June 2, 1977
at 42 F.R. 28164. The specified time
for filing comments and reply comments has passed.
2. The proposed rule amendment
was designed to incorporate into the
Commission's rules certain changes to
the international radio regulations
which were adopted at the 1974 Maritime World Administrative Radio Conference (WARC). Those changes
would permit aircraft stations to use
maritime frequencies in the VHF band
156-158 MHz under certain limited circumstances.
3. Comments were filed by the
Lorain Electronics Corp. (Lorain), the
Helicopter Association of America
(HAA), the U.S. Coast Guard (USCG),
the North Pacific Marine Radio Council (NPMRC), the Pacific Towboat &
Salvage Co. (PT&S), Northwest Instrument (Northwest), the Lake Carriers Association (LCA), the County of
Los Angeles Department of Communications (Los Angeles), the Central
Committee on Telecommunications of
the American Petroleum Institute
(API), the American Institute of Merchant Shipping (AIMS), the St. Philip
Towing & Transportation Co. (St.
Philip), the Southern California
Marine Radio Council itself and Its
San Diego and Point Conception Divisions separately (SCMRC). There were

F.D

no reply comments, HAA, Northwest,
Los Angeles and St. Philip generally
favored the proposal Lorain, USCG,
NPMRC, PT&S, LCA, API, AIMS, and
SCMRC were opposed to certain of
the changes proposed.
4. Lorain and LCA were concerned
about interference to marine VHF
public correspondence channels if aircraft were permitted access to these
frequencies, especially in an automated system as exists on the Great
Lakes. Possible interference to United
States Coast Guard VTS communications on channels 11, 12 and 14 were
cited by the USCG and API. USCO
suggested a further condition of prohibiting use by aircraft within 60 miles
of a VTS area. API felt that aircraft
should not be authorized the use of
'TS frequencies. NPMRC, Northwest,
API and AIMS all commented about
the difficulty of enforcing the 1,000foot altitude limitation. NPMRC.
PT&S and API also pointed out that
an aircraft at 1,000 feet with a 5-watt
transmitter would have a substantially
greater coverage area than a vessel
with a 25-watt transmitter. SCMRC
and PT&S felt aircraft should be prohibited from using the "already overcrowded" port operations frequencies.
Both commentors point out that a
"loss of communications when moving
and docking a supertanker in a crowded port area could result in serious collision causing severe damage to property and the environment along with
the attendant possible loss of life".
NPMRC, Northwest, API and SCM1RC
all said if aircraft were permitted the
use of marine VHF frequencies they
should be limited to a few specific intership frequencies. NPMRC and
SCMRC were of the opinion that aircraft should not be licensed "automatically" on these frequencies but
should have to submit a detailed
"showing of need". In addition
SCMRC felt aircraft should be required to monitor channel 16 just as a
vessel is required to do so.
5. St. Philip in their comments supporting the proposal requests that the
altitude restriction be raised to 2,500
feet and transmitter power increased
to 25 watts. S.os Angeles favors the
proposal because of their large area of
coastline but they also request that
aircraft be permitted the use of the
U.S. Coast Guard liaison frequency
157.1 M1z to allow communications
between private aircraft and the U.S.
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Coast Guard for search and rescue
purposes. Northwest supports the proposal but, as indicated in paragraph 4,
feels that a -few specific frequencies
should be assigned for this use. HAA
submitted their comments indicating
support for our proposal.
6. In-view of the comments received
it appears that the Commission's proposal is too broad. The concerns of
many of the commentors regarding
the interference potential of aircraft
operating on these frequencies are
valid. However, only a small number of
aircraft will be authorized the use of
these frequencies and particular types
of aircraft, mainly seaplanes, have a
legitimate need for communications
on marine VHF frequencies. Furthermore, aircraft communications are .restricted to those. in support of maritime activities in which maritime stations are primarily involved.
7. St. Philip's request that the altitude restrictions be raised and the
maximum power be increased cannot
be accommodated. To do so would intolerably increase interference to
maritime communications as well as
violate the international radio regulations which limits aircraft use to 5
watts power and 1,000 feet of altitude.
Los Angeles provides no information
to support their request to include
157.1 MTHz as one of the frequencies
aircraft may use. Further, this is a
U.S. Coast Guard frequency and its
use by non-Government entities, other
than vessels, has been authorized only
after careful examination and coordination with the Coast Guard. Since
the Coast Guard has made no request
to have this frequency included for
use by non-Government aircraft we do
not feel it is appropriate to permit this
usage. SCMRC's suggestion that aircraft be required to monitor 156.8
MHz (channel 16) does not contain
any information that such a requirement would contribute to the safety
system's opera.tion. Accordingly, we
are not adopting any of the requested
changes discussed in this paragraph.
8. Our original proposal, if adopted,
would permit aircraft to use all maritime mobile VHF frequencies except
for four specific frequencies. For the
reasons raised in the comments and
discussed herein, we are modifying our
proposal as follows:
a. The use of channel 6 (156.3 MHz),
the intership safety frequency, will be
limited to use by aircraft for safety
communications only.

b. Aircraft will not be authorized the
use of VHF public correspondence or
port operations frequencies as these
frequencies are less tolerable to Interference, already overcrowded with
maritime usage, and public correspondence frequencies normally would not
be frequencies used in direct support
of maritime activities. In addition, interference by an aircraft using a port
operations frequency could disrupt
communications at a critical time
during the movement or docking of a
vessel. This could create a situation
that could lead to widespread damage,
pollution and the possible loss of life.
c. Aircraft will be permitted the use
of channel 67 (156.375 MHz), 8 (156.4

dHz), 68 (156.425

M:Hz), 9 (156.45

MHz), 70 (156.525 MHz), 72 (156.625
LMHz), and 18 (156.9 MHz) as working
frequencies.
Under this modification It is anticipated that aircraft and vessels will be
equipped and operational procedures
established so that most contacts will
be on the appropriate working frequencies. In those cases where an aircraft cannot raise the vessel on the
working frequency; channel 16 (156.8
IHz) which will be monitored by the
vessel may be used to establish initial
contact and a selection of a working
frequency.
9. Accordingly, it is ordered, That,
pursuant to the authority contained in
sections 4(0) and 303 (c), (h) and (r) of
the Communications Act of 1934, as
amended, the Commission's rules are
amended, as set forth below, effective
August 28, 1978.
10. It is further ordered, That this
proceeding is terminated.
FEDMAL COMMNICATIONS
COMMnISSION,
WLLW.T J.Mcmuco.
Secretary.
Part 83 of chapter I of title 47 of the
Code of Federal Regulations is amended as follows:
Part 83-Stations on Shipboard in the
Maritime Services
1. In section 83.351. paragraph (a) is
amended by adding numeral "76" to
the table, and paragraph (b) is amended by adding a new footnote, numbered 76, to read as follows
§ 83.351 Frequencies available.
(a) a * 0
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[3510-22]

Conditions of use

Carrierfrequency (MUz)

Section

Urmittons

[4310-55]

CHAPTER l-U.S. FISH AND WILDLIFE

SERViCE, DEPARTMENT OF THE IN.......

TER9OR
83.106, B3.359 .

...

...

....

I.7.............
.........
.............
...
......
........................
83.359 .
.....
.. ...
156.40, ............
@..........
.........................
0..........
. ........
83.359 ...............
81.359 ............ ...... ........... ...............
10 .0 .............
..........
.....................................
........
156.460 ................. .........
83.359.. ....................
........

83.359 83.36. ...........

155.........

.

..............

34. 40. 44. 76.

40.. 49,76.
401.76.
40, 41. 56,54,7'6.
40.41. 49. 50.76,

40.50. 52.76.

...............

156.6Z5 ...................................................

83.359 .

156.03........................

83.105, 83.233. 03.359 .........................

............................. 40. 50, 52. 76,

COMMERCE
Listing and Protecting Loggerhead
Sea Turtles as "Threatened Species" and Populations of Groen
and Olive Ridley Sea Turtles as
Threatened Species or "Endan.
gered Species"

40. 41. 43. 76.

156.833 .. ....... ................. .................. .... ............... ......
83.59 .......................................

CHAPTER fI-NATIONAL
MARINE
FISHER IS
SERVICE,
NATIONAL
OCEAtC AND ATMOSPHERIC ADMINISTRATION, DEPAnTMENT OF

40.41. 49. 76,

AGENCIES: National Marine Fishcries Service, National Oceanic and Atmospheric Administration. Department, of Commerce. and U.S. Fish and
Wildlife Service. Department of the
Interior.
ACTION: Final rule.

(b)* *
(76) These frequencies may be used
by aircraft subject to the limitations
on such usage set forth in section
83.359 of this part.
2. Section 83.359 is amended as follows:
§ 83.359 Frequencies in the baud J56-162
rlLz available for assignment.
(a) The frequencies in the following
table are available for assignment to
stations as indicated.
(b) In addition to the limitations
contained in §83.351 (b)(34) and
(b)(55), aircraft may use certain of
these frequencies -under the following
circumstances and subject to the following limitations:
(1) The altitude of aircraft stations
shall not exceed 1,000 feet, except for
reconnaissance aircraft participating
in tcebreaking operations where an altitude of 1,500 feet s allowed;
(2) The mean power of aircraft station transmitters shall not exceed five
watts; however, a power of one watt or
less shall be used to the maximum
extent possible;
(3) Aircraft stations shall use intership frequencies only;
(4) Communications of an aircraft
station shall be brief and limited to
operations in which stations of the
maritime mobile service are primarily
involved and whefie direct communica-

tions between the aircraft and the
ship or coast station is required;
(5) The frequency 156.3 MHz may be
used by aircraft stations for safety
purposes only and the frequency 156.8
M1z may be used for distress, safety
and calling'purposes only.
[FR D=c. 78-20853 Filed 7-27-78; 8:45 am)

[4310-55]
Title 50-Wildlife and Fisheries
CHAPTER 0l-U.S. NSH AND WILDLIFE
SERVICE, DEPARTMENT OF THE INTERIOR
PART
17--ENDANGERED
AND
THREATENED
WILDLI-E.
AND
PLANTS
Lising and Protecting Loggerhead

Sao Turtles as "Threatened Speces" and Populations of Green
and Olive Ridley Sea Turtles as
Threatened Species or, "Endangered Species"
CROss Rr
czC For a regulation
on the above entitled matter, issued
jointly by the Department of Commerce/National Oceanic and Atmospheric
Administration/National
Marine Fisheries Service and the Department of the Interior/Fish and
Wildlife Service, see FP Doc. 78-21047
in the rules and regulations section of
this issue of the FnuuV REisTi,

SUMMARY: The National Marine
Fisheries Service (NIFS) and the U.S.
Fish and Wildlife Service (FWS). Department of the Interior, determine
the loggerhead sea turtle (Caretta caretia) to be a threatened species under
the Endangered Species Act of 1973
(the Act). In addition, the green sea
turtle (Chelonia mydas, which includes the subspecies C. mydas agaizii, and C. mydas carrinegra)and the
olive (Pacific) ridley sea turtle (Lepldochelys olivacea) (hereinafter referred to as the Pacific rldley) are determined to be threatened species
under the Act except that the Florida
and Mexican Pacific coast breeding
populations of green sea turtles and
the Mexican Pacific coast breeding
population of Pacific ridley sea turtlea
are determined to be endangered species. This rulemaking also contains
protective regulations for threatened
species of sea turtles. The primary differences as a result of listing these
populations as endangered instead of
threatened are that incidental catch
by commercial fishermen is prohibited
and there are no exceptions for zoological exhibition or educational purposes, taking of injured, dead, or
stranded specimens, taking of species
under
State-Federal
Cooperative
Agreements for research or conserva.
tion, or subsistence taking of green
turtles in the water by residents of
certain U.S. territories in the Pacific.
DATES: This rule becomes effective
30 days after publication in the FnnaL REGISTER by Environmental Protetion Agency of availability of the final
Environmental Impact Statement.
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will be withdrawn as indicated in the
21982, 40 FR 21974) (corrected 40 FR
26043 and 40 FR 25217). That proposal June 16, 1976 proposl. Cayman Farm
requested on July 22, 1976, that a
Mr. Richard . Roe, Acting Chief, summarized the factors thought to be
Division of Marine Mammal and En- contributing to the likelihood that public hearing be held on the prodangered Spec es, National Marine these sea turtles could become endan- posed regulations treating these three
Fisheries Service; National Oceanic gered within the foreseeable future, species of sea turtles as threatened
and Atmospheric Administration, specified the regulations which would under the "similarity of appearance"
Washington, D.C. 20235, 202-34-- be applicable to conserve these species provisions. On October 15,1976, denial
if such a determination were made, of the hearing requested by Caym n
7287.
and solicited comments, suggestions, Farm was published by the DepartMr. Keith M. Schreiner, Associate
Directr-Federal Assistance, Fish and objections, and factual Information ment of the Interior in the FAL
Wildlife Service, US. Department of from any interested person. In July RzcxiTR (41 FR 45573).
On July 18, 1977, a Memorandum of
the Interior, Washington, D.C. 20240, 1975. NI-S and FWS sent a telegram
to -all diplomatic and consular posts so- Understanding (MOU) concerning the
202-343-4646.
liciting comments on the proposed Jurisdiction of sea turtles between
SUPPLEMCENTARY INFORMATION: action and information on sea turtles NTXFS and FWS was signed. This
found In their Jurisdiction. On July 17. MOU established sole agency jurisciBACKGROunD
1975, Robert Nordstrom, Director of tion with lMPS while the turtles are
On December 28, .1973, bWS pub- the Fisheries Divisions, National Can- in the water and with FWS while they
lished a proposal to list green and log- ners Association, requested that are on land.
The Environmental Defense Fund
gerhead sea turtles as endangered spe- NATFS hold a public hearing on the
cies under the Endangered Species proposed regulations regarding sea submitted a request on February 28,
Conservation Act of 1969. On that turtles. On August 20, 1975, notice was .1978, to reopen the public comment
Rwisn of period in light of the long time that
same day the Endangered Species Act published in the FErL
the
IIMFS
decision
to
prepare
an envi- had elapzed since publication.of proof 1973 (16 U.S.C. 1531 et seq.) was enacted into law and superseded the En- ronmental Impact statement and to posed regulations and to submit newly
dangered Species Conservation Act of hold a public hearing on the proposal acquired evidence and related data On
1969. The 1973 act provides legal au- to list green, loggerhead, and Pacific March 27, 1978, N"M1S and FWS anridley sea turtles as threatened, the nounced In the FjorL.Rrcirr that
thority for this action.
On April 23, 1974. F. Wayne King, proposed protective regulations for the public comment period was reDirector of Conservation and Environ- these species, and the draft environ- opened until April 17, 1978 (43 FR
mental Education for the New York mental Impact statement (DEIS) (40 12735; corrected 43 FR 13906). SuggesZoolegical Society, submitted a formal FR 36401). On November 14, 1975, tions by a number of parties to extend
peltion under the new law to list the notice was published In the PEsnt.a this comment period were denied begreen sea turtle as an endangered spe- Rrmsmz postponing the NIFS public cause of the need to expedite the lstcies and the loggerhead and Pacific hearing from December 3, 1975, to Ing.
Comments were received from Govridley sea turtles as threatened spe- February 25, 1976 (40 FR 53051). The
cies. Following a NlIMS preliminary National Marine Fbsherles Service sub- ernors Ricardo Bordallo of Guam, Ella
'status review of these three species, mItted its DEIS on January 30, 1976, Grasso of Connecticut, Sherman TnibMIPS and FWS sent letters on to the Council on Environmental bitt of Delaware, Marvin Mandel of
August 8, 1974, to the Governors of Quality (CEQ). On February 6, 1976, Maryland, George Wallace of Alathe States, Territories, Possessions, CEQ announced In the FImAL Rams- bama, George Arlyoshi of Hawaii, and
and the Commonwealth of Puerto vm the availability of the DEIS and Jonn Haydon of American Samom_
Rico, where green, loggerhead, and Pa- opening of the 45 day comment period Governor Bordallo supported listing
cific ridley sea turtles are resident, an- on the DEIS (41 FR 5426). Also on the loggerhead and Pacific rldley as
nouncing a NMPSIFWS status review February 6, 1976, notice by NMS was threatened, but recommended limited
of these species and requesting views published In tho Fznax Rmcsrm ex- harvesting of green'sea turtles be aland data relevant to the status of tending the comment period on the lowed. Governors Grasso and Tnrbbitt
these suecies. -On August 9. 1974, proposed isting and protective regula- supported listing all three species as
Wayne King petitioned the Secretary tions, DEIS. and public hearing from threatened. Governors Mandel and
of Interior to have the green sea turtle March 8, 1976 to March 22, 1976 (41 Wallace supported listing the green
listed under the "similarity of appear- FR 5413). On February 25-26.1976, an and loggerhead as threatened. Goverance" provision of the act,
aricul- informal, fact-finding public hearing nor Wallace also supported an excepture, Ltd. (now known as Cayman was held in Washington, D.C. on the tion for Incidental catch believing that
Turtle Farm, Ltd. and hereinafter re- proposed listing of the three species of incidental catch is not a major cause
feerred to as Cayman Farm), Grand sea turtles and the DEIS. Scientista, of decline in turtle stocks in the Alabusinessmen. bama area. Governor Ariyoshi opposed
Cayman Island, British West Indies, a conservationists,
business involved. in the raising and shrimpers, and representatives from prohibiting Incidental catch n "areas
marketn of captive green sea turtles, State and foreign governments partlcl- of substantial breeding and -feeding"
submitted a formal petition on August pated In this hearing. On March 19. unless "substantil" was clarified since
1976. CEQ published notice in the Pro- the watera of the entire Hawaiian Ar15, 1974, to list the green sea turtle as
Ermri RFzasmm extending the public chipelgo are feeding areas for the
a threatened species, but to exempt
green sea turtle. Governor Ariyoshi
turtles bred or raised in captivity from comment period on the DEIS untl
also supported an exemption for subthis classification. A foial review by April 5.1976 (42 FR 11602).
NMPS/FWS of the status of green,
On June 16. 1976. iMES/FWS pro- sistence fishing of the Hawaiian green
loggerhead, and-Pacific ridley sea tur- posed regulations to list green, logger- sea turtle population. Governor
tles was announced on August 16, head. and Pacific rldley sea turtles as Haydon supported the lisftn of the
1974, in the FrasiAREGisTm (39 FR
threatened species under the "lmllarlogerhead and Pacific lidley, but ezity of appearance" provisions were pressed concern about listing the
29605; 39 FR 29807).
On May 20, 1975, the NMFS/FWS
published in the Fmaanx ERms= (41 green since it would deprive many
determination to propose listing green. FR 24378). Once these final listing people of a means of living -andfood.
loggerhead, and Pacific ridley sea tar- regulations (on the proposal of May In addition, representatives or 7genties as threatened species was pub- 20, 1975) are effective, the proposed cies from New Jersey, California;
lished in the FsiaL Rscs= (40 FR
"similarity of appearance" regulations Texas, South Carolina, North CaroliFEDEAL REGMER, VOL 43, NO. 146-4:WAY, JULY 28 197
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na, Georgia, Mississippi, Florida, New
York, Puerto Rico, and the Trust Territory of the Pacific expressed their
views.

gerhead as endangered; " to list the
loggerhead as threatened; 2 to list the
green as endangered; 4 to list the
green as threatened; 2 not to list the
green; and 2 not to list the loggerSU11MARY or COLmnTS AND
head).
RECOMMENDATIONS
Of those 24 comments supporting a
Section 4(b)(1)(C) of the act requires threatened classification for the 3 sea
that a summary of comments and rec- turtles under consideration, 10 were
ommendations relating to a proposed received from the States and territorlisting be published in the FIzEDam
ies (New Jersey, California, Texas,
Rr.GIsTzR prior to adding the species to Connecticut, South- Carolina, New
the endangered or threatened list. A York, Delaware, Guam, and Puerto
press release on the proposal was Rico), 5 from researchers/biologists, 2
issued by the Department of Com- from the environmental community, 2
merce on May 30, 1975. Public com- from industry, 2 from the Federal
ment periods were open from May 20, Government (regional offices of the
1975 to July 18, 1975; from February 6, Army Corps of Engineers), and 3 from
1976 to April 5, 1976; and from March other interested parties. These parties
27, 1978 to April 17, 1978. Due to the expressed a belief there was a serious
great number of comments received decline in sea turtle stocks, but the
during these periods, only those offer- stocks were not in present danger of
ing substantive comments have been extinction. Commentors felt that prosummarized and enumerated here. tective regulations would be adequate
However, all public comments were for the conservation of these species.
considered in the preparation of final Some believed an endangered classifiregulations.
cation would be unduly restrictive.
All comments are available for One biologist believed the existing
review between 9 a.m. and 5 p.m. at data to be too fragmentary to warrant
the Marine Mammal and Endangered an endangered listing. State comments
Species Division, - National Marine expressed views that the proposed regFisheries Service, 3300 Whitehaven
ulations would strengthen existing
Street NW., Washington, D.C.
State regulations'protecting sea turThe majority of comments con- tles.
cerned the following issues, and are
Those 12 who supported an endansummarized below by category: (1)
gered classification for these species
whether or not to list these three spe- included 8 from the environmental
cies of sea turtles, or populations community, 1 researcher/biologist,
thereof, as threatened or endangered;
and 3 other interested parties. They
(2) whether or not to allow an excep- expressed the belief that current data
tion for mariculture; (3) whether or indicated that all three species of sea
not to allow an exception for the inci- turtles are in danger of extinction
dental catch of sea turtles by commer- throughout all or a significant portion
cial fishermen; and (4) whether or not of their ranges, and further that they
to allow the subsistence taking of are extinct in parts of their former
threatened sea turtles.
ranges. Commentors provided addi(1) The majority of comments re- tional data to support this viewpoint.
ceived concerned the appropriate list- In addition, an environmental group
ing categories for these species. All argued that since certain geographic
three species were proposed to be populations are endangered and since
listed as threatened. Hundreds of -they are indistinguishable from other
cards and letters were received sup- populations, the species as a whole
porting the listing of the sea turtles, must be listed as endangered to insure
most of which favored an endangered adequate protection.
classification. However, many supportThose 1.7 favoring a population aped a threatened listing and many proach to listing (i.e., evaluating each
others favored listing, but made no population and, based on the best
recommendations as to the appropri- available information, determining
ate category. As indicated above, those whether they are endangered or
comments which offered no rationale threatened or neither) included 7 from
or other information have not been the environmental community, 3 from
enumerated. Substantive comments researchers/biologists, 3 from induswere received from 73 parties: 24 sup- tries, 1 from the Federal Government
ported a threatened listing for all (CEQ), 1 from Nicaragua, 1 from the
three species; 12 favored an endan- Trust Territory of the Pacific, and 1
gered listing for all species; 17 support- other interested individual. The act
ed a population approach to the list- defines "species" to include "any subing; and various comments were re- species of fish or wildlife or plants and
ceived from 20 others (4 to list the any other group of fish or wildlife of
green as endangered and the logger- the same species or smaller taxa in
head and Pacific ridley as threatened; common spatial arrangement that in4 to list the green and loggerhead as terbreed when mature." Some comthreatened; 1 to list the green and log- mentors pointed out that sea turtles

aggregage into intraspecific populations which are spatially and functionally independent of other populations
within the same species. Therefore,
they argued that based on existing evidence, certain populations are endangered and should be so listed. These
commentors also indicated that data
for the remaining populations are insufficient to support an endangered
listing and therefore these populations
should be listed as threatened.
Recommendations for listing populations of green sea turtles as endangered included the Gulf of Thailand.
Sri Lanka, Indonesia, Philippines, certain of the Western Indian Ocean,
Sarawak, Caroline Islands, Hawaii,
Costa Rica, Mexico, Bermuda, Florida,
and Caribbean populations. The following populations of Pacific ridleys
were recommended as endangered:
The Gulf of Thailand, Sri Lanka,
Mexico, certain of the Western Indian
Ocean, and Surinam populations. The
Mexican population of loggerhead turtles was also recommended for endangered listing.
REPONSE

In determining how to list these sea
turtles, NMFS and IFWS scientists
analyzed the status of individual populations. This task was complicated by
two factors. First: Although our listing
was based on the best available scientific and commercial data and there
are obvious and in many cases significant declines in the populations of
these species, the data base for many
populations is poor. Statistically valid
data are available only for a few populations and much of the available in.
formation for all three species is qualitative rather than quantitative.
The status of sea turtle populations
is poorly known though generally
thought to be declining worldwide
(with some exceptions). Because sea
turtles spend only a small fraction of
their life on the land, little Information has been obtained on their populations. Most population estimates are
based on beach counts of nesting females (the males do not generally
return to land after entering the sea
as hatchlings) from which extrapolations are made of total population size
based on sex ratios of 1:1. Population
declines are suggested by repetitive,
decreasing counts of nesting females
on known accessible beaches.
Sea turtles inhabit much of the
tropical and subtropical seas of the
world. The species addressed in this
rulemaking have circumglobal distributions. Nesting sites for each of these
species are numerous, scattered, and
have not been counted accurately.
Generally, wherever suitable nesting
beaches occur there has been evidence
of sea turtle utilization. Although
studies have been made on some geo.
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graphical areas, the extent of sea
turtle habitation in many areas. is virtually unknown. The difficulty in determiding the status of many turtle
populations is complicated by interbreeding, sharing of feeding grounds.
and other conditions that cloud the
identification of discrete populations.
A second problem arose from the difficulty in determining discrete populations. Some areas which were once
populated by large numbers of sea turtles are now barren or have greatly reduced stocks. It is uncertain whether
these populations are extinct or have
relocated to a new area. Factors such
as interbreeding and sharing of feedidentifiing grounds make population
cbtiondifficult
Some species of sea turtles -have individuals which utilize several different beaches during a nesting season.
Green sea turtle populations are identified'by scientists by their nesting
beach origin. There is a strong nesting
site fixation of the Caribbean green
sea turtles, whose females are believed
to return voluntarily only to particular sections of a nesting beach. However, loggerheadsea turtles seem to have
a less developed sense of nest site fix-

ation.

abundance from historical levels
throughout most of their ranem. The
major reasons for these declines ar
overexploltatlon. loss of habitat, and
predaton.dn certain areas population
decreases are caused by the loss of turties in commercial fishing operations.
It is highly probable that, If the factors causing declines in come species of
sea turtles remain unchanged., thEse
sea turtles will be facing extinction
throughout significat portions of
their ranges In the foreseeable future.
After a thorough review and consideration of all the scientific and commercial data available, NTFS and
FWS have determined that the green.
loggerhead, and Pacific ridey sea turties are at least threatened throughout all or.'a significant portion of their
ranges, as herein specIfied. due to one
or more of the five factors described in
section 4(a) of the act.
(a) Factor: The prcnt dr threned
destruc=to, modification, or curtailmeat Qfl= tat or rang- of the species.
Human population expansion has
been instrumental In reducing available nesting habitat for green and loggerhead sea turtles. Land reclamation,
road and seawall construction, beach

Little sport fishing seeis to crcur
for sea turtles though there Is evidne some turtles have been taken or
harassed by skindivers and sport fishermen in Florida wmters and elsewhere. The use of hatchlings for bait
by sport fishermen has also been reported.
orpredation.The
(c) Factor: Dis
incidence of parasitism and disease in
wild sa turtles is unknown. No data
are available to support such agents as
beln a major contributing factor to
the decline In sa turtle abundancePredation Is a major cause of mortality at all stages In the life cycle of sea,
turtle Both human and wild carnilvores (raccoons. coyotes, weasels, etc.)
prey heavily on turtle nests. Hatchlings are consumed on the bEach by
birds and In the water by fish- Subadulls and adults are taken by man and
large fish. In some coastal areas of the
United States and other countries. the
available habitat for many turtle pred-

atom has become constricted due to

human habitation. Beca ue nmiy
turtle nesting beachez share this constricted space, the Incidence of animal
predation has Increased.

MdFactor:Th~e Lnadevtaeg of exi~stdevelopment, and recreational utfa- ing regulatory, mnezhanisms. Most

Green turtles ame herbivorous, gre- tion, have seriously affected beach mainind coastal States within the
garious, herding animals which are habitat. In many areas, the ecroa- United Staes where these turtlew
highly migratory, and susceptible to cheat of human habitation with Its at. occur have legislation protecting sea
the tendant rise in beach traffic and artlfl- turtles from tommercl exploitation.
-Consequently
exploitation.
number of turtles within a population cial light seriously discourages turtles While nesting females, eggs, and
is of.greater.significance In-evaluating- seeking suitable nesting sites and ds- young are often proteed there is a
the-status of green turtles than in orients hatcblings. For example, green lack of uniformity in State and local
other species. For example, the logger- turtle rookerie In Bermuda, the Ba- controls.
Hawaii allow- the capttre of green
hamas, and beaches along the Greater
head is aosolitary, carnivorous.specls
with localized distribution. The species Antilles have all been lost A small sea turtles for home consumption if
tends to live-in proximity to the nest- nesting population of green turtles the carapace length equals or exceeds
(less than 50 female ndividuals) still Is 36 Inches. The US. Paciffa Trust Tering grounds.
Whether.a -species over its entire active along the Florida coast a rem- ritory loosely -controlsothe take of sea
range or-individual populations should nant of a once-abundant population. turtles as does American Samoa Subbe listed as endangered or threatened Development of beaches into seaside sistence fisheries exist throughout
areas- for sea turtles. Puerto
under the terms of the act was diffi- resorts has also reduced the logger- the
cult to determine. The point at which head nesting population. This factor is Rico and the Virgin Island5 prohibit
any species becomes In danger of ex- not known to be significant In the de- the taking of turtles on the beach but
not in the water.
tinction is not clear from the act. cline of Pacific rldleys.
The United States and other parties
(b) Factor. Overitilizationfor cornSince the definition of "threatened"
refers to the foreseeable-future and of merctaZ, zporti, scientific, or educa- to the Convention on International
tional purposes. Sea turtles (e= and Trade in Endangered Species of Vd
"endangered" refers to the present, it
is apparent that an endangered species adults) are utilized worldwide as a Fauna and Flora control international
is one that -isin more immediate food item and are particularly desired trade in green, loggerhead, and Pacific
danger of extinction than a threat- in some nations'as a source of protein. ridley sea. turtles, and their parts and
Generally, international
ened species. The Ntational Marine Harvesting for subsistence and com- product.
Fisheries Service anud US. Fish and mercial trade Is videspread becaus of trade for commercial purposes is proWildlife Service- determined that the the desirability and high value of sea hibited as Is Importing sea turtles bardata base-for any of the three species turtles and their products. The green vested outside the US. territorial sea,
or-individual populations was not suf- turtle is prized as a food item (stew, (3 miles). However, not all countries
ficidnt to determine any identifiable soups, steaks and other meat prod- trading in turtles are parties to the
populations are in imminent danger of ucts) and commercial fisheries har- convention. Various foreign countries
extinction with the exception of the vesting for sea turtles occurs in Costa have national laws protecting sea turFlorida and Pacific MIexic . breeding Rita, Mexico. Nicaragua. and other tles but protection Is not uniform.
(e) Factor. Other natural or manpopulations of green turtles and the Central American countries. The PaPacific Mexican breeding population cific rldley is utilized primarily for made factor affecting tMe continued
leather and to a lesser extent for food. existence of the specie Sea turtles are
of Pacific ridleys.
Although evidence on individual The loggerhead is used for food In taken incidentally in many commerpopulations is fragmentary, we know some areas such as the Indian Ocean. cial fisheries such as the shrimp and
"thatthese three species of sea turtles These turtles are also taken for shell indushrinl fish trawl purse selne, and
gill net fisherIes in various parts of the
have suffered drastic reductions in products and curios.
FMR
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world. In the United States, this problem Is most serious in the trawl fisheries of the South Atlantic and Gulf of
Mexico regions. Incidental capture
occurs In the shrimp trawl fisheries
off Mexico, Central America, and the
northeastern coast of South America
but this is undocumented. In some
areas and at certain times of the year
the Incidental take may be a significant contribution to subadult and
adult sea turtle mortality. There is evidence that sea turtles are taken occasionally in the Pacific tuna purse seine
fishery.
The Florida breeding population of
green sea turtles is recognized as a discrete breeding group. In the 19th century, this population was abundant
and reportedly nested in large numbers on Florida beaches. Due to commercial exploitation and loss of habitat, the population was decimated. No
nests were known in the twentieth
century until recently when a small
amount of nesting activity was discovered along the southeast coast of Florida. National Marine Fisheries Service.
scientists believe that this population
currently contains less than 100
mature adults. Because of the size of
this stock, the status of the population
is fragile and any adverse activity such
as commercial or uncontrolled scientific exploitation, incidental take or loss
of habitat could result in the immediate extinction of this stock. Therefore,
the Florida green turtle population is
listed as endangered.
Evidence submitted during the last
comment period documents the loss of
green sea turtle nesting populations
along the Pacific coast of Mexico and
the overharvest of green sea turtles in
the Baja California area which led to
the conclusion that this population
would be in danger of extinction
within 3 years. For these reasons,
NMFS and FWS determined that population to be endangered.
Evidence was also supplied on the
Pacific ridley on the Pacific coast of
Mexico indicating that the annual
take of this species since the early
1960's to the present is estimated to be
500,000 to 1,000,000 turtles. Specifically, in Oaxaca State in 1977, 70,000
female Pacific ridleys were reportedly
taken from a nesting population estimated to number 150,000. This Pacific
ridey stock is beginning to show the
same signs of stress that existed with
the Atlantic ridley, an endangered species, in the 1950's. Scientists have estimated that this stock may be beyond
recovery in 8 years.
While the available data clearly indicated drastic reductions in certain populations of green, loggerhead, and Pacific ridley sea turtles, there were no
data available to show that these species as a whole are endangered
throughout a significant portion of

their ranges. Estimates of populations
indicate that statuses of the species as
a whole are not so fragile in contrast
to the Florida green sea turtle that a
reasonable expectation of the loss of
habitat, and/or commercial exploitation or incidental take will result in
extinction of the species throughout a
significant portion of their ranges.
Moreover, the species as a whole are
not believed to be subject to the type
of pressure being exerted on the Mexican breeding populations of green and
Pacific ridley sea turtles. Thus, the
evidence does not indicate that these
species as a whole should be listed as
endangered nor that additional populations shoud be presently listed as endangered.
(2) Another issue for which considerable comments were received was the
proposed exception for commercial
mariculture operations. The proposed
regulations provided an exception for
importation, exportation, taking, and
transporting of sea turtles (and their
parts and products) derived from marlculture operations, with the provision
that after 2 years the exception would
apply only to turtles derived from captive-bred parents. Comments were received from 44 parties concerning this
issue.
Approximately 24 of these were opposed to this exception. These included 12 from the environmental community, 6 from researchers/biologists, 2
from State agencies of New York, 3
from industries, and 1 from another
interested party. Opponents argued
that little progress has been made in
achieving "self-sufficiency," and questioned the possibility of ever achieving
a completely closed-cycle operation. It
was argued that mariculture is accompanied by ecological and pathological
problems due to holding turtles in
tanks on land. Also argued was that
mariculture is heavily dependent on
wild stocks for eggs and brood stock,
and that such removal from the wild
would further jeopardize the condition
of wild sea turtle stocks. Some asserted that the high price of turtle products negates their value as a significant contribution to the world supply
of protein. Further, they contended
that mariculture will stimulate the exploitation of wild turtles by creating
an increased demand for turtle products which could not be supplied by
captive-bred stocks. During the recent
comment period, it was-argued that 3
years have elapsed since the proposed
regulations, and therefore, mariculture operations have had more than
the 2 years originally proposed and
still have not become self-sufficient.
Opponents also argued that to allow
trade in products from turtles which
were not truly "bred in captivity"
would be inconsistent with the meaning of the Convention on Internation-

al Trade in Endangered Species of
Wild Fauna and Flora (the convention). The cQnventlon prohibits trade
in appendix I species (which includes
all sea turtles except the flatback and
Australian population of green) except
in the case of animals which were
"bred in captivity."
About 20 comments were received in
support of an exception for mariculture. These included four from a commerical mariculture operation, one
from the Cayman Island Government,
two from State agencies (California
and Texas), two from industry, two
from biologists/researchers, one from
the British Embassy, one from the
Federal Government (Environmental
Protection Agency), and seven from
other interested parties. Advocates of
mariculture contended that the research conducted on the culture, diseases, food habits, and rearing of sea
turtles benefits the care of maintenance of other captive stocks (e.g.,
commercial seaquariums and research
pools) and would benefit headstart operations (i.e., rearing turtles from
transplanted eggs to subadults for release to the wild to avoid the vulnerable period of hatchling mortality). In
addition, they argued that marlculture
can help to conserve wild stocks by
providing superior but cheaper turtle
products from captive animals and
thus reduce pressure on wild populations. Further, they aszerted that
mariculture can provide a dependable
source of protein for human consumption. They claimed that cultured turties could be used to restore depleted
wild stocks. A mariculture operation
purports to buy green turtle eggs from
Surinam
which
are
considered
"doomed" because the eggs are taken
from eroding beaches and, if left in
the nest, would be destroyed. In addi.
tion, this operation anticipates a final
taking of eggs in 1979, and indicated It
would become a closed-cycle operation
by 1980. It also provided evidence of
increasing success of eggs being laid by
turtles which mated in captivity.
RESPOUSE

After much consideration, NMFS
and FWS decided not to provide an exception for mariculture. The primary
reasons for this decision were a belief

that little or no scientific benefit
would be received, that the mariculture operations could not be monitored adequately, and that Increased
worldwide demand for sea turtles and
sea turtle products would be encouraged. This condition could lead to increased exploitation of wild stocks Including the stimulation of poaching
which would be inconsistent with our
mandate under the act to adopt regu.
latory measures to bring threatened
species to the point where they no
longer need to be listed under the act.
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No evidence has been received that
Cayman Farm, or any other -mariculture operation has made significant research contributions in the 3 years
-since the proposed regulatibns were
published (May 1975. Cayman Farm
is the only known mariculture operation of significant size in the world.
Evidence prbvided for the 1976 NMFS
hearing by Caymani i, 'indicated
three tfirtles which were born in captivity had successfully nested in captivity. No information has been received since then on additional captive-bred nesting success. However,
Cayman Farm did provide evidence of
increasing success with eggs being laid
by turtles which mated in captivity.
Many scientists knowledgeable in sea
turtles, take the view that -this operation will not provide much useful information for conserving sea turtles.
Monitoring Cayman Farm would require observers to be stationed at the
facility on a regular basis. Otherwise,
NMFS and FWS would have to require
periodic reports from Cayman Farm
which would be difficult to verify.
Cayman Farm had 3 years to demonstrate their ability' to raise sea turtles
under a closed-cycle system. In that
we do not have sufficient evidence to
indicate progress has been made, it is
questionable that they will reach the
goal of 1980 indicated in a April 17.
1978, letter received from Cayman
FarmL Sea turtle -maricultUre may
indeed stimulate additional commercial interest in sea turtles and the
small prospect of research benefits is
insufficient to merit an exception in
light of the current status of sea turtle
stocks.
(3) The proposed exception for the
incidental catch of sea turtles received
a total of 46 comments. The proposed
regulations contained an exception for
incidental catch if: (a) the sea turtle
was caught by fishing gear incidental
to fishing effort or research not directed toward these sea turtles; (b) the
person responsible was not fishing in
an area of substantial breeding or
feeding of these sea turtles; and '(c)
any captured sea turtle was immediately returned to the water, whether
dead or alive, and with due care to
minimize injuries to live sea turtles.
Of those, 13 comments opposed an
exception, of whichi 9 were from the
environmental community and 4 were
from biologists/researchers.
Some
commentators felt that the incidental
capture of sea turtles is a major factor
in their decline, and should be prohibited. Others felt that although in
itself incidental catch may not have
contributed directly to the current
status of sea turtles, due to the serious
status of stocks incidental catch was
further jeopardizing these species.
Support for an exception for incidental catch was. included in eight

comments from the States of North
Carolina, Mississippi, Georgia, Alabama, Texas, and South Carolina, four
from industries, one from a fishery
commission, one U.S. Senator, one researcher/biologist, and four other individuals. They expressed the belief
that incidental catch s not a major
cause of the decline in sea turtle
stocks or, at worst, no more of a detriment than predation on eggs and
hatchlings or man-induced destruction
of nesting habitats. Some felt that if
Incidental -catch were prohibited, It
would destroy the domestic shrimp Industry. Some expressed views that
measures, other than prohibiting incidental catch, would better serve to
conserve sea turtles. Some of the
measures suggested included predator
control, nest protection, and strengthening enforcement activities.
Many comments were received objecting to the language "areas of substantial breeding and feeding" in the
proposed regulations. Some felt the
phrase was too general and could not
be enforced. Others feared that a
strict interpretation could put many
shrimpers out of business. Many were
opposed to the immediate return of comatose turtles to the water without attempting to revive them prior to release.
Others, although not opposed to an
exception, believed that Incidental
catbh should be controlled and substantially reduced. Suggestions made
included developing a net to exclude
turtles, designating critical habitat,
eliminating fishing in breeding areas,
setting limits on incidental captures,
and having a permit system for incidental catch.
RESPONSE

The act prohibits taking of any endangered species incidental to comm.
mercial fishing operations. Therefore,
the incidental catch of the Florida and
Mexican Pacific coast green sea turtle
populations and the Mexican Pacific
coast Pacific ridley population will be
prohibited because of this endangered
status.
Conservation measures for threatened species however, may be promulgated which will allow an incidental
catch. Most incidentally taken sea turtles are caught inadvertently by
shrimp trawls. Presently, there Is no
way to avoid accidental capture of turtles in shrimp trawls, however, NMFS
has been developing an "excluder
panel" to be fitted across the mouth of
standard shrimp trawls that would
prevent, or substantially reduce, the
incidental capture of sea turtles. Although preliminary designs have been
tested, tfese need to be comparatively
tested with conventional trawls under
commercial shrimping conditions. The
National Marine Fisheries Service has

accelerated Its 1978 gear program and
is testing the excluder panels on
shrimp grounds this year with the aid
of the shrimp industry. The objective
of this program is, in part, to obtain as
much experimental gear, research,
and habitat data as possible so that acceptable net design can be achieved by
the end of the 1978 shrimping season.
Our goal is to promulgate regulations
requiring the use of the panel to prevent, or substantially reduce, incidental catch of sea turtles without significantly reducing shrimp production.
Sea turtles are occasionally caught inadvertently in other fisheries (e.g., pet
food fishery, menhaden fishery, tuna
fishery). The incidental catch and
mortality of sea turtles in these fisheries is believed to be much smaller than
in the shrimp fishery. The excluder
panel under development is not adoptable to non-trawl fisheries.
The National Marine Fisheries Service and the US. Fish and Wildlife
Service are considering candidate
areas where turtles are concentrated
for designation as Restricted Fishing
Areas and/or Critical Habitat. A Restricted Fishing Area is an area where
incidental catch is prohibited or otherwise controlled. Controls may include
proper gear usage, fishing methods or
procedures, or other regulatory controls to reduce or eliminate ificidental
catch of sea turtles. Prior to the designation of any Restricted Fishing Area
within State waters, the Assistant Administrator shall consult, as he deems
appropriate, with the Governor(s) and
the Marine Conservation Department(s) of the affected State(s). The
Assistant Administrator shall also consult with the appropriate Regional
fishery Mlanagement Councils and
with affected fishing industries with
regard to these designations. The National Marine Fisheries Service discovered in the vnter of 1977-78 hibernating loggerhead and Atlantic ridley sea
turtles in the Cape Canaveral ship
channel. This area will be proposed in
August 1978 as Critical Habitat and
will be proposed as a Restricted FishIng Area at a later date.
The proposed regulations would
have prohibited incidental catch in
areas of substantial breeding or feeding. The National Marine Fisheries
Service agreed with commentators
who believed that "areas of substantial breeding or feeding" was too
vague, unenforceable, and under strict
interpretation, could unnecessarily put
shrimpers out of business. Hence,
those terms were deleted and a provision was added for designating Restricted Fishing Areas. Our accelerated gear program and anticipated
designation of Restricted Fishing
Areas are believed adequate to protect
sea turtles and, at the same time not
close fisheries. The recommendation
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for 6. prohibition of all incidental
catch was rejected because the data to
indicate shrimping was detrimental to
sea turtles throughout the geographical range of the fishery were not available.
Setting limits on incidental captures
and establishing a permit ystem for
incidental catch were rejected as difficult to enforce and administer. Catch
limits may be imposed in selected
areas designated as Restricted Fishing
Areas.
We agreed with commentators who
were opposed to the immediate return
of comatose turtles to the water. The
regulations provide that resuscitation
be attempted before a comatose turtle
is returned to the water.
(4) A limited number of comments
were received on whether or not to
allow subsistence taking of threatened
sea turtles. The proposed regulations
did not provide an exception for subsistance. Comments from 10 parties
were received addressing this issue.
Of these, nine were in support of allowing subsistence taking, the majority of these being from State and Territorial governors or State agencies
where subsistence fishing occurs.
These Included Hawaii, Guam, American Samoa, and the Trust Territory of
the Pacific. Their comments were
mainly restricted to the green sea
turtle and stressed the need to consider social and economic factors. They
related the importance of the green
sea turtle as a source of food for many
of the island's inhabitants. Evidence
was provided indicating the importance of turtles in the cultural way of
life in some areas. It was also argued
that enforcement would be nearly impossible. Hawaii expressed the opinion
that existing State regulations provided adequate protection and that
Federal regulations should not be
more restrictive. -Comment was received in support of subsistence taking
provided it is adequately researched
and enforced, only allowed where
stocks are plentiful, and not allowed
on nesting beaches. Two individuals
believed it should be allowed by natives in the Pacific Trust Territory for
local consumption. One biologist supported subsistence fishing in the Trust
Territory if it were carefully monitored, and in Hawaii only after comprehensive investigations indicate that
subsistence taking would not be detrimental to that population.
One comment was received from the
environmental community, and was
endorsed by others, specifically addressing support of a prohibition on
subsistence taking on the basis that alternative sources of food are available.
It should also be noted that comments
were received in general support of
the proposed regulations which contained no exception for subsistence.

RESPONSE

Subsistence fisheries for sea turtles
exist within U.S. territorial waters.
Most are opportunistic in nature,
though there are directed fisheries for
eggs and adults in the Trust Territory.
Some turtles, primarily green, are
taken in Puerto Rican and U.S. Virgin
Island waters by local fishermen.
Hawaii permits the take of green turtles in excess of 36 inches for home
use. A limited opportunistic take of
turtles (probably green turtles) occurs
near Guam. In the Trust Territory,
turtle eggs and meat are a traditional
food source.
Although the record provides no evidence of subsistence turtle fishing in
the Caribbean, NIVIFS believes Increased "subsistence" taking of green
turtles has substantially contributed
to the decline in Western Caribbean
nesting groups. The absence of indigeifous natives in Puerto Rico and the
Virgin Islands precludes the establishment of loig "cultural" ties to the
taking of sea turtles for subsistence
purposes such as is found in the Pacific Islands. Localized "subsistence"
fishing for sea turtles does occur but
the motivating factor is esthetic
rather than nutritional. The green
turtle does not contribute significantly
to the food needs of Puerto Rican or
Virgin Island residents and prohibiting
taking would not have a major nutritional impact. Lastly, because of the
close proximity of other breeding
groups and the high volume of Caribbean inter-island commerce, it would
be impossible to control the flow of
turtle products through the Puerto
Rican and Virgin Islands nesting area.
It would be difficult to effectively stop
the illegal trade of sea turtles consumed in Puerto Rico or the Virgin Islands as "subsistence taken." Because
of the increase in human impact on
Caribbean sea turtles and the absence
of a documented subsistence food need
for turtle meat, NMFS and FWS decided that no subsistence taking for
green turtles or other species of sea
turtles should be allowed in Puerto
Rico or the Virgin Islands.
Hawaii referenced State regulations
that permit the taking of green turtles
only in excess of 36-inch carapace
length for home consuinption. In the
State's opinion, such protection was
adequately protecting the population.
However, NMFS and FWS have concern over increased takings and sale of
turtle shell and other products to
tourists in Hawaii. For these reasons
and because there are alternative food
sources available in Hawaii, no exception is allowed for taking. green sea
turtles in that area.
Sea turtles reportedly provide a
major food source for many Pacific
island inhabitants, and in areas such

as the Yap Islands, play a major role
in traditional culture.
The available information on the
Western Pacific green turtle population is, at best, incomplete. Reports Indicate increased harvesting of eggs
and adults have occurred In some
areas due to improved native transportation to remote Islands. These activities may be instrumental in causing
the populaflon declines reported in
some areas. However, Information submitted showed certain nesting colonies
were healthy. There was no strong evidence to support a seriously declining
green turtle population which could
not support historical harvest levels
conducted in a traditional manner.
Because of the condition of the western Pacific population (other than
Hawaii), allowing a subsistence take at
historical levels is believed consistent
with our obligation to conserve threatened species. Therefore, NMFS and
FWS decided to allow a traditional
subsistence taking of green turtles by
residents of the Trust Territory. No
subsistence taking will be allowed in
other areas. Turtles may be taken only
In the water and must be necessary for
the sustenance of the Individual or Immediate family of the Individual
taking the turtle.
The National Marine Fisheries Service and' the U.S. Fish and Wildlife
Service will proceed to obtain data on
the extent of subsistence fishing and
the status of the populations affected
by that activity. Further decisions on
regulating subsistence fishing will be
based on those data.
SUMMARY OF FINAL REGULATIONS

Generally, the proposed regulations
would have prohibited (with some exceptions) take, importation, exportation, and interstate and foreign commerce of green, loggerhead, and Pacific ridley turtles. These activities are
essentially the same as prohibited activities for endangered species, except
interstate commerce prohibition does
not take effect for 1 year and the proposed regulations included more exceptions than allowed for endangered
species. These final regulations contain the same prohibitions, as were in
the proposed regulations. There are
however, changes in the exceptions,
Other than allowing more exceptions,
these regulations governing threatened species are the same as would be
promulgated for an endangered listing
for all three species.
An exception for scientific, propagation, or survival purposes was authorized under permit in the proposed regulations. The final regulations provide
this exception but Include a more de.
tailed description of the procedures
for the submission and approval of applications for permits. A transition
period (in which to obtain permits) for
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ongoing sea turtle activities falling In
this category is also provided.
The proposed regulations did not
except public display, zoological exhibition, or educational purposes from
taking prohibitions. The final rulemaking authorizes exception under
permit for zoological exhibition or
educational purposes.
An exception for taking of injured,
dead, or stranded specimens was contained in the proposed regulations for
certain Federal and State agency employees. This exception is repeated in
the final regulations. An exception for
research or conservation program takings under Cooperative Agreement
was contained in the proposed regulations. This exc&ption is also repeated
in the final regulations.
The proposed regulations contained
an exception for incidental catch provided that: (a) The specimen was
caught by fishing gear incidental to
fishing effort or research not directed
toward these sea turtles; (b) the
person responsible was not fishing in
an area of -substantial breeding or
feeding of these sea turtles; and (c)
any captured sea turtle is immediately
returned to the water, whether dead
or alive, and with due care to minimize
injuries to live turtles. The final regulations provide an exception for incidental taking, subjdct to any future
controls on gear and Restricted Fishing Areas, provided that: (a) The
taking was by fishing gear during fishing or research activities conducted at
sea: and not directed toward sea turtles; (b) any sea turtle so taken must
be handled with due care to prevent
injury to live sea turtles and must be
returned to the water immediately
whether it is dead or alive; if it is alive
and unconscious, before returning it to
the water, resuscitation must be attempted by turning the turtle on Its
back and pumping its plastron by
hand or foot; and (c) any sea turtle so
taken must not be consumed, landed,
offloaded, transshipped, or kept below
deck.
The proposed regulations contained
a 2-year exception for mariculture operations dependent on taking from the
wild. Thereafter, the exception was
limited to mariculture operations independent of taking from the wild. The
exception was to be under permit conditioned on, among other things, a
marking or other identification system
for mariculture products, Government
certification that collection of wild
eggs would not be detrimental to survival of the species in the wild, and
during the first 2 years demonstrating
progress toward becoming self-sufficient. No exception for any mariculture is provided by the final regulations.
The proposed regulations contained
an exception (grandfather clause) for
tuitles held in captivity or in a con-

trolled environment on the date of
publication of final regulations and
not held in the course of a commercial
activity on such date. This exception
has been deleted from the final regulations because the long period during
which the proposal was pending
should have been sufficient notice to
the public that controls on sea turtles,
and their parts and products were
forthcoming. Also, the grandfather
clause in the act is available to cover
items such as jewelery or antiques
which were held for non-commercial
purposes on December 28, 1973 (the
effective date of the act).
The proposed regulations did not
contain an exception for subsistence
taking. The final regulations provide
an exception to take turtles in the
water for home consumption only by
residents of the Trust Territory of the
Pacific Islands. Taking of nesting females and eggs is prohibited.
The proposed regulations contained
a 1-year exemption to minimize undue
economic hardship tied to a prior contract commitment. No exception for
economic hardship is provided in the
final regulations since more than 1
year has transpired since the turtles
were formally proposed for listing.
Lastly, the final regulations provide
procedures for processing permit applications based on the MOU between
NMFS and FWS on sea turtle Jurisdiction.
EFFc OF THE RUrEnii
G
Section 7 of the act provides:
The Secretary shall review other programs administered by him and utilize such
programs In furtherance of the purposes of
this act. All other Federal departments and
agencies shall, In consultation with and with
the assistance of the Secretary. utilize their
authorities in furtherance of the purposes
of this act by carrying out programs for the
conservation of endangered species and
threatened species listed pursuant ot section
4 of this act and by taking such action necessary to Insure that actions authorized.
funded, or carried out by them do not Jeopardize the continued existence of such endangered species and threatened species or
result in the destruction or modification of
habitat of such species which is determined
by the Secretary. after consultation as appropriate with the affected States, to be
criticaL
The National Marine Fisheries Service and the U.S. Fish and Wildlife
Service prepared, in consultation with
an ad hoc interagency committee,
guidelines for Federal agencies for the
application of section 7 of the act.
These guidelines were superseded by
final regulations governing Interagency Cooperation published by
NMFS and FWS and January 4, 1978,
in the FEDERAL REGrsva (43 FR 870)
to assist Federal agencies in complying
with section 7.
The National Marine Fisheries Service will propose in, August 1978, the
Cape Canaveral ship channel as CrIti-

cal Habitat for loggerhead and Atlantic ridley sea turtles. Other areas may
be considered as a result of the gear
research program currently in progress.
Sections 9 and 10 of the act and endangered species regulations already
published in title 50 of the Code of
Federal-Regulations set forth a series
of general prohibitions and exceptions
which apply to all endangered species.
The regulations which pertain to the
threatened sea turtles are now contained In parts 220 and 227 of title 50
and are set forth below.
INTZMATIOTAL EFECerS
All three species of sea turtles are
listed on Appendix I of the Convention with the exception of the Australian population of green sea turtles.
The Convention prohibits international trade In Appendix I species (with
limited exceptions) conducted primarfly for commercial purposes. Appendix
I species taken on the high seas
cannot be landed commercially under
the provisions of the Convention
However, the Convention does not
apply to the taking of sea turtles
within any nation's jurisdiction. Many
countries (e.g., Mexico, Japan, and a
number of European countries where
markets exist) have not ratified the
Convention. Mexico has protective legislation of green turtles but adequate
enforcement is questionable. Further,
because Mexico has signed but not
ratified the Convention it can engage
in unregulated trade In sea turtles or
sea turtle products with other countries not formally Implementing the
Convention (nonmember or nonratifyIng members). United States-Mexican
trade primarily in these sea turtles for
commercial purposes is prohibited.
The National Mqrne Fisheries Service and the U.S. Fish and Wildlife
Service will continue to encourage international Cooperation in the conservation of these species.
NAnoAL EvIOmwazrr POLIcy AcT
Both a draft and a final EIS have
been prepared by NMFS and are on:
file In the offices of the Division of
Marine Mammal and Endangered Species, NMFS, Washington, D.C.
Because this final rulemaking lists
green, loggerhead, and Pacific ridey
sea turtles in their own right, the similarity of appearance proposal of June
16, 1976, by NMFS and FWS (41-FR
24378) is withdrawn.
The primary author of this rule is
Robert B. Gorrell, Acting Endangered
Species Program Manager, Division of
Marine Mammal and Endangered Species, NMFS, 202-634-7471.
REauLAnoN PROmzu=ATIOu
Accordingly, 50 CFR, § 17.11, 17.42(b)
and 50 CFR Chapter II are amended as follows:.
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RULES
2. iA -new xpecial -ride t§1lL42cb) iis
added to 50 CIRMrgeadngms foflotr
§'nr42 Speli-ues-rj iles.

,LoTRonw= ,Mdangerea Spc= adt (or
%tb. L.13l973, 'sedticn 821W. B7 St L.
20%:ctwf Auguzt~l, 105L

Sublpatt E--Permits Involving IEndanMere i3or!"hrecieaned -Sea Tuflles
fb) Vreen -ea turtle '( h/onia
eread-seat'tle
'(Vareta
mydas'), l
careiz'), olive ai dley sea "turtle(!Lepidochelys livaceea) I(these -do mont fmclude the populations listed as Endangered In l1Tl1
12)Frliiifou. Sbjctto
The perunder 'the lolown*g
mints 'lowabile
paragraj'h .Cb2) of 1is section, ,a8l of
the provisions set Torth in §17.31
(which incorporate portions of § 17.21)
shall -apply to this ,wildlife ,with the

following esapllons:
(1) Section I72.tcX2) Xseif-defense)
.ismon appTicable.
,9i-)ln § 7,21(03).M, the wmrd lorphaned" Is replaced by The word
"stranded'
threatening ihuman safet-.
,and tf) xo not
,)
ThW ,Sections 17.2L21
apply to any delivery, receiptcarriage.
transp.rtation, shipment, sale or vffer
for xalein ,nterstate commerce twhich
takes :place 'wthin 1.Tear rafter rthe 'ffective date of this egulation and
vanch involves specimens taken 'prior
tosucheffLctive, date.
&V)'The 'prohibition against taking
shall not apply to 'incidental (catche,
as mecfflmin -50CF1,221.72().
i-) 'The jprxbibition against taking
within the 1Uuited -States mr (the teritorial sea mf the United States .shall
not apply to mibsistence taking. a
s
feiied in S0 C 222,72(D.
or those -activities
M jPer it. 11i
which come tunder the jurisdidtion f
the berwice, only prmits for cientiffic
purposes, eihancement cof propagation
or zsuva, o.alogical exhibition nr
ed=ational Durposes, are av:ilable
under 1127.2. Procedures Mr issuance
of rpernfits'ure tound in §1732."and, ffor
those activties ,which come under the
jurisfiction oT the National 1,T2ime

Fisheries .Berxice, Subpart E of Part
220. -A l (the provisions oTt,17.32 Apply
to permits lssued-,by the Service.
~TMt
Activities rvhch are longciing ton

the effective date o this aegulation
and nldch are for scientific purposes
or for enhancement -of 'ropagation or
survid may (contnue ,without permilt
for iup to 9D 'das 'as pecffied im !50
CFR227.12(a).
3. -50 CFR TPat 220 is amended ,y
adding the-fDowin g'ew'Subpart fl
5 rE--eig ,

vlnd

ansgrned r

2210 ' urp=-.
220,1 alennultpplcation
22032- -lsumce ,v'-permits.
220.53 Uther-equremezitsFEO

328,39

DI IREGULAkTION$

§ 220!50 Purpose.
This xubpart establishes procedures
for Tissuance cnf ,permits for xcientific
pu poses wr to menhance the propagation 'or xsun1ival of 'endangered" Lor
"threatened" sea turtles :and =8loglcal exhibition or educational purposes
for"threftened" seatuftles.

comply Withhfi rav=e lsb.6f :aDZCF
§ 217-§ 227 as appropriate.
§ 22223 Arend ed. 4. 50 CFR § 222.23(a) is amended by
deleting the period '-ter the words,
"Atlantic xidleyzsea butle .Le'pidchelys kempif)" and insertifg the following: Green sea turtle (Cheon7damds)
breeding colony'populations In Florida
and con the Pacific coast of M -ezdco,
(Lepidoand;the ol-ve vidley ,sea ,tle
chelys olivacea) breeding colony popn*"
latlon on
uthe Pacfioeastof ,-

5. Sections 222.23(a). 222.23(b), and

222.23(c)(13) of 5D CFR Chapter flare
§220.51 XPermitxipplicatiowi.
amended lb ,ieleting the flilo.wn
Applications Tor 'permits to to-te, lang uuaze et off iby nquotiontmarks(a)"
' QOf these tie National
Import, exporttor engage In ny'dther
prohibited activity involving ,any !-pe- Marine Yades Serihe mid -the1hS.
cies 'of sea tutle lifted dn '50 CFM Fish .nd Wildlif e Sec
resently
§17.11 shall Tbe'submIttedto 'the Wild- share endangered zpecies jurlLa~htin-life Perinit 'Dffie T(WPO) 'ol the US. al mesponslbility !far sea ±turtles '-' *4
Fish 'mnd Willcife Zervice In -accord.'Lmopyofachapplicatian
1~b)0
ance with either. 50 CFR § 17:22(a) for-a parm~it1nvotngseatsntleCs~wM
(Endangered :Species) or 50 'F
be 'fortarded lby ttheXNaicni aarine
§17132 a) IThreatened 'Specles) -as 'pFisheries Servicea tz 'the Ul.& 7ish Xcid
proprlate. Applications -Involvingactiv- Wildlife Service"*
(Cc)- ',
ities under the durisdiction of ithe National
Marine
Fisheries Service
(13) "If the permit application in(N1M ) !as rdefined -In '5O %CFR volves a sea turtle(s), both the Nation§ 222.23(a) and 51 CME 227.4 shall be al Marine Fisheries Service and the
forwarded by the WPO to NMFS.
US. Fish nd Wildlife Zervice mnt
concur rpriar to I1--uace zhine these
§ 220.52 Issuance ofpernits.
two agencies ,presantly share jursdL(a) Applications under the Jurisdic- tionam seatiutles."
tion of the WPO' hall'be revlewed'-nd
Zubstitute fthe Sollowing tlangage
acted uponIn accordance with 50 CFR for ithit deleted -Aboe In section
§ 17.22 -or 150 -CFR !§17.'32 as appropri- 222=3(al, mndamend,p=arg-raih(b) by
ate.
adding the materidal set Iforth lbeaw to
(b) NMFS shall make a complete the end of the ist full setece:
review of applications forwarded -to It
by the IWPDO In zaccordance vwth §=2223 Permi1Ts rvintiflnzppowsr
§220.51anddetermlne the approprlate
tto enhanr -tLhe prcpga1on orsurvivo
action Ito Tbe :tahen in sccordance -with
mf the'affedcede-dan-a-spi
,§220:21(b)and§ 22223fc. -n
50 (F
ft) 1 *(Of these. the NtionaI
Instances 'vvhere the 'application InMarIne Trsherles Service 1has sole
volves 'ctivities 'solely 'within 7IlZ
jurisdiction, VNiMFS 'shall lssue 'permits agency jufisdidtion lor sea .turtles
or letters of denial and provile iTPO wbfle ?the turtlesare n the w;wter and
VfdlufeService has
the 'US. Th h,'d
with copies of'its actions.
1c) Where u permit mpplictilon n- Jmisdictlon for sm turtles %whilethe
volres activities under both7MFS and turtles are on land.
FWS Jurisdiction. each agency wiM

process 'the application lor adtivitles
under .its Jurlsdiction. 'WPO'will sm

either a permit or a letter of denial.
fd) Where a ,permlt -application for
activIties under NMFZ Jurisdiction
also requires a 'permlt .under the tConvention -o .internsetional Trade in Endangered Species of Wild ,Fauna aind

Xh)

except
e
for permits inuvol-

ing~sea tuttles In hich case the appll-

cant shall follow the procedures .set
out In £0 CFB Part 220 Subpart

6. 50 = Chapter n1 .is amended by
addlng.anewart .227,asfwiLoss
PART 227-THREKA'ENED NFI3H /AND
'
ll
(CITES) (50 CFR;Part "n).
WIL:DIM
process the application lor nctirvties
ue--ue
under i1ts Jurisdictlon. WD ,ill
the final document by means of a combination ESA/CITES permit or a
letter ,of denial.
227.1 Purpose.
22=. Scope.
§220.53 -heI r regiremenda,
227:3 M
De Lfon.
•Permits. -sued -'by21E3 andar -this
Subpart shall be administered ..mnd 227.5-210 Ue ser rs

Florm 'L7fAS 224.9.
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Subpart B-Threatened Marine Mammals-

227.11-227.30

[Reserved]

Subpart C-Threatenad Marine Fish

227.31-227.70 [Reserved]
Subpart D-Throatened Marine Reptiles
227.11 Prohibitions.

227.72 Exceptions to prohibitions.
AuTHORroy: Endangered Species Act of
1973 (as amended), Pub. L. 93-205, 16 U.S.C.
1531 et seq.
Subpart A-General Provisions

§ 227.1 Purpose.
The regulations contained in this
part identify the species, subspecies, or
any other group of fish and wildlife of
the same species or smaller taxa in
common spatial arrangement that interbreed when mature, under the jurisdiction of the Secretary of Commerce which have been determined to
be threatened species under the Endangered Species Act of 1973 and provide for the conservation of such species by establishing rules and procedures to govern activities involving the
species.

§ 227.2 Scope.
(a) The regulations contained in this
part apply only to the threatened species enumerated in § 227.4.
(b) The provision of this part are in
addition to, and not in lieu of other
regulations of Parts 217-222 and Part
225 of this Chapter II which prescribe
additional restrictions or conditions
governing threatened species.
(c) Certain of the threatened fish or
wildlife listed in 50 CFR 17.11 and
enumerated in 50 CFR 227.4 are ineluded in Appendix I or II to the Convention on International Trade in Endangered Species of Wild Fauna and
Flora. The importation, exportation,
and reexportation of such species are
subject to additional regilations provided in Part 23, Chapter I (Title 50).

§ 227.3 Definitions.
In addition to the definitions contained in the Act, and in Parts 217 and
225 of this Chapter, and unless the
context otherwise requires, in this
Part 227:
(a) "Act" means the Endangered
Species Act of 1973, as amended, 16
U.S.C. § 1531-1547;
(b) "Assistant Administrator" means
the Assistant Administrator for Fisheries, National Oceanic and Atmospheric Administration, Department of
Commerce, or his authorized delegate.
The Assistant Administrator for Fisheries is in charge of the National
Marine Fisheries Service;
(c) "Ongoing project(s)" means an
activity for scientific purposes or to
enhance the propagation or survival of

(f) sell, or offer for sale, In foreign
commerce any such species;
(g) deliver, receive, carry, transport,
or ship in interstate commerce, by any
means whatsoever, and in the course
of commercial activity; provided that
this paragraph (g) shall not apply to
any such species taken prior to the effective date of the listing of the species for 1 year after such listing; or
(h) sell, or offer for sale, in interstate commerce any such species; provided that this paragraph (h) shall not
apply to any such species taken prior
§ 227.4 Enumeration of Threatened Spe- to the effective date of the listing of
the species for 1 year after such listcies.
The species listed as threatened ing.
under the act which are under the ju- § 227.72 Exceptions to prohibitions.
risdiction of the Secretary of Com(a) Scientific, propagation, or surmerce are:
(a) Green sea turtle (Chelonia vival permits. (1) The Assistant Admydas) except for those populations ministrator may issue permits authorizing activities which would otherwise
listed under 50 CFR § 222.23(a).1
(b) Loggerhead sea turtle (Caretta be prohibited under § 227.71 for scientific purposes or to enhance the propacaretta )
(c) Pacific ridey sea turtle (Lepido- gation or survival of such species. Apchelys olivacea)except for those popu- plications for these permits are sublations listed under 50 CFR 222.23(a).'
ject to the provisions of Part 220 of
this Chapter II.
§§ 227.5-227.10 [Reserved]
(2) Ongoing scientific, propagation,
or survival projects, which would othSubpart B-Threatened Marine
erwise be prohibited by § 227.71 may
Mammals
continue without a permit until an application for a permit has been denied
§§ 227.11-227.30 [Reserved]
or 90 days from the effective date of
Subpart C-Threatened Marine Fish
the listing of the effected species,
whichever comes first. If a permit has
§§ 227.31-227.70 [Reserved]
not been denied, ongoing projects may
Subpart D-Threatened Marine
contihue beyond this 00-day period
provided that the individual responsiReptiles
ble for such project(s) has applied for
§ 227.71 Prohibitions.
a permit and receives a letter from the
Except as provided in § 227.72 it is Assistant Administrator stating that
unlawful for any person subject to the the application is complete and suffijurisdiction of the United States to cient for processing within the 90-day
commit, to attempt to commit, to solic- period. Projects not receiving a permit
it another to.commit or to cause to be or letter indicating sufficiency by the
committed in any of the following acts 90th day must cease. Within 30 days
with respect to any species enumer- of receipt of an application, the Assistated in § 227.4:
ant Administrator will determine the
(a) import any such species into, or completeness and sufficiency of the
export any such species from, the application for processing. If an appliUnited States;
cation is deemed complete and suffi(b) take any such species within the cient for processing, a permit will be
United States or the territorial sea, of issued or denied within the next 90
the United States;
days beginning with the date of the
(c) take any such species upon the letter informing the applicant that the
high seas;
(d) possess, sell, deliver, carry, trans- application is sufficient. Approved proport, or ship by any means whatso- jects shall continue in accordance with
ever, any such species taken in viola- the conditions of the permit.
(b) Permits for Zoological Exhibition of the prohibitions in paragraphs
tion or Educational Purposes,The As(b) and (c) of this section;

such species which are not conducted
in the course of a commercial activity
initiated before the listing of the effected species;
(d) "Plastron" means the ventral
part of the shell of a sea turtle consisting typically of nine symmetrically
placed bones overlaid by horny plates;
and
(e) "Sea Turtle(s)" means those sea
turtle species enumerated in § 227.4
and any part(s), product(s), egg(s) or
offspring thereof, or the dead body or
part(s) thereof.

(e) deliver, receive, carry, transport,
or ship in foreign commerce by any
means whatsoever, and in the course
of a commercial activity, any such species;

'Department of Commerce, National Oceanic and Atmospheric Administration, National Marine Fisheries Service, jurisdiction
for sea turtles is limited to turtles while in
the water.

sistant Administrator may issue per-

mits authorizing activities which
would be otherwise prohibited under
§ 227.71 for zoological exhibition or
educational purposes. Applications for
these permits are subject to the provisions of Part 220 of this Chapter I.
(c) Exceptions for injured, dead, or
stranded specimens, If any member of
any threatened species listed in § 227.4
is found injured, dead, or stranded,
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any agent or employee of the National
Marine Fisheries Service, the Fish and
Wildlife Service, the U.S. Coast
Guari. or any other Federal land or
water management -agency, or any
ageut or employee -of -a 'tate agency
responsible for fish and wildlife who is
designated 'by 'his or 'her agency for
such purposes, may, when acting in
the course ff11s orher
h official duties.
take such zpecimens -without a .permlt
if such taking is necessary to aid a
sick, injured, or strandedspecimen or
dispose of a dead specimen or salvage
a dead specimen which may be useful
foriscientiflc-study. Whereverpossible,
live specimens shall be xeturned ito.
their quatic mvironmeit as -soon as
possible. -very .action ball 'be repoded In witing to the Asssistant Anihiistrftor ,withln W0 days, and reports of
further occurrence sbail 'be made -as
deemed apprD- riate Jby the Assistant
Administrator until the specimen Is
either returned to Its environment or
disposed of. Reports shall be mailed by
registered or -certified 'Taull. return .eceiit requested, to the Am-istant Admistrdtor -or- Fisheries, Ndtiond
Waine Fisezies'Service, .Wahizgton,
DflC. 20235, znd "shall -ontdn the Ifollowingf.nformataolE
'021) Whme -andhostion 6T the officdil
or employee Involved;
'( ) Descriftion 'a the.- pecimeW)
involved;
(3) Date and location of disposal;
14) Circumstances irequiring the

ActioaZ

(5) Method -of disposal
(6) Disposition of the spedimenis),
iainludng, 'where tie ;specimens) Lbas

tzF=DW

been retained in captivity, a descrip-tion uof (the -place and means of q0nfineme't. and The 3neasures taken lcr
its-maintenance and care; and
(7)Such other Intormatlon as 'he
A-ssistant Administratoromay require.
.(d) rxcep on for ezearch or ronservation. Zvmyepuioyee -r-agent -ofthe
National Marine Fisheries Service, the
Fish and Wildlife Service, nr a -State
fish ard wildlife agency operating a
consm-gation program pursuant to the
terms ol a 'Cooperative -Agreement
wtth the 'National Mlarine 7ishefles
Service -or the 'Fishand Wildlife 'Service 'in accordance with 'Section !(c) 6f
the -dt, 'designated by his 'or !her
agency for such purposes, may, vhen
acting in,the'course of 1hi tor iher dfflcial duties, -talze Lany Cliratened svecies rtov arry ut scientific -reearrih nr
conservation 1prgrams. Al -such lakings shall be reported within 30 days
-of the taking tothe Asis it
Adminlstrator who may request additional reports of the 'taking and research tt 'is
discretion.
te) EX cvponorineiaentai'1n0)) GeweraL Mxcept as praVidea 'in
paragraphs -e'L2) -and (eX3) 16f fthis
sebtin. 'the Fincidental talzing 'ianny
meiber of any'spedes isfted in 1§227.4
during ffishing or 'scientific xeseareh
adtivitles m'dt dhteted toward such
menibers ;f ,such specles tls-lzowd
=nderitheffolJowIngconfitlons:
a'f) tany specimen zo tfLen aust he
lbandled -with due -re
to prevent
dnjury to live specimens, .and must be
-rturned to ithe water Axnmedlnlety
whetheritIs dead or Alh, unlessItisa
sea 1turte nblih
cIs -Mve and uncn.

REvsm.

sclous. in which case before returningIt to the water, resuscitation must be
attempted by turning the turtle on its
back and pumping its plastron by
1and or Toot. nd
i(ii) any -spcmen -so Insk- zmst not
'he :constmed. zsald, iJanld. ;nffl ade-d,
ztransshipped. orkeptbelo v.eck.
(2) RestricteS Fis ing Are-& [Reserved]
(3) Gear. [Reserved)
(1) Subsistence h6 prohibition in
§ 227.71(b)-haldtapplyTithTespct
to the taking of ,my -member of the
species of green sea turtle (Cheloofa
mydas) in waters seaward ofmaean low
tideiforrpersn-a.ansumptiva ,by esi,dents'of the Trust Territoryco tthe-acific Isands if such taking is 'ustomary, traditional and necessary for the
sustenance of sach Tesident and Thiz
Immediate family. Sea turtles so (taken
cannot be trnserred to min-residents
or sold.
Nmoz.-The ,naionai Tgarine X'l-eriez
SearlndLhe U- .ish and WldlMerxice liave determined that thfis documsn
does t conziltn a 'nJor -a-otln requirig
prcparation -dof an economi Impa_ stabna~ 'under MUunltiLe Order IL1049 -anS
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proposed rules
I

This section of the FEDERAL REGISTER contains notices to the public of ihe proposed issuance of rules and regulations. The purpose of these notices Is to
give interested persons an opportunity to participate in the rule making prior to the adoption of the final rules.

[1620-01]

COST ACCOUNTING STANDARDS
BOARD
[4 CFR Parts 403, 410, 422]
ACCOUNTING FOR INDEPENDENT RESEARCH
AND DEVELOPMENT AND BID AND PROPOSAL COSTS

AGENCY: Cost Accounting Standards
Board.
ACTION: Proposed rule.
SUMMARY: The Cost Accounting
Standards Board is proposing a standard which, if adopted, would be one of
a series of cost accounting standards
which the Board is promulgating to
achieve increased uniformity and consistency in the cost accounting principles followed by defense contractors
and subcontractors under Federal contracts. This proposed rule would provide criteria for the accumulation of
costs of independent research and development (I.R. & D.) and bid and proposal (B. & P.) projects and the allocation of such costs to cost objectives,
based on the beneficial or causal relationship between such costs and cost
objectives. The application of these
criteria should increase the probability that I.R. & D. and B. & P. costs are
allocated to final cost objectives in a
uniform and consistent manner.
DATE: Written comments must be received on or before October 2, 1978.
ADDRESS: Written comments should
be sent to the Cost Accounting Standards Board, 441 G Street NW., Room
4836, Washington, D.C. 20548.
FOR FURTHER INFORMATION
CONTACT:
Clark G. Adams, Project Director,
Cost Accounting Standards Board,
441 G Street NW., Room 4836,
Washington, D.C. 20548, 202-2755418.
SUPPLEMENTARY INFORMATION:
In addition to the proposed standard,
related amendments to standards 4
CFR Part 403 and 4 CFR 410 are being
proposed.
The Board solicits-comments on the
proposed cost accounting standard and
related amendments. During the
course of research, comments were received stating objections to the prohibition of allocating deferred I.R. & D.
costs. Those voicing objections, however, did not provide sufficient criteria

to determine when an I.R. & D. pro- be allocated In accordance with the
ject's costs should be deferred and provisions of 4 CPR Part 422.
when they should not. The Board,
therefore, requests that anyone objecting to the prohibition in this
standard provide to the Board objecIt is proposed to amend 4 CFR Part
tive criteria for making this determi410, Allocation of business unit genernation.
Also, in addition to your comments al and administrative expenses to
cost objectives, by deleting paraand suggestions relative to the pro- final
graph (d) of § 410.40 in its entirety and
posed standard, we would appreciate inserting the following in lieu thereof.
your providing us with the following
information:
§ 410.40 Fundamental requirenent.
(1) To what extent would the provi*
*
*
*
*
sions of- the proposed standard affect
the dollar amount of I.R. & D. and B.
(d) Any costs which do not satisfy
& P. costs allocable to Government
the definition of G. & A. expense in
contracts for 1 year as compared to
this standard, but which have been
present practices and regulations? To classified by a business unit as G. & A.
the extent practical, please relate any expenses, can remain in the G. & A.
expense pool unless they can be allosuch differences in allocable costs to
cated to business unit coAt objectives
the specific section of the standard.
(2) Would the implementation of the on a beneficial or causal relationship
which is best meazured by a baze
proposed standard result in increased
Or decreased administrative costs? If other than a cost input bao.
so please provide details as to the
nature of such coets and show how
It is proposed to amend 4 C R chapmuch of any increased or decreased ter III by adding a new Part 422 to
costs would be one-time and how much
read as follows:
would be continuing. By increased or
decreased costs, we mean incremental PART 422-COST AdCOUNTING STANDARD
ACCOUNTING FOR INDEPENDENT RESEARCH
costs.
AND DEVELOPMENT AND BID AND PROPOS(3) What function(s), if any, would
AL COSTS
be added or deleted from the contractor's activities as a result of this stand- Sec.
422.10 General applicability.
ard?
422.20 Purpose.
NoT-Al written submissions made pur- 422.30 Definitions.
suant to this notice will be made available 422.40 Fundamental requirement.
for public inspection at the Board's office 422.50 Techniques for application.
during regular business hours.
422.60 Illustrations.
Exemption.
(Sec. 719, Defense Production Act of 1950, 422.70
as amended, Pub. L. 91-379, 50 U.S.C. app. 422.80 Effective date.
AuTmonrr: Sec. 719, Defense Production
2168.)
Act of 1950, as amended, Pub. L. 91-379, 50
ARTvUR ScHOENHAUT,
U.S.C. app. 2108.
Executive Secretary.
It is proposed to amend 4 CFR Part § 422.10 General applicablilty.
403, Allocation of home office expense
General applicability of this cost acto segments, by deleting paragraph
(b)(5) of § 403.40 and inserting the fol- counting standard is established by
§ 331.30 of the Board's regulations on
lowing in lieu thereof.
applicability, exemption, and waiver of
the requirement to include the cost ac§ 403.40 Fundamental requirement.
counting standards contract clause in
negotiated defense prime contracts
and subcontracts. (§ 331.30 of this
(b) *
chapter.)
(5) Independent research and development and bid and proposal costs. § 422.20 Purpose.
The purpose of this cost accounting
The costs of independent research and
development and bid and proposal ef- standard is to provide criteria for accuforts allocated by a home office shall mulation of independent research and
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development and bid and proposal
costs and for the allocation of such
costs to cost objectives based on the
beneficial or causal relationship between such costs and cost objectives.
Consistent application of these criteria
will improve cost allocation.
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Ice functions In support of the oper- § 422.50 Techniques for application.
ations of the various segments. An or(a) IR&D/B&P cost pool(s) of a
ganization which has intermediate home office or segment shall include
levels, such as groups, may have sever- any IR&D/B&P costs incurred in that
al home offices which report to a home office or segment less any such
common home office. An intermediate costs that are directly allocated from a
organization may be both a segment home office or segment.
and a home office.
(b) Only those types of cost which
§422.30 Definitions.
(7) Independent research and devel- would be treated as direct costs of a
(a) -The following are definitions of
opment (.R. & D.) costs. The costs of final cost objective shall be treated as
terms prominent-in this standard.
effort which is neither sponsored by a direct costs of IR&D/B&P projects.
- (1) Allocate. To assign an item of
(c) The costs of IR&D/B&P projects
cost, or a group of items of cost, to one grant, nor required in performance of
or more cost objectives. This term in- a contract of the organization, and performed at a segment at the request
of another segment or a home office
cludes both direct assignment of cost which falls within any of the following shall
be directly allocated to the reand the reassignment of a share from three areas: (l) Basic and applied re- questing organization. The cost of
search,
(H)
Product
or
service
developan indirect cost pool.
such projects shall include 9n alloca(2) Bid and proposal (B. & P.) costs. ment, and (ii) Systems and other con- tion of the general and administrative
The costs incurred in the effort of pre- cept formulation studies.
(8) Indirect cost. Any cost not direct- expenses of, the performing segment,
paring, submitting, and supporting
accordance with the provisions of 4
bids and proposals (whether or not so- ly Identified with a single final cost ob- in
CFR Part 410. The cost of IR&D/
jective,
but
Identified
licited) on potential contracts which
with two or B&P projects performed at a home
effort is neither sponsored by a grant, more final cost objectives or with at office at the request
of a segment
nor required in performance of a con- least one intermediate cost objective.
shall be directly allocated to the retract and which falls within the fol(9) Segment. One of two or more di- questing segment.
lowing:
visions, product departments, plants,
d) IR&D/B&P costs accumulated in
(i) Administrative costs including or other subdivisions of an organiza- a home
office pool(s) shall be allo-the cost of the nontechnical effort for tion reporting directly to a home cated to all
segments under the home
the physical preparation of the techn-. office, usually identified with responsi- office by means
a cost input base
cal proposal documents and also the bility for profit and/or producing a representative of of
the total activity of
cost of the technical and nontechnical product or service. The term includes such segments except
where paraeffort for the preparation and publica- Government-owned contractor-operat- graph e) below applies.
tion of the cost data-and other admin- ed (GOCO) facilities,
e) Where a particular segment reistrative data necessary to support the tures and. subsidiarles and Joint ven- ceives significantly more or less bene(domestic and
contractor's bids and proposals, and
from IR&D/B&P costs than would
(ii) Technical costs incurred to spe- foreign) in which the organization has fit
be reflected by the allocation of such
a
majority
ownership.
The
term
also
cifically support a contractor's bid or
to the segment on a cost input
proposal, including the costs of system includes those Joint ventures and sub- costs
the Government and the conand concept formulation studies and sidiaries (domestic and foreign) in base,
may agree to a special allocathe development of engineering and which the organization has less than a tractor
tion of IR&D/B&P costs to such segmajority of ownership, but over which
production engineering data.
ment commensurate with the benefits
(3) Business.unit Any segment of an it exercises control.
received. The amount of a special alloorganization, or an entire business orcation to any segment made pursuant
ganization which is not divided into §422.40 Fundamental requirement.
(a) L. & D./B. & P. projects shall to such an agreement shall be exsegments.
from the pool(s) of IR&D/B&P
(4) Cost input.The cost, except G. & be treated as if they were final cost ob- cluded
costs to be allocated to the segment
A. expenses, which for contract cost- jectives, except that business unit gen- and the cost input data of any such
ing purposes is allocable to the pro- eral and administrative expenses are segment shall be excluded from the
duction of goods and services during a not allocable to such projects.
base used to allocate the IR&D/B&P
cost accounting period.
(b) Each IR&D/B&P project shall pool(s).
.5. General and administrative(G. & be accounted for separately, and the
D The base used to allocate the
A.) expenses. Any management, finan- costs of all such projects shall In turn IR&D/B&P cost pool(s) of a business
cial, and other expense which is in- be accumulated in a separate pool(s) unit to cost objectives shall be the
curred by or allocated to a business apart from other costs.
same base used by the business unit to
unit and which is for the general man(c) (1) Costs
clearly and ex- allocate Its general and administrative
agement and administration of the clusively for a incurred
expense In accordance with 4 C'FR
business unit as a whole. G. & A. ex- project shall beparticular IR&D/B&P 410.50.
allocated only to that
pense does not include those manage(g) The IR&D/B&P cost pool(s)
ment expenses whose beneficial or project and shall be accounted for as a may be combined with the G&A excausal relationship to cost objectives direct cost of that project,
(2) The IR&D/B&P cost pool(s) at pense pool for allocation to final cost
can be more directly measured by a
the
home office shall be allocated to objectives provided that provision is
base than a cost input base representsegments
by means of a base repre- made to Identify the IR&D/B&P cost
ing the total activity of a business unit
from the G&A expenses in
senting
the
total activity of all the seg- separately
during a cost accounting-period.
the combined pooL
(6) Home office. An office responsi- ments reporting to that home office.
(h) IR&D/B&P costs incurred in a
(3) The IR&D/B&P cost pool(s) of a cost accounting period shall not be alble for directing or managing two or
segment
shall
be
allocated
to
final
cost
more, but not necessarily all, segments
located to cost objectives of any other
of an organization. It typically estab- objectives of that segment by means cost accounting period.
lishes policy for, and provides guid- of a base representing the total activiance to the segments in their oper- ty of that- segment. The base selected § 422.60 'Illustrations.
ations. It usually performs manage- shall be the one that best represents
(a) Segment A receives a request to
ment, supervisory, or adminitrative
the total activity of a typical cost ac- provide support for an IR&D project
functions, and may also perform serv- counting period.
of Segment B. Segment A performs
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the requested project but does not di(2) Company G has two research
rectly allocate the costs for such proj- laboratories; one established as an Inect to Segment B. As a result, the costs tegral part of a group home office and
are included in the IR&D pool of Seg- a second established as a segment rement A and allocated to final cost ob- porting to the group home office.
jectives of Segment A. This accounting Both laboratories only perform IR&D
practice is not in compliance with the which is for the general benefit of the
requirements of § 422.50(a).
other segments of the company. The
(b) Segment C, in accordance with IR&D costs incurred by the group
its established accounting practice, home office and the segment (laboracharges administrative efford includ- tory) are pooled at the group home
ing typing to an indirect cost pool. The office for allocation purposes to the
costs of typing are included as an indi- other segments reporting to that
rect cost of the department assigned
home office. The group home office
to prepare the proposal. In submitting uses a total cost input base which cona major proposal, Segment C assigns sists of the total cost input of the
other segments to allocate the pooled
several typists to the proposal project
on a full-time basis and charges the IR&D costs. This accounting practice
typists' time direct to the proposal is in compliance with the requirements
project, rather than to the depart- of § 422.50(d).
mental overhead pool. Because the
(e) Company H has a research labosegment charges the cost of the typing ratory established at the home office
effort incurred for this one proposal which performs primarily applied reon a different basis from that used to search. All segments reporting to the
charge typing effort in the depart- home office are reseach-orlented
ment, the accounting practice is not in except one. The nature of the business
compliance with the requirements of activity of the one segment is such
that the applied research perforiiied
§ 422.50(b).
(c) Segment D requests that Seg- by the home office laboratory provides
ment E provide support for an IR&D no benefit to that segment. The com'roject. Segment E allocates to the pany uses a total cost input base
project requested by Segment D all which is representative of the total acthe incurred direct and related indi- tivity of all the segments for allocarect costs, including an allocation of tion purposes. The company, however,
the performing segments' G&A ex- removes the total cost input of the
pense. Segment E then directly allo- non-research segment from the base
cates the cost of the project to Seg- for allocation of the applied research
ment D. Since.Segment D requested costs as there is no beneficial or casual
Segment E's support and Segment E relationship between the applied redirectly allocated the direct and relat- ,,search costs and that segment. This
ed indirect costs (including G&A) to accounting practice is in compliance
Segment D, Segment E's accounting with the requirements of §422.50(e).
practice is in compliance with the re(f) Business Unit I allocates its G&A
quirements of § 422.50(c) and 4 CFR expense pool by means of a total cost
input base in accordance with the proPart 410.
(d) (1) Contractor F has six operat- visions of 4 CFR Part 410. The Busiing segments and a research labora- ness Unit, however, establishes a base
tory, which is not part of the home for the allocation of its IR&D/B&P
office but is a separate segment. The cost pool by removing certain major
research laboratory performs effort subcontracts. The base with the subunder R&D contracts, performs IR&D contracts removed is not the same
projects for the benefit of the contrac- base used to allocate its G&A expense
tor as a whole, and performs IR&D for pool, and therefore is not representathe advancement of its own technical tive of the total activity of the cost acexpertise. It also performs work on counting period. The accounting pracIR&D projects as specifically request- tice is not in compliance with the reed by any one of the six segments. The quirements of § 422.50(f).
laboratory directly allocates the IR&D
costs of the requested project to the §422.70 Exemption.
requesting segment. The IR&D costs
This Standard shall not apply to
incurred for the advancement of its contractors who are subject to the proown technical expertise is allocated to visions of Federal Management Circuthe final cost objectives of the labora- lar 74-4 (Principles for Determining
tory. The remaining IR&D costs of Cost Applicable to Grants and Conthe laboratory are for the general tracts with State and Local Governbenefit of the research laboratory and ments).
of the six operating segments and are
accumulated at the home office, and § 422.80 Effective date.
allocated to the segments on a cost
(a) The effective date of this Cost
input base representing the total activ- Accounting Standard is [reserved].
Ity of all the segments. This account(b) This Cost Accounting Standard
ing practice is in compliance with the shall be followed by each contractor
requirements of § 422.50(d).
on or after the start of his next fiscal

year beginning after the receipt of a
contract to which this Cost Accounting Standard is applicable.
[FR Doc. 78-20999 Filed 7-27-78; 8:46 am]
[6740-02]
DEPARTMENT OF ENERGY
Federal Enorgy Regulatory Commission
[18 CFR Parts 1, 2]

EDocket No. RM78-161
REVIEW OF SELCLME1EW AGIEEMENTS
Proposed Rule

JULY 24, 1978,
AGENCY: Federal Energy Regulatory
Commission.
ACTION: Proposed rule.
SUMMARY: This rule amends the
Federal Energy Regulatory Commission's (Commission) regulations to facilitate Commission review of settlement agreements. It provides that,
once a hearing has been ordered, settlement agreements will be received by
the Commission only upon certifica.
tion by the presiding administrative
law judge, who is to determine whether the settlement is in the public Interest or, if contested, whether the contested issues can be decided on their
merits on the basis of substantial evi.
dence.
DATE: Comments must be received on
or before August 31, 1978.
ADDRESSES: Send comments to the
Federal Energy Regulatory Commission, 825 North Capitol Street NE,,
Washington, D.C. 20426. Written submissions will be available for public inspection at the Commission's Office of
Public Information, Room 1000, 825
North Capitol Street NE., Washington, D.C., during regular bulsiness
hours.
FOR FURTHER
INFORMATION
CONTACT:
Kenneth F. Plumb, 202-275-4166.
SUPPLEMENTARY INFORMATION:
A. BACKGROUnM
It has been the policy of the Federal
Power Commission and the Federal
Energy Regulatory CommissionI to
accept for filing, both directly and by
way of. certification by a presiding administrative law judge, settlement
agreements containing wholly and partially settled matters, 18 CFR 1.18.
The submittal and consideration of
settlement agreements permits expeditious resolution of cases where those
'The "Commiisson" when used In the con.
text of an action taken prior to October 1,
1977, refers to the FPC; when used othervise. the reference is to the FERC.
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settlements are found to be in the general interest of the public. Consideration of settlements to which the parties have not unanimously agreed but
which are supported by substantial
evidence on the record and meet the
standards enunciated in the Federal
Power Act or Natural Gas Act also
permits a more expeditious resolution
of an ongoing proceeding. Mobil Oil
Corporation v. F.PC., 417 U.S. 283
(1973).
Nevertheless, the need for more
fully developed records, or records on
which a- reasoned decision can be
made, has become apparent in recent
cases in which offers of settlement
with certain contested issues were submitted to the Commission before the
parties had the opportunity, or having
been presented the opportunity chose
not to exercise it, to submit testimony
witnesses
or to cross-examine those
2
who submitted testimony.
In an effort to alleviat- this problem, and, more importantly, to expedite the issuance of final decisions and
to provide the assurance that participants are afforded due process of law
in presenting and-litigating their views
before this Commission, the Commission is hereby proposing new procedures for certifying settlement agreements to the Commission once a hearing has been ordered. Before that
time, the parties may submit an offer
of settlement to the Commission. The
Commission invites interested persons
to comment on this proposed rulemaking.
B. SurUARY OF THE COi uSSION'sPaorosED REGULATIOziS
The proposed procedures are intended-to assure that offers of settlement
certified to the Commission are either
unanimously supported or, if contested by any participants to the proceedings, that the presiding administrative
law judge has determined that all parties have had an opportunity to present evidence or have waived their
right to do so, as to issues which they
contest. The Commission may thereby
render a decision on coitested issues
on the basis of substantial record evidence, consistent with- the requirements of due process.
In cases where a hearing has been
ordered by the Commission, the Commission proposes to review offers of
2

See, for example, North Penn Gas Co.,

docket No. RP76-158, order granting rehearing, establishing procedures, and granting

motion to vacate order. issued on Nov. 30,
1977. After the Comnmission completed its
analysis of the record before it and issued a
decision based on the evidence presented, a
certain party requested a hearing on the
contested issues, thereby withdrawing unilaterally from the agreements. The Commission therefore was required to remand the
proceeding to the presiding administrative
law judge.

settlement only upon certification of
the offer of settlement and all pertinent documents, testimony, and exhibits by the presiding administrative law
judge. If the offer of settlement Is contested, the judge shall certify the offer
of settlement together with his finding that the contested Issues are severable and either his decision on the
merits of contested Issues, or, If a
waiver of the Initial decision is requested, his determination that the
record contains substantial evidence to
enable the Commission to reach a decision on the merits of contested
issues. The participants shall outline
the scope of the offer of settlement,
including applicable contracts, schedules, or documents filed with the Commission in current and, if applicable.
prior proceedings.
Comments.. The Commission currently receives comments from the
parties upon the filing of an offer of
settlement with the Commission. The
Commission proposes that, where a
hearing has been ordered by the Commission, the settlement shall be filed
with the presiding officer. The Secretary shall thereupon Issue a notice of
the offer of settlement and provide for
the filing of Initial comments (and
reply comments, if deemed appropriate by the presiding officer) with the
presiding officer. The purpose of filing
comments with the presiding officer is
to allow him to determine prior to certification whether an offer of settlement is unanimously supported and
ripe for Commission review as a settlement, or, if portions of It are contested, to determine if the participants
wish to present further evideice on
the record, and to render a decision on
the contested portions of the offer of
settlement in the absence of a request
for waiver of the Initial decision.
Contested issues. If there are contested issues, the presiding officer
shall provide the participants an opportunity to present evidence or to
cross-examine opposing witnesses. He
may defer certification until he concludes the hearing and renders a decision on the contested issues, or he may
certify the uncontested portion of the
agreement to the ComnissIon, or, as a
third alternative, If waiver of his decision is requested, he may certify the
record together with his determination that the record contains substantial evidence from which the Commission may reach a reasoned decision on
the contested Issues and that the disposition of the contested Issues will
not affect the settled Issues.,
The Commission will, by the proposed rule, no longer accept offers of
settlement certified by the presiding
officer which are accompanied by contested Issues, unless the parties have
either exhausted or waived their
rights to further proceedings before

the presiding officer, Including the Introduction of evidence -in support of
their positions, and the presiding officer has either determined that substantil evidence has been presented
to support the settlement offer or rendered an initial decision on the merits
of the severable contested issues.
Briefs on exceptions and briefs opposing exceptions would be submitted to
the Commission upon an initial decision.
The participants may request a
waiver of the requirement for an initial decision on the contested portions
of the offer of settlement. (See 18
CFR 1.30(c).) In that event, the presiding officer shall certify to the CommissIn the motion for waiver of his initial decision, the entire offer of settlement, with pertinent documents and
supporting portions of the record, andthe comments of the participants,
upon his determination-that the disposition of the contested Issues will not
affect the settlement, that the record
contains substantial evidence from
which the Commission may reach a
reasoned determination on the merits
of the contested Issues, and that the
participants have either exhausted or
waived their rights to present additional evidence in the proceeding
before the presiding officer. The participants will be bound by the Commission's ultimate decision on the
merits of the contested issues. This
does not preclude any party from seeking rehearing of the Commission's
order on the contested Issues, nor does
anything in the rule preclude any
party from requesting a hearing in the
event that the Commission rejects or
substantially alters the terms of the
settlement agreement by accepting it
subject to conditions.
In consideration of the foregoing, it
Is proposed to amend Part I, Subchapter A. Chapter I of Title 18, Code
of Federal Regulations, as set forth
below.
Any interested person may submit to
the Federal Energy Regulatory Commission. 825 North Capitol Street NE.,
Washington, D.C. 20426, to be received
no later than August 31, 1978, views,
comments, and suggestions in writing
concerning all or part of the amendments proposed herein. Written submittals will be placed in the Commission's public files and will be available
for public inspection at the Commission's Office of Public Information,
Room 1000, 825 North Capitol Street

NE., Washington D.C. 20426, during

regular business hours. Thd Commission will consider all such written submittals before acting on the matters
herein proposed. An original and 14
conformed copies should be filed with
the Secretary of the Commission. Submittals to the Commission should indicate the name, title, mailing address,
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and telephone number of the person
to v.hom communications concerning
the proposal should be addressed,
Coimments on all aspects of the proposa 1 are solicited.
sued in Washington, D.C., on July
Iss
24, 1.978.
order of the Commission.
KENNETH F. PLUM,
Secretary.

1. Code of Federal Regulations,
chal ter I of title 18, part 1, subchapter
A, § 1.1(f), is amended by adding new
subp aragraph (23) reading as follows:
The Commission.
• "
(f)Definitions. *to
(2 3) Offer of settlement; For the putpose of this paragraph and §§1.18,
1.36 and 1.4(d)(2)(v), an offer of settlem ent shall include all documents,
test imony, and exhibits, which provide
supIport for the offer of settlement, a,
list of all schedules, contracts, documen .ts, or data within the scope of the
settl fement, and a proposed notice suitable for pubication in the FEDEAL
REGISTER.
2. Code of Federal Regulations,
cha ?ter r of title 18, part 1, Subcha ?ter A, § 1.18(e), is revised to read
as fe)lows:
§ 1.18 Conferences; offers of settlement
O

•

*

*

*

(e Procedures for submission of
offers of settlement to Commission.(1) General rule. Any participant to a
procceeding may submit an offer of settlen ient, as defined by § 1.14f)(23) to
all participants and to the presiding
offi cer, and may request a conference
for such purpose. If the Commission
has ordered a hearing at the time the
offe r of settlement is submitted, the
offe r of settlement shall be filed with
the presiding officer. The participant
subinitting the offer of settlement
shal1 state whether the settlement is a
pac .age, with no severable parts, or
whe ther any specific issues may be
sepa rated from the settlement for separat;e decision, should the need for a
sepaarate decision arise. An unaccepted
off e r of settlement shall be privileged
and shall not be admissible inlevidence
aga inst any person claiming such
privilege.
(2 )Comments. The presiding officer
shali fix the time and order for filing
comments with him, and may permit
the filing of reply comments. These
procedures shall be set -forth in a
notice to be published in the FnDERAL
RGISTSR

tary.

by the Commission Secre-

(3) Unopposed offer of settlement If
the offer of settlement is unopposed,
the presiding officer shall certify to
the Commission the offer of settlement, his statement that the offer of
settlement is unopposed, and the evidentiary record, which shall include
support for the offer of settlement.
(4) Contested offers of settlement. If
the offer of settlement is opposed in
whole or in part, the presiding officer
shall either: (i) Defer his certification
of-the offer of settlement until he has
reached a decision supported by substantial record evidence. on the remaining contested issues; or (ii) upon a
determination that the disposition of
the remaining contested issue or issues
will not affect the settlement, certify
the Commission the uncontested
portion of the offer of settlement, as
provided in subparagraph (3) of this
paragraph, specifying issues which are
contested and are severable from the
offer of settlement, and proceed with
hearing procedures on the remaining
contested issue or issues; (ill) in lieu of
the procedures set forth in § 1.30(c),
the participants may file with the preiding officer a motion for waiver of
an initial decision on the contested
portions of the offer of settlement,
with the request that he certify the
motion to the Commission. The presiding officer shall only certify to the
Commission the motion, the entire
offer of settlement, including the contested portions, the record, and the
comments of the parties if he determines that: (a) The disposition of the
contested issues will not affect the uncontested portions of the settlement,
(b) the record contains substantial evidence from which the Commission
may reach a reasoned decision on the
merits of the contested issues, and (c)
all participants either have had or
have waived the opportunity to present evidence and/or cross-examine opposing witnesses. If these three conditions are not met, the presiding officer
shall establish such further procedures as he deems appropriate.
(5) Reservation of rights. Any participant may reserve its right to a
hearing if the Commission does not
accept and approve the unopposed
portion of the offer of settlement, or
approves it subject to conditions
which substantially alter the result of
the offer of settlement or the underlying intent of the participants.
3. Code of Federal Regulations,
Chapter I of Title 18, Part 1, Subchapter A, § 1.30(c)(1) and § 1.30(c)(3)
are amended to read as follows:

§1.30 Decisions.
*

*

*

*

a

(c) Waiver and omission of intermediate decision procedure. (1) In lieu of

any intermediate decision (initiated by
presiding officer, recommended by
presiding officer or designated responsible officer, or tentative by the Commission), any party or staff counsel In
any proceeding may request that the
Commission forthwith render the final
decision. Except as provided in
§ 1.18(e)(4)(lii), If all other parties and
staff counsel join or concur in such request, it shall be deemed to have been
granted unless the Commission denies
such request within 10 days next following its submission or filing. Except
as provided in § 1.18(e)(4)(l1), such requests for omitting the intermediate
decision procedure shall specify:
(i) The concurrence of the other parties and staff counsel;
(ii) Whether opportunity for presenting oral argument of filing briefs
before the presiding officer or Commission is desired or waived;
(II) Whether opportunity for presenting proposed findings and conclusions with supporting reasons therefor, is desired or waived; and
(iv) Whether the parties reserve
only their rights to apply to the Commission for rehearing and to petition
for judicial review of the Commission's
decision or order as may be provided
for by the statute under which the
proceeding was Initiated and conducted.
*

(3)

*

Except

*

as

*

*

provided

in

§ 1.18(e)44)(iii), requests for waiver and
omission of the intermediate decision
procedure shall be by motion filed
with the Commission at any time
during, but not later than five days
next following, the conclusion or adjournment sine die of the hearing
shall be in writing under oath, subscribed and verified; and shall in all
other respects conform to the requirements of §§ 1.12 and 1.15 to 1.17, inclusive: Provided, however, That during
seLsions of hearings in proceedings,
motions for such waiver and omission
may be made orally on the record
before the presiding officer, who shall
forthwith report the same to the Commission,
§ 2.1 [Amended]
4. Code of Federal Regulations,
Chapter I of Title 18, CFR Part 2,
§ 2.1(a)(1)(i)(H) Is deleted.
[FR Dce. 78-20868 Filed 7-27-78; G:45 am]
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[4810-221
DEPARTMENT OF THE TREASURY
Customs Service
[19 CFR Part 1231
CUSTOMS RELATIONS WITH CANADA AND
MEXICO
Proposed Rulemaking-Amending the Customs
Regulations Relating lo Violations in Mani-

fests for Vehicles and Certain Vessels Arriving From Canada or Mexico

AGENCY: U.S. Customs Service, Department of the Treasury.
ACTION: Proposed rule.
SUMMARY: This proposed rule would
establish uniform procedures for handling discrepancies in the manifests of
vehicles and certain vessels arriving
from Canada or Mexico. The proposed
rule is intended to provide instructions
for the public and Customs officers to
insure uniform treatment of all cases
involving a discrepancy in a manifest.
DATES. Comments must be received
on or before: August 28, 1978.
ADDRESSES:
Written
comments
-should be addressed to the Commissioner of Customs, Attention: Regulations and Legal Publications Division,
1301 Constitution Avenue NW., Washington ID.C. 20229.
Comments submitted will be available for public inspection in accordance
with § 103.8(b) of the Customs regulations (19 CFR 103.8(b)) during regular
business hours at the Regulations and
Legal Publications Division, Headquarters, U.S. Customs Service, 1301 Constitution Avenue NW., Washington,
D.C. 20229.
FOR FURTHER INFORMATION
CONTACT:.

Donald H. Reusch, Carriers, Drawback and Bonds Division, U.S. Customs Service, 1301 Constitution
Avenue NW., Washington, D.C.
20229,-202-566-5706.
SUPPLEMENTARY INFORMATION:
The U.S. Customs Service proposes to
amend § 123.9 of the Customs regulations (19 CFR 123.9). The present regulations do not satisfactorily state the
applicable statutory provisions or outline the procedures to be followed in
situations involving incorrect manifests. The proposed amendment is designed to promote uniform treatment
in cases involving discrepancies in minifests for vessels of less than 5 net tons
arriving otherwise than by sea from
Canada or Mexico and all vehicles arriving from Canada or Mexico.
- For the purposes of the Customs
regulations, vessels which arrive in the
United States "otherwise than by sea"
generally are those which arrive via
the Great Lakes or via rivers or other
inland waters. However, no precise
definition of the term "otherwise than

by sea" governs every case. The Customs Service has ruled that a vessel
arriving from Mexico via the Falcon
ReservIor arrives "otherwise than by
sea." On the other hand, in "Border
Line Transportation Co. v. Haas," 128
F. 2d 192 ninth circuit 1942), cert. den.
318 U.S. 763, the court held that a
vessel arriving from British Columbia
via the Strait of Juan de Fuca arrived

"by sea."
Interested parties desiring specific
information with regard to whether a
particular arrival will be considered as
"otherwise than by sea" may contact
the district dlrector of Customs in the
customs district where the Intended
port of arrival Is located. A list of customs districts and ports is found in
§101.3 of the Customs regulations (19
CFR 101.3). A ruling with respect to a
particular arrival also may be obtained
from Customs Service Headquarters,
Attention: Carriers, Drawback and
Bonds Division, Washington. D.C.
20229, by following the procedures
outlined in Part 177 of the Customs
regulations (19 CFR Part 177).

DiscussioN OF PnOPOSm CHAmGES
CHANGING THE SECTION EEADIING

The heading of §123.9 of the Customs regulations (19 CFR 123.9) enti.
tled "Correction of manifest" implies
that the filing of the descrepancy
report and declaration. Customs form
5931, corrects a manifest so as to relieve a person from a penalty. The proposed amendment would change the
heading to read "Explanation of a discrepancy in a manifest." This change
is intended to avoid creating any Implication that the filing of the discrepancy report and declaration. Customs
form 5931, corrects the manifest and
cancels any liability arising under section 460 or 584, Tariff Act of 1930, as
amended (19 U.S.C. 1460, 1484).
STATUTORY BASIS OP A VIOLATION

Section 123.9 of the Customs regulations (19 CFR 123.9) applies to vessels
of less than 5 net tons arriving otherwise than by sea from Canada or
Mexico and to all vehicles arriving
from Canada or Mexico. Those vessels
and vehicles are required to file a correct manifest with the U.S. Customs
Service on arrival in the United States.
Paragraph (a) of §123.9 cites section
440 of the Tariff Act of 1930, as

amended (19 U.S.C. 1440), as prescribing the penalty for faling to correct a
manifest by a post entry and section

584 of the Tariff Act of 1930, as
amended (19 U.S.C. 1584), as prescribing the penalty for filing an incorrect
manifest. The citation of section 440 is
incorrect, and the citation of section
584 is misleading, for the following
reasons.

Section 440 concerns the filing of a
post entry to correct a manifest on a
vessel from a foreign port required to
make entry. That section does not
apply to vessels of less than 5 net tons
arriving otherwise than by sea from
Canada or Mexico or to vehicles arriving from Canada or Mexico. Accordingly, the reference to section 440 is
deleted from proposed § 123.9.
Section 460 of the Tariff Act of 1930,

as amended (19 U.S.C. 1460) Is applica-

ble to vessels of less than 5 net tons arriving otherwise than by sea from
Canada or Mexico and to vehicles arriving from Canada or Mexico. For violations Involving those vehicles and
vessels, section 460 rather than section
584 is the proper authority for violations that are covered by both statutes
because section 460 Is more specific in
scope. Paragraph (a) of proposed
§ 123.9 details the specific situations
covered by sections 460 and 584.
Penalties should be assessed under
secton 460 if a manifest is not filed or
if It falls to include all of the merchandise Imported or brought In on those
vessels or vehicles. On the other hand,
a penalty would be assessed under section 584 if a manifest listed merchandise that is not found on board a vehicle or a vessel or less than 5 net tons
arriving otherwise than by sea from
Canada or Mexico.
RETORT 0' DISCREPANCY

Paragraph (b) of § 123.9 of the
Cusoms regulations (19 CFR 123.9(b))
establishes a procedure for reporting
discrepancles in a manifest to the Customs Service. The present procedure is
limited to the situation where a private individual -discovers the discrepancy.
Proposed § 123.9(b) is divided into
two parts. The first part concerns the
situation where a private individual
discovers the discrepancy. The proposal states the 60-day time period from
the date of arrival for a private individual to report the discrepancy to the
district director of Customs who received the original manifest. Previously, § 123.9 referred to the time limits
set in § 4.12 of the Customs regulations (19 CFR 4.12). Stating the time
limit in the proposed section wil eliminate the need to refer to another section. The second part of proposed
§ 123.9(b) concerns the situation where
a Customs officer discovers the discrepancy before It Is reported to the
Customs Service. In this part of the
proposed section there is a requirement for the district director concerned to notify the private Individual
of the discrepancy. The proposal also
requires the private Individual to
exlain the discrepancy within 30 days
of the district director's notification or
within 60 days after arrival, whichever
Is later.
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ACTION ON DISCREPANCY REPORT

The proposal would add a new paragraph (d) to § 123.9 of the Customs
regulations (19 CFR 123.9). This new
paragraph establishes guidelines for
remitting a penalty assessed for violation of section 460 of the Tariff Act of
1930, as amended (19 U.S.C. 1460).
These guidelines would also be used in
determining whether to assess a penalty under section 584 of the Tariff Act
of 1930, as amended (19 U.S.C. 1584).
SETTING PENALTY AMOUNT

Proposed new paragraph (e) of
§ 123.9 of the Customs regulations (19
CFR 123.9) provides instructions for
setting the amount of the penalty.
The proposed parigraph cross-references § 162.43 of the Customs regulations (19 CFR 162.43) which establishes rules for appraising merchandise subject to a penalty under the
Customs laws. The cross-reference to
§ 162.43 is used because the appraisement ruleg themselves are too lengthy
to repeat in proposed paragraph (e).
Previously, § 123.9(a) contained a reference to § 4.12 of the Customs regulations (19 CFR 4.12) which, in turn, referred to § 162.43. The new paragraph
would reduce the amount of cross-referencing.
EFFECT OF LACK OF KNOWLEDGE

Proposed new paragraph (f) of
§ 123.9 of the Customs regulations (19
CFR 123.9) makes it clear that lack of
knowledge of a discrepancy by a private individual does not relieve that
individual from a penalty. This concept is a carryover from present
§ 123.9(a). Previously § 123.9(a) referenced § 4.12 of the Customs regulations (19 CFR 4.12) which contained
the concept. The proposed paragraph
would eliminate the need for that
cross-reference.
DEFINITION OF CLERICAL ERROR OR OTHER
LISTAKE

The proposed amendment provides a
definition of the term "clerical error
or other mistake". That term is already defined in §§ 4.12(a)(5) and
6.7(h)(5) of the Customs regulations

(19 CFR 4.12(a)(5), 6.3(h)(5)). Howev-

er, although the definition of clerical
error or other mistake is important
with respect to handling cases involving discrepancies in manifests, the
term has not been defined in § 123.9 of
the Customs regulations (19 CFR
123.9). The proposed amendment
would add a new paragraph (g) to
§ 123.9 that would contain the definition of "clerical error or other mistake" used in §§ 4.12(a)(5) and
6.7(h)(5).
Accordingly, the U.S. Customs ServIce proposes to amend § 123.9 of the
Customs regulations (19 CFR 123.9)

(c) Statement on report of discrepan.
cy required. The overage report or
shortage declaration shall bear the
§ 123.9 Explanation of a discrepancy in a following statement signed by the
manifest.
master of the vessel, the person in
(a) Provisions applicable-l) Fail- charge of the vehicle, the owner of the
ure to file a manifest overages. If vessel or vehicle or an authorized
there is a failure to file a manifest in agent:
accordance with § 123.5 or merchanI declare to the best of my knowledge and
dise is found that is not listed on the belief that the discrepancy described herein
manifest filed in accordance with occurred for the reasons stated. I also certi§ 123.5 (an overage), the merchandise fy that evidence to support a claim of non.
and the vessel or vehicle in .which it importation or proper disposition of merwill be retained In the carrier's
was brought or imported into the chandise
files for a period of at least 1 year from the
United States are subject to forfeiture date of this report of discrepancy and will
and the master of the vessel or the be made available to Customs upon demand.
person in charge of the vehicle is
(d) Action on the discrepancy report
liable, in addition to any other penalty
equal to the value of the merchandise Any penalty or liability to forfeiture
under section 460, Tariff Act of 1930, incurred under 19 U.S.C. 1460 shall be
remitted under section 618, Tariff Act
as amended (19 U.S.C. 1460).
(2) Shortages; If merchandise is of 1930, as amended (19 U.S.C. 1618),
manifested but not found on board (a and in accordance with the proviso of
19 U.S.C. 1584, no penalty or liability
shortage), the master of the vessel or to
forfeiture shall be incurred under
other person in charge or the owner of
that vessel or vehicle shall be subject 19 U.S.C. 1584, if(1) There is a timely filing of the
to a penalty of $500 under section 584,
manifest discrepancy report;
Tariff Act of 1930, as amended (19
(2) There has been no loss of reveU.S.C. 1584).
(b) Report of discrepancies.-(1)Dis- nue;
(3) The district director is satisfied
crepancies discovered by master or
person in charge The master, person that the discrepancy resulted from
in charge, or agent of the vessel or ve- clerical error or other mistake; and
(4) In the case of a discrepancy not
hicle shall report all discrepancies to initially reported by the master,
the district director within 60 days
after the date of arrival by completion person in charge, owner, or agent, the
of a report for an overage or a declara- district director is satisfied that there
tion for a shortage. The overage was a valid reason for the failure to so
report or shortage declaration may be report.
Otherwise, applicable penalties under
made, on the appropriate manifest
form, as listed in § 123.4, or on Cus- 19 U.S.C. 1460 and 1584 shall be as.
toms form 5931, discrepancy report sessed and the vessel or vehicle shall
and declaration. If no manifest had be liable to forfeiture (see § 162.31 of
been filed, an original copy of the ap- this chapter).
(e) Penally assessment For the purpropriate form, as listed in § 123.4
should be used. In each case where a pose of assessing penalties under 19
manifest form is used, it shall be U.S.C. 1460 or 1584, the value of the
marked or stamped "Overage Report" merchandise shall be determined as
or "Shortage Declaration," as appro- prescribed in § 162.43 of this chapter.
(f) Lack of knowledge does not repriate. The form used shall list the
merchandise involved and state the lieve liability. The fact that the
master of the vessel, the person ih
reasons for the discrepancy.
(2) Discrepanciesdiscovered by Cus- charge of the vehicle, or the owner of
toms. The district director-shall imme- the vessel or vehicle had no knowledge
diately advise the master, person in of a discrepancy shall not relieve the
charge, owner, or agent of any, discrep- master, the person in charge, or the
ancies discovered by Customs officers owner from a penalty, or the vessel or
which have not been reported by the vehicle from liability to forfeiture, incurred under 19 U.S.C. 1460 and 1584.
master, person in charge, owner, or
(g) Clerical error or other mistake
agent. Thereafter, such master, person
in charge, owner, or agent shall file an defined. For the purpose of this secexplanation of the discrepancy as re- tion, the term "clerical error or other
quired by paragraph (b)(1) of this sec- mistake" is defined as a non-negligent,
inadvertent, or typographical mistake
tion within 30 days of that notification
or within 60 days after arrival of the in the preparation, assembly, or subvessel or vehicle, whichever is later. mission of manifests. However, repeatThe district director may notify the ed similar manifest discrepancies by
the same individuals may be considmaster, person in charge, owner, or
agent of a discrepancy by furnishing a ered the result of negligence and not
copy of Customs form 5931 to that clerical error or other mistake,
person, or by any other appropriate
This amendment is proposed under
means.
the authority of R.S. 251, as amended
and the heading of that section to
read as follows:
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(19 U.S.C. 66),-and section 624, 46 Stat.
759 (19 U.S.C. 1624).
R. E. CH sEz,

Commissionerof Customs.
Approved: July-18, 1978.
RICEAR J. DAVIS,
Assistant Secretary
-of the Treasury.
[M Doc. 78-20884 Filed 7-27-78; 8:45 am]

[4810-22]
[19 CFR Part 1411
ENTRY OF MERCHANDISE
Proposed Amendment to the Customs Regulations Relating to Additional Information Required on Invoices for Footwear

AGENCY: United States Customs
Service, Treasury.
ACTION: Proposed rule..
SUMMARY: This document proposes
to amend the Customs Regulations by
consolidating and updating the information required on invoices of imported footwear. Customs has determined
that much of the'information now required, which generally is descriptive
of footwear, no longer is necessary,
and other information, relating to the
construction of footwear, is necessary.
The information is used to establish
the correct tariff classification of imported footwear and to assist in its appraisement.
DATE: Comments must be received on
or before September 26, 1978.
ADDRESS: Comments (preferably in
triplicate) may be addressed to the
Commissioner of Customs, Attention:
Regulations and Legal Publications
Division, U.S. Customs Service, 1301
Constitution Avenue NW., Washington, D.C. 20229.
FOR FURTHER
CONTACT.

INFORMATION

Benjamin J.Mahoney, Entry Procedures- and Penalties Division, U.S.
Customs Service, 1301 Constitution
Avenue NW., Washington, D.C.
20229, 202-566-5778.
SUPPLEMENTARY INFORMATION:
BACKGROUND

Invoices of merchandise imported
into the United States are required by
section 481 of the Tariff Act of 1930
(19 U.S.C. 1481) to include certain
specified information and "any other
facts deemed necessary to a proper appraisement, examination, and classification of the merchandise that the
Secretary of the Treasury may require." Section 141.89, Customs Regulations (19 U.S.C. 14L89), requires additional" information on invoices of

Footwear classifiable under schedule
7, part A, Tariff Schedules of the
United Statesstyle
The manufacturer's
(1)
number.
(2) The Importer's style number.
(3) Component materials of upper
with percentage (value) of each component (if fiber, and if fiber plus
rubber and/6r plastic Is less than 50
percent, state the percentage by
weight and value of each fiber used).
(4) Component materials of entire
article with percentage (value) of each
component. If the materials in (3) and
(4) are primarily of leather, answer
only (10) and (11). Otherwise answer
all questions.
(5) Component materials of sole
with percentage (value) of each component.
(6) Percentage of weight of entire article.
(a) Fiber.
(b) Rubber and/or plastic.
(c) Other (specify material).
(7) Percentage of exterior surface
area of upper:.
(a) Leather.
The Customs Service Invites written
(b) Rubber and/or plastic.
comments from all interested parties
(c) Other (specify material).
on the proposed amendment. Com(8) Whether there is a foxing-like
for
available
be
will
submitted
ments
band around bottom of upper.
public inspection In accordance with
(9) Whether the upper extends over
§ 103.8(b), Customs Regulations (19 the ankle.
CFR 103.8(b)), during regular business
(10) Type of construction:
hours at the Regulations and Legal
(a) Cement.
Publications Division, room 2335,
(b) Molded or vulcanized.
footwear classifiable under schedule 7.
part 1A. Tariff Schedules of the
United States (19 U.S.C. 1202).
The additional information enables
the Customs Service to establish the
correct tariff classification of Imported
footwear and assists Customs in determining whether or not an imported article of footwear is like or similar to
footwear made in the United States
for purposes of appraisement under
the American. selling price procedure
described In section 152.24, Customs
Regulations (19 CFR 152.24).
Because footwear manufacturing
methods have changed -since the additional reporting requirements were established, much of the information
now required, which generally is descriptive of footwear, no longer Is necessary, and other information, relating
to the construction of footwear, is
needed. It Is proposed to amend section 141.89 to reflect these changes
and to consolidate and simplify the information reporting requirements.
COMMENTS

Headquarters, U.S. Customs Service,
1301 Constitution Avenue NW., Washington, D.C. 20229.
DRAFING INOMuTIoN

The principal author of this document was Paul G. Hegland, Regulations and Legal Publications Division,
Office of Regulations and Rulings,
U.S. Customs Service. However, personnel from other Customs offices
participated in its development.
AUTHORz
This amendment is proposed under
the authority of R.S. 251, as amended
(19 U.S.C. 66), sections 481, 484, 624,
46 Stat. 719, 722, as amended, 759 (19

U.S.C. 1481, 1484, 1624), and 77A Stat.
14 (19 U.S.C. 1202 (General Headnote
11, Tariff Schedules of the United
States)).
PRoPosED AzID=S'
It Is proposed to amend §141.89 of
the Customs Regulations (19 CPR
141.89) by substituting a new paragraph for footwear, in appropriate alphabetical order, to read as follows:

(c) Turned.

(d) Unsoled moccassin.
(e) Welt.
() Other.
(11) If the component material of
chief value of the entire article is
leather, state if made on a male or
female last. Customs Form 5523 may
be used for furnishing the additional
information;
Approved: July 17, 1978.
G. R. DicKEsoN,
Acting Commissionerof Customs
RcmAm J. DAVIS,
Assistant Secretary
of the Treasury.
[FR Doc. 78-20937 Fied 7-27-78; 845 am]
[4110-03]
DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE
Food and Drug Admlnisration
[21 CFR Parts 172 and 182]

[ocket No. 78N-01531

Part 141--Entry of Merchandise

GUM GUAIAC

§141.89 Additional information for certain classes of merchandise.

Removal as a Gras Ingredient and Regulated

0

5

0

0

Food Additive for Direct Human use in Foods
AGENCY: Food and Drug Administration.
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ACTION: Proposed rule.
SUMMARY: This proposal would
remove gum guaiac from the list of
direct human food ingredients that
are generally recognized as safe
(GRAS) and from the list of approved
direct food additives. The safety of
this substance has been evaluated as
part of the comprehensive review of
all GRAS ingredients currently being
conducted by FDA. There is no evidence to indicate that gum guaiac is
used in foods at this time, and it is
therefore impossible to evaluate fully
potential food uses.
DATE: Comments by September 26,
1978.
ADDRESSES: Written comments to
the Hearing Clerk (HFA-305), Food
and Drug Administration, Room 4-65,
5600 Fishers Lane, Rockville, Md.
20857.
FOR FURTHER INFORMATION
CONTACT:
Corbin I. Miles, Bureau of Foods
(HFF-335), Food and Drug Administration, Department of Health, Education, and Welfare, 200 C Street
SW., Washington, D.C. 20204, 202472-4750.
SUPPLEMENTARY INFORMATION:
A comprehensive safety review of
human food ingredients classified as
generally recognized as safe (GRAS)
or subject to a prior sanction is being
conducted by the Food and Drug Administration. The Commissioner of
Food and Drugs has issued several notices and proposals initiating this
review (see the FEDERAL REGISTER of
July 26, 1973 (38 FR 20040)). The
safety of gum guaiac has been evaluated as part of this review. In accordance with the provisions of § 170.35 (21
CFR 170.35), the Commissioner proposes to remove this ingiedient from
the GRAS list and from food additive
regulations permitting direct food uses
of the ingredient.
Gum guaiac is obtained from Guaiacum officinale L. (lignum vitae) and
G. Sanctum L. (bastard lignum vitae
or holywood). The gum is found as an
exudate on the trunks of, the trees
which are native to tropical America.
Gum guaiac was used extensively in
the 1930's and 1940's as an antioxidant
In lard. However, it was reported in
-the 1951 edition of Bailey's Industrial
Oil and Fat Products' that use of gum
gualac as an antioxidant in lard had
been discontinued.
Gum guaiac is listed in § 182.3336 (21
CFR 182.3336) as GRAS for use in
edible fats and oils as a chemical preservative under a regulation published
In the FEDERAL REGISTER of November

20, 1959 (24 FR 9368). It is also listed
in § 172.510 (21 CFR 172.510) as a natural flavoring substance.
The indirect uses of gum guaiac are
listed 'in § 181.24 (21 CFR 181.24) as a
prior-sanctioned substance for Use as a
antioxidant in the manufacture of
in
material,
and
food-packaging
§ 175.300 (21 CFR 175.300) as an antioxidant in the production of resinous
and polymeric coatings.
A representative cross section of
food manufacturers was surveyed by
the National Academy of Sciences/National Research Council (NAS/NRC)
to determine the specific food in
which gum guaiac was used and the
levels of usage. This survey showed no
indication that gum guaiac was used in
food products in 1970.
Gum gualac has been the subject of
a search of the scientific literature
from 1920 to the present. The criteria
used in the search were chosen to discover any articles that considered (1)
chemical toxicity, (2) occupational.
hazards, (3) metabolism, (4) reaction
products, (5) degradation products, (6)
any reported carcinogenicity, teratogenicity, or mutagenicity, (7) dose response, (8) reproductive effects, (9)
histology, (10) embryology, (11) behavorial effects, (12) detection and (13)
processing. A total of 49 abstracts on,
gum guaiac was reviewed, and 7 particularly pertinent reports from the
literature survey have been summarized in a scientific literature review.
review
The scientific literature
shows the following information as
summarized in the report of the select
committee on GRAS Substances (the
select committee), selected by the Life
Sciences Research Office of the Federation of American Societies for Experimental Biology:
Most of the pertinent biological data on
gum guaiac was reported in 1938 by Johnson et al. and in 1951 by Lehman et al. This
information was reviewed in 1962 by the
Joint FAO/Who Expert Committee on Food
Additives.
According to Johnson et al., little if any
ingested gum guaiac is absorbed into the
blood of rats, dogs, and man. Much is passed
out in the feces, although an appreciable
,quantity may be destroyed in the colon. For
example in one experiment with 4 dogs fed
2, 20, or 40 g of gum guaiac mixed in the
food, 67 to 99 percent was recovered in the
feces over the ensuing 2 to 4 days. Other in
vitro experments showed that no destruction of gum gualac occurred in gastric or
pancreatic juice but most of the gum guaiac
added feces was not recoverable after 24
hours of incubation.
The LD . of gum gualac in three species
of animals has been reported as follows:
Animal

Route

LD
(mg/kg body wglght)

'Bailey, A. E., "Gum guaac" in "Industrial Oil and Fat Products," 2d ed., Interscience Publishers, Inc., New York, pp. 230232. 308. and 309, 1951.

Rats ............
Oral
Rats ............................ Oral
1.Mice.... ...................... Oral
Mice ............................

Lp.

>5000
>2005
>2000
>2000

Animal

Route

LD,,

(mg/t1g body weight)
Guinea pigs

Oral

1120

Six human subjects were given a total of
10 doses of 2 or 3 grams Of gum gualac at a
time, over an unspecified period. In some In.
stances, one or two loose stools were passed:
otherwise, there were no untoward effects.
Lehman et al. reported that when young
male rats were fed gum gualac as 0.5 percent of the diet (about 500 mg per kg body.
weight) for 6 months, the mean growth rate
was 80 to 85 percent of the rate for control
rats.
The effect of gum gualac ingestion was
studied in 11 adult dogs over a period of 02
to 103 weeks. Five dogs received 0.5 to 1 g of
gum gulac daily, in addition to a standard
diet. Three dogs received 1 g daily (about
100 mg per kg body weight), and three dogs
served as controls. At the end of the test, all
but one dog had gained weight, and in the
exception, the loss apparently was not significant. Histological examination of intestines, lungs, kidneys, livers, and spleens
from three dogs fed 1 g gum gualac daily for
75 weeks showed that these tissues and
organs were normal. Red cell and white cell
counts were normal, as were hemoglobin
levels.
A similar experiment was conducted with
eight adult ,cats for 34 to 117 weeks. Three
received no gum gualac. and five were fed
0.5 to 1.0 g of gum guaiac daily (about 600
mg per kg body weight). Only one cat, receiving 1 g of gum gualac daily, failed to
gain weight. Gross and histological examl.
nation of the lungs, kidneys, livers, and
spleens revealed no untoward effects. The
intestinal mucosa was not inflamed.
Four women and seven men ingested 0.05
of 0.10 g of gum gualac (about 1 to 2 mg per
kg of body weight) mixed in chocolate pellets, daily for periods of 18 to 104 weeks: five
subjects continued for another 90 wee .
Red and white blood cell counts, hemoglo.
bin determinations, and Fishberg's (1930)
modification of Volhard's urine-concentration test for kidney function were performed each month. Stool consistency and
body weight were noted. No abnormalities
in these parameters were detected and all
subjects remained healthy.
Lehman at al cited an unpublished 2-year
study of R.N. Bleter in which one group of
10 rats was fed a diet containing 0.5 percent
gum gualac (about 500 mg per kg of body
weight), and another group of 10 rats received no gum gualac. There was no discernable difference between the two groups as
determined by mortality and pathological
examination.
In a lifetime study, four groups of 10 rats
each were fed a basal diet containing 0.005,
0.05, 0.5 percent (estimated to be in range of
5 to 500 mg per kg body weight) of gum
gualac. The second and third generation descendants (80 in number) of the original
rats were maintained throughout their lives
on the same diet as their parents. No differences were observed between the experi.
mental groups and the controls in regard to
body weight, growth rate, life span, reproduction, or pathological examination. In all
three generations, there were no significant
differences between the treated and control
groups with respect to number of pregnan.
cies, number of young born, and number of
young weaned.
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No reports on the teratogenicity, muta-

genicity, carcinogenicity, or allergic reactions due to gum guaiac have come to the
attention of the Select Committee.
All the available safety information
on gum guaiac has been carefully evaluated by qualified scientists of the
Select Committee. It is the opinion of
the Select Committee that:
'he literature on the biological -activity of
gum guaiac indicated that it Is a substance
of very low acute toxicity. A number of
short- and long-term feeding studies in ex-

perimental animals at levels orders of mag-

nitude greater than those to which humans
might be exposed indicate the absence of
chronic effects. Daily ingestion by human
subjects for nearly four years resulted in no
observable adverse effects.
It is the conclusion of the Select
Committee that there is no evidence in
the available information on gum
guaiac that demonstrates, or suggests
reasonable grounds to suspect, a
hazard to the public if It is used as -an
antioxidant at levels compatible with
current limitations. Based upon the
Commissioner's own evaluation of all
available information on gum guaiac,
the Commissioner concurs with this
conclusion.
However, the Commissioner is not
aware of any current direct food uses
of gum gualac. In the absence of such
use information, it is not possible to
evaluate fully the safety of present or
potential food uses of this ingredient.
Because of the lack of knowledge concerning the uses of gum gualac in
food, the Commissioner concludes that
affirmation of the GRAS status of
this ingredient would not be appropriate.
Also, on April 13, 1973 (38 FR 9310),
the Commissioner proposed to delete
gum guaiac and 51 other GRAS substances from the GRAS list because
the NAS/NRC survey of food manufacturers indicated that these substances were not being used in food.
No comments were received on gum
guaiac in response to that proposal,
thus confirming that gum guaiac is
not used in human foods. The proposal was withdrawn on July 26, 1973 (38
FR 20041) because many of the other
GRAS substances included in the proposal elicited a large enough response
to retain the entire group in the current GRAS review.
If evidence of direct food use of gum
guaiac (foods to which it is added, intended technical effects as defined in
§ 170.3 (21 CPR 170,3), and amounts
added to food) is submitted during the
comment period, however, further
consideration will be given to affirming the GRAS status of gum guaiac.
Alternatively, the substance may be
considered for GRAS affirmation on
the basis of a petition submitted in accordance with § 170.35 (21 CFR
170.35). Food uses of gum guaiac not
specifically authorized by regulations

will result In adulteration of the food
in violation of section 402 of the Federal Food, Drug, and Cosmetic Act.
The prior-sanctioned use of gum
gualac as an antioxidant In food-pack-

aging materials (21 CFR 181.24) and

the specifc regulated indirect use of
the substance (21 CFR, 175.300) are
not affected by this proposal. This
proposal also does not affect the present use of gum gualac in pet food or
animal feed.
Copies of the scientific literature
review of gum gualac and the report of
the Select Committee are available for
review at the office of the Hearing
Clerk (HFA-305), Food and Drug Administration, room 4-65, 5600 Fishers
Lane, Rockvllle, Md. 20857, and may
be purchased from the National Technical Information Service, 5285 Port
Royal Road, Springfield, Va. 22151, as
follows:
Tie

Order No. Price
code Price*

Gum sualae (sclentftcPB-228-547/AS

A02 $4.00

lteraturereview).
Gum gualnc (Select
PB-274-474/AS
Committee report).

A02

84.C0

*Price subject to cbage.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 201(s),

409, 701(a); 52 Stat. 1055, 72 Stat.
1784-1788 as amended (21 U.S.C.
321(s), 348, 371(a))) and under authori-

same provisions, In the event that
such a regulation is determined to be
appropriate as a result of submission
of proof of such an applicable prior
sanction n response to this proposal.
Interested persons may, on or before
September 26, 1978, submit to the

Hearing Clerk (HFA-305), Food and
Drug Administration, room 4-65, 5600
Fishers Lane, Rockville, Md. 20857,
written comments regarding this proposal. Four copies of all comments
shall be submitted, except that individuals may submit single copies of
comments, and shall be Identified with
the Hearing Clerk docket number
found in brackets In the heading of
this document. Received comments
may be seen In the above office between the hours of 9 am. and 4 pm.,
Monday through Friday.
Nor-The Food and Drug AdmInIstraLion has determined that this proposal will
not have a major economic Impact as defined by Executive Order 11821 (amended

by Executive Order 11949) and OMB Circular A-107.
Dated: July 18, 1978.
WImAM F. RAqoLrPn,
Acting Associate Commissioner
forRegulatoryAffairs.
[FR Doc. 78-20626 iled 7-27-78; 8:45 am]

[4110-03]

ty delegated to the Commissioner (21
CFR 5.1), It Is proposed that parts 172
and 182 be amended as follows*

§ 172.510 [Amended]

(21 CF Parts 369 and 429]

[Docket No. 718N-01811

INSULIN PRODUCTS
1. In part 172 by deleting the entry
for "guaiac" from the table in para- Withdrawal and Reisuance of Proposal to Discontinue Certification oF all 80-Unit Insulin
graph (b) of § 172.510 NaturalflavorProduds
ing substances and naturalsubstances
used in conjunctionwit tflavo
AGENCY: Food and Drug Administration.
§ 182.3336 (Deleted]
2. In part 182 by deleting § 182.3336 ACTION: Proposed rule.
SUMMARY: This agency is withdrawGum guaiac.
The Commissioner hereby gives Ing Its original proposal and is repronotice that he Is unaware of any prior posing to discontinue the certification
sanction for the use of this ingredient of all 80-unit (U-80) insulin products.
in food under conditions different
In addition, it is requesting comments
from those stated in part 181 (21 CFR on (1) the suitability of 100-unit (Upart 181). Any person who Intends to 100) insulin as the only standard
assert or rely on such a sanction shall strength, and (2) the need for the consubmit proof of Its existence In re- tinued certification of a low-potency.
sponse to this proposal. The proposed Insulin product for pediatric use. The
regulation will constitute a determina- purpose of this proposal is to'reduce
tion that excluded uses would result In
the potential for patient errors that
adulteration of the food in violation of results from having insulin available
section 402 of the act (21 U.S.C. 342), In two high concentrations and syand the failure of any person to come ringes calibrated for use with more
forward with proof of such an applica- than one concentration.
ble prior sanction in response to this
proposal constitutes a waiver of the DATES: Comments by November 27,
right to assert or rely on such sanction 1978. The agency proposes that the
at any later time. This notice also con- final rule based on this proposal
titutes a proposal to establish a regula- become effective 180 days after date of
tion under part 181, incorporating the publication In the FntnAL RExGsT.
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ADDRES: Written comments to the
Hearing Clerk (HFA-305). Food and
Drug Administration, Room 4-65, 5600
Fishers Lane, Rockville, Md. 20857.
FOR FURTHER INFORIATION
CGTAC.
Marc H. Hoffman, Bureau of Drugs
(IFD-30). Food and Drug Adminlstration, Department of Health, Education, and Welfare, 5600 Fishers
Lane, Rockville. Md. 20857. 301-4435220.
SUPPLEELNTARY INFORMATION:
In the F=Rii
REGIS T of November
15, 1974 (39 FR 40301), the Commissioner of Food and Drugs proposed to
discontinue certification of all insulin
products containing 80 USP units per
milliliter (ml) (U-80 insulin). None of
the comments responding to the original proposal objected to its intent.
Some of the comments, however, questioned the proposed discontinuance of
U-80 Insulin at a time when sufficient
supplies of suitable syringes for administration of U-100 insulin were not
available. In addition, some comments
questioned whether diabetics using U80 insulin and their physicians had
sufficient knowledge of the proposed
action to effect an orderly transition
to U-100 usage.
Statistics compiled by the Food and
Drug Administration's (FDA's) Certification Services Branch, on file in the
office of the Hearing Clerk, reveal
that in the past few years, there has
been a definite trend toward greater
acceptance of U-100 insulin and away
from use of U-80 insulin. The most
current figures available, those for
January 1975 through October 1977,
show that significantly more batches
of U-100 insulin have been and are
currently being certified (and consequent vials produced) than is the case
with U-30 insulin.
In view of this wide acceptance of U100 Insulin, and with the understanding that sufficient supplies of syringes
are available for the administration of
U-100 ,insulin, the Director of the
Bureau of Drugs to whom the Commisloner has delegated the authority
to amend the insulin regulations believes It appropriate to propose discontinuance of the certification of U-80
insulin products. Because of the
length of time since the November 15,
1974 proposal, and because of the
changes referred to above, the Director has decided to issue another proposal on this matter. Accordingly, the
November 15, 1974 proposal is withdrawn and replaced by this document.
Also in the FwERA REGISTER of November 15, 1974 (39 FR 40284), the
Commissioner issued a final regulation
providing for the certification of -modified insulin products in the 100-unit
strength (U-100 insulin). This was
done with the intention of later phas-

ing out the U-40 insulin concentrations already on the market and possibly phasing out the 11-40 concentrations, also at some later date.
Section 506(a) of the Federal Food,
Drug, and Cosmetic Act states that a
batch of Insulin shall be certified if it
has such characteristics of identity,
strength, quality, and purity as prescribed in the regulations as necessary
to adequately insure safety and efficacy of use. Insulin products are presently available over-the-counter in the
United States in concentrations of 40,
80, and 100 Units of insulin per ml.
(This proposal does not affect the
status of 500-unit insulin, available
only on a prescription basis.) It should
be noted that "insulin" is used
throughout this document to refer to
both regular and modified insulin
products available over-the-counter.
There have been reports of adverse
reactions as a result of patient errors
due to confusion in matching the prescribed concentration to the correct
syringe or to the correct calibration. A
single concentration of U-100 for general use would be expected to eliminate such patient errors. The advantage of the 100-unit concentration is
that its numerical relationship to the
decimal system makes the dosage
easier to calculate and measure. In addition, with the higher concentration,
a smaller volume per injection is
needed, which can reduce the discomfort of the injection.
This proposal does not call for revoking the certification of any batches
of U-80 insulin certified prior to the
effective date of the final rule.
Batches certified prior to that date
would remain on the market until
they became outdated. The agency Is
proposing that the final rule become
effective 180 days after publication in
the FMmERA REGrsTma. Such a delay in
the effective date is intended to provide a sufficient phase-over and adjustment period for the insulin and syringe manufacturers involved, as well
as for the affected public. Because
many diabetics and private physicians
who may be affected by the final
order do not normally have access to
the PEERAL REGIsTR, FDA plans to
distribute this proposal as widely as
possible through an educational program conducted in cooperation with
trade and professional groups.
It should be noted that American
manufacturers export U-80 insulin for
sale abroad. Under the provisions of
section 801(d) of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C.
381(d)), shipments of uncertified insulin to foreign countries are lawful.
Consequently, discontinuance of certification for U-80 used in this country
would still permit production of that
insulin concentration for sale abroad.

FF5A-AL eSMi5

U-100 insulin Ls now available only
in the United States and Canada. The
lack of U-100 insulin available outside
of North America, however, should
pose virtually no problem for Amerlcans traveling abroad as the increased
concentration of Insulin, combined
with Its stability at room temperature,
make It possible for most travelers to
take along an adequate supply. The
main concern would be to protect the
vials from extremes of heat and cold.
Revoking the provisions for certifying U-80 insulin, as proposed here,
could be an action taken on Its own or
could be the first step toward making
insulin available in only one high concentration. Although the Director is
not now proposing to stop the certification of U-40 insulin, such a proposal
may be published in the future. First,
however, the Director would like to receive comments from interested persons, particularly insulin users and
their physicians, pertaining to the
basic policy of stopping the certification of U-80 and, perhaps, U40 Insulin. In particular, the Director is interested in obtaining comments on the
suitability of having only one strength
of insulin available as well as the need
for the continueli certification of a low
concentration insulin product for vediatric use. Responses to the following
questions wmi be especially valuable:
1. Should the ultimate goal be to
have only one strength of Insulin
available?
2. If only one strength of insulin is
available, should It be Insulin containing 100 units per milliliter?
3. Is there a demonstrated need for a
low-potency insulin, such as U-10, 1120, or U-40,for pediatric use?
The Director of the Bureau of Drugs
has determined that this document
does not contain an agency action covered by §25.1(b) (21 CPR 25.1(b));
therefore, consideration by the agency
of the need for preparing an environmental impact statement is not required.
Accordingly, under the Federal
Food, Drug, and Cosmetic Act (see.
506, 55 Stat. 851 (21 U.S.C. 356)) and
under authority delegated to the Commissioner (21 CFR 5.1) and redelegated to the Director of the Bureau of
Drugs (21 CPR 5.73), the Director proposes to amend parts 369 and 429 by
removing all references to 80-unit insulin as follows:
§ 369.21 (Amended]
1. In part 369, § 369.21 Drugs; warning and caution statements required
by regulationsis amended In the entry
for insulin by deleting the number
"80" and the commas immediately preceding and follow ng it.
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§429.11 [Amended]
2. In part 429, § 429.11 Labeling is
amended in paragraph (c)by deleting
the number "80" and the commas immediately preceding and following it.
§ 429.12 [Amended]
3. Section 429.12 Distinguishing
colors on packages is amended:
(a) In paragraph (a) by deleting the
phrases "Green, if it contains 80
U.S.P. Units of insulin per milliliter"
and "Green and gray, if it contains 80
U.S.P. Units of insulin per milliliter."
(b) In paragraph (b) b deleting the
phrase "Green and white, if it contains 80 U.S.?. Units of insulin per
milliliter."
(c) In paragraph (c)by deleting the
phrase "Green and brown, if it contains 80 U.S.P. Units of insulin per
milliliter."
(d)In paragraph (d)by deleting the
phrase "Green and blue, if it contains
80 U.S.P. Units of insulin per milliliter."
(e) In paragraph (e)by deleting the
phrase "Green and lavender, if it contains 80, U.S.P. Units of insulin per
Milliliter."
§ 429.40 [Amended]
4. Section 429.40 Requests for certification, samples; storage, approvals
preliminary to certification is amended in paragraph (g)(1) by deleting the
phrase "80 or" preceding the number
"100" each time it appears.
Interested persons may, on or before
November 27, 1978, submit to the
Hearing Clerk (H9'A-305), Food and
Drug Administration, room 4-65, 5600
Fishers Lane, Rockville, Md. 20857,
written comments regarding this proposal. Four copies of all comments
shall be submitted, except that individuals may submit single copies of
comments, and shall be identified with
the Hearing Clerk docket number
found in brackets in the heading of
this document. Received comments
may be seen in the above office between the hours of 9 a.m. and 4 p.m.,
Monday through Friday.
In accordance with Executive Order
12044, the economic effects, of this
proposal have been carefully analyzed,
and it has been determined that the
proposed rulemaking does not involve
major economic consequences as defined by that order. A copy of the regulatory analysis assessment supporting this determination is on file with
the Hearing Clerk, Food and Drug AdSinistration.
Dated: July 24, 1978.
J. RicnAnn CRouT,
Director,Bureauof Drugs.
[FR Doc. 78-20865 Filed 7-27-78; 8:45 am]

[4830-01]

DEPARTMENT OF THE TREASURY
Internal Revenue Service
[26 CFR Part I]
[LR-152-761
INTEREST RELATE) TO EXEMPT-INTEREST
DIVIDENDS
Proposed Rulemaking

AGENCY Internal Revenue Service,
Treasury.
ACTION: Notice of proposed rulemaking.
"SUMARY: This document contains
proposed regulations concerning interest related to exempt-interest dividends. Changes to the applicable law
were made by the Tax Reform Act of
'1976. The regulations would provide
the public with the guidance needed to
comply with that Act and would affect
certain taxpayers who own shares of
stock in certain regulated investment
companies.
DATES: Written comments and requests for a public hearing must be delivered or mailed by September 26,
1978. The amendments are proposed
to be effective for taxable year beginning after December 31. 1975.
ADDRESS: Send comments and requests for a public hearing to: Commissioner of Internal Revenue, Attention: CC:LR.T (LR-152-76), Washington, D.C. 20224.
FOR FURTH
INFORMATION
CONTACT:
Robert H. Waltuch of the Legislation and Regulations Division, Office
of the Chief Counsel, Internal Revenue Service, 1111 Constitution
Avenue NW., Washington, D.C.
20224, Attention: CCR.,ThT 202-5663328, not a toll-free number).
SUPPLEMENTARY INFORMATION:
BAcxanourm
This document contains proposed
amendments to the Income Tax Regulations (26 CFR Part 1) under section
265 of the Internal Revenue Code of
1954. These amendments are proposed
to conform the regulatons to section
2137(e) of the Tax Reform Act of 1976
(90 Stat. 1932) and are to be issued
under the authority contained In section 7805 of the Internal Revenue
Code of 1954 (68A stat. 917; 26 U.S.C.
7805).
The Tax Reform Act of 1976 added a
new paragraph (4) to section 265. This
new paragraph denies a deduction to a
taxpayer for interest in indebtedness
incurred or continued to purchase or
carry shares of stock of a regulated investment company which during the

taxable year of the holder thereof distributes exempt-Interest dividends.
Co-mmTs AND REQUESTS FOR A PUBLIC

HIEARnqG

Before adopting these proposed regulations, consideration will be given to
any written comments that are submitted (preferably six copies) to the
Commissioner of Internal Revenue.
All comments will be available for
public inspection and copying. A
public hearing will be held upon written request to the Commissioner by
any person who has submitted written
comments. If a public hearing is held,
notice of the time and place will be
published in the FRDERAL REGSmT
DRAFr.a INFOM UTION

The principal author of these regulations was Robert H. Waltuch of the
Legislation and Regulations Division
of the Office of Chief Counsel, Internal Revenue Service. However, personnel from other offices of the Internal
Revenue Service and Treasury Dejpgrtment participated in developing the
regulations, both on matters of substance and style.
PRoPos

AminrlETs TO THE

The proposed amendments to 26
CFR Part I are as follows:
Paragraph 1. The following new section is added immediately after
§ 1.265-2:
§1.265-3 Nondeductibility of interest relating to exempt-interest divideads.
(a) In generaL No deduction is allowed for the interest on Indebtedness
that relates to exempt-interest dividends distributed by a regulated investment company.
(b) Interest reZating to exempt-interest dividends. (1) If an indebtedness is
either incurred or continued to purchase or carry shares of stock in a regulated investment company which
during the shareholder's taxable year
distributes exempt-interest dividends
(as defined in section 852(bX5) of the
Code), then all or a portion of the interest on the indebtedness relates to
the exempt-interest dividends. If the
regulated investment company distributes only exempt-interest dividends to
the shareholder during that shareholder's taxable year, then all of the
interest paid or accrueq relates to
exempt-interest dividends. If the regulated investment company distributes
exempt-interest dividends in addition
to taxable dividends (excluding captial
gain dividends distributed or captial
gains required to be included in -the
shareholder's computation of longterm capital gains under section
852(b)(3)(D)) to the shareholder
during the shareholder's taxable year,
then a portion of the interest paid or
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accrued by the shareholder during
that shareholder's taxable year relates
to exempt-interest dividends.
(2) To determine the portion of the
interest that relates to the exempt-interest dividends the total amount of
Interest paid or accrued on the Indebtedness is multiplied by a fraction. The
numerator of the fraction is the
amount of exempt-interest dividends
received. The denominator of the fraction is the sum of the exempt-interest
dividends and taxable dividends received (excluding capital gain dividends received or capital gains required to be included in the shareholder's computation of long-term capital
gains under section 852(b)(3)(D)).
JERoLIE KURTZ,
Commiusionerof InternalRevenue
CER Doc. 78-208-0 Filed 17-27-78; 8:45 am]

ELR-2-78]
PRL'.53,1ETS RELATG TO CERTAIN EXC~N':2 E3-FCIVING A FC-Il2X- CCv'PORATEIM
AGENCY: Internal Revenue Service,
Treasury.
ACTION: Extension of time for comments and requests for a public hearing.
SUM.iARY: This document provides
notice of an extension of time for submitting comments and -requests for a
public hearing concerning the notice
of proposed rulemaking with respect
to requirements relating to certain exchanges involving a foreign corporation. The extended deadline for submission of comments and requests for
a public hearing is October 2, 1978.
DATES: Written comments and requests for a public hearing must be delivered or nmaled by October 2, 1978.
ADDRESS: Send comments and requests for a public hearing to: Commissioner of Internal Revenue, Attention: CC:LR*r (LR-Z-78), Washington,
D.C. 20224.
FOR FURTHER INFORMATION
COI TACTP
Katherine A. TNewell of the Lkgislation and Regulations Division, Office
of Chief Counsel, Internal Revenue
Zervice, 1111 Constitution Avenue
VW.,
Washington, D.C.
20224,
CC.LR'T, 202-566-3289, not a tollfree call.
SUPPLIlN ARY INFORMATION:
By a notice of proposed rulemaking
published in the Mmmi. REGImR for

Friday, December 30, 1977 (42 FR
FOR
FUTHER
INFORMIATION
65152 and 05204), comments and re- CONTACT.
quests for a public hearing with reM. Rrencie V. Diclown, Project
spect to the proposed rules were to be
Officer, U.S. Department of Izabor,
delivered or mailed to the CommisOccupational Sifety and Health Adsioner of Internal Revenue, Attention:
ministration, 2100 M Street NW.,
CC:LR:T (LR-2-78), Washington, D.C.
room 149, Washington, D.C. 20210,
20224, by February 28, 1978. By a
phone 202-653-5377.
notice published in the FEDERAL REGISTER for Tuesday, February 21, 1978 (43
LocaToii oP PLuri ron Itaz-.c'ioo anD
COrYHr G
FR 7245), this date was extended to
May 1, 1978, and was additionally exA copy of the plan may be inspected
tended to August 1, 1978, by a notice
published in the FEDERAL REGISTER for and copied during normal business
hours at the following locations:
Monday, May 1, 1978 (43 FR 18570).
The date by which such comments Office of State Programs, 2100 I1I
Street NW., room 149, Washington,
and requests must be delivered or
mailed is hereby further extended to D.C. 20210; Office of the Regional Ad- ministrator, Occupational Safety and
October 2, 1978.
This document .d=gs not meet the Health Administration, room 1804,
criteria for significant regulations set John F. Kennedy Federal Building,
forth in paragraph 8 of the proposed Boston, Mass. 02203; Connecticut DeTreasury directive appearing in the partment of Labor, 200 Folly Brook
FsoaaaL REGI=a for Wednesday. Boulevard, Wethersfield, Conn. 00100.
May 24, 1978.
' SUPPLEMENTTARY INFORMATION:
RoBT A. BLr.
AoTHoRrrY
Director,Legislation
and RegulationsDivision.
Section 18 of the Occupational
[FR Doc. 78-21028 Fled 7-27-78:8.45 am]
Safety and Health Act of 1970 ("the
Act," 29 U.S.C. 667) provides that a
State which desires to assume reponsbility for the development and enforcement of standards relating to any
occupational safety and health Issue
with respect to which a Federal stand,
ard has been promulgated may Submit
a plan to the Assistant Secretary of
Labor for Occupational Safety and
Health ("Assistant Secretary") describing in detail the proposed proEm ployees "ny and Cis A.vaFah~ty for
gram. Regulations promulgated pursuant to the act at 29 CFR part 1956 proAGENCY., Occupational Safety and vide that a State may submit a State
Health
edministratior Department of plan for the development and enforcement of occupational safety and
Labor.
ACTIOM: Proposed rule.
health standards applicable only to
employees of the State and its politi
SURIV&ARY.
This document
gives cal subdivisions ("public employees").
notice of the -submission
by Connecticut of a State plan for the enforce- Under these regulations the Assistant
will approve a State plan for
ment of occupational safety and Secretary
health standards applicable to public- public employees If, in her judgement,
the plan provides for the development
sector employment only. After an -op- and enforcement of standards relating
portunity for public comment, the As- to hazards in employment covered by
siant 1cretaryof Labor for Occupa- the plan which 'are or will be at least
tional Safety and Health will approve as
effective in providing safe and
the plan if it meets the criteria set healthful
employment and places of
forth in the Occupational Safety and
for public employees a
Health Act of 1970 and applicable reg- employment
standards promulgated and enforced
ulations.
under section 6 of the Federal act. In
DATES: :Interested person(s) are making this determination the As-isthereby given until August 24, 1978, to
ant Secretary will conzider, among
submit in rtrng daa, views, and ar- other things, the criteria and indices
guments concerning the plan.po
of effectiveness set forth in 29 CFR
1956., subpart B.
ADDRESSES: Written comments and
requests for a hearingtshould be subBACKGROUND
mitted to the Director, Federal ComA State plan for the enforcement of
pliance and States Programs, Occupa- occupational safety and health standtional Safety and Health AdministrationhDepartmen of Labor, room ards in Connecticut was approved by
the Assistant Secretary on December
N3t01, shird and Constitution Avenue
28, 1973 (39 FR 1013; 29 CFR 1952.300
N
i.,
W
ritshlngto
D.C.
, 20210.
et seq.). This plan included coverage of
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private workplaces as well as a program for public employees. By an act
of the Connecticut General Assembly,
effective July 1, 1978 (P.A. 77-610).
the Connecticut Occupational Safety
and Health Act was amended to exclude coverage of private sector employees. This change in the extent of
State safety and health coverage necessitates withdrawal of the original
State plan and submission for the Assistant Secretary's approval of a State
plan for public employees only. In a
letter from Gov. Ella Grasso to the Assistant Secretary, dated September 19,
1977, the State has agreed to withdraw
the existing State plan upon approval
of the plan for public employees only.

DESCRIPTION OF THE PLAN
The plan designates the Connecticut
Department of Labor as the State
agency responsible for administering
the plan throughout the State. The
State has adopted all Federal standards promulgated as of September
1977 and pledges to continue to adopt
all Federal standards, revisions, and
amendments. The plan includes legislation, Public Act 73-379; passed by
the Connecticut Legislature in 1973
and amended as follows: P.A. 74-176,
P.A. 75-285, PA. 77-107, and P.A. 77610. 'Under the legislation the Connecticut Department of Labor, Occupational Safety and Health Division,
has full authority to enforce dnd administer all laws and rules protecting
the safety and health of employees of
the the State and its political subdivisions. In addition, the legislation is accompanied by a statement of-the Governor's support and a legal opinion
that it meets the requirements of the
Occupational Safety and Health Act
of 1970 and is in accord with the constitution of the State.

The plan establishes procedures for

variances and the protection of employees from hazards under a variance; insures inspection in response to
complaints; provides employer and employee representatives an opportunity
to accompany inspectors and to call attention to possible violations before,
during, and after inspections; notification to employees of their representatives when no compliance action is
taken as a result of alleged violations,
including informal review, notification
of employees of their protection; protection of. employees against discharge
or discrimination in terms and conditions of employment; adequate safeguards to protect trade secrets; provision for prompt notices to employers
and employees of violations of standards and abatement requirements;
sanctions against employers for violation of standards and orders; employers' right to appeal citations for violations, abatement periods and proposed
penalties; employees' right to appeal

abatement periods; and employee participation in review proceedings. Also
included are provisions for right of
entry for inspection, prohibition of advance notice of inspection, and the requirement for both employers and employees to comply with the applicable
rules, standards, and orders, and employer obligations to maintain records
and provide reports as required. Further, the plan provides assurances of a
fully trained adequate staff and sufficient funding.
Any interested person(s) may request an informal hearing concerning
the proposed plan or any part thereof.
If the Assistant Secretary finds that
substantial objections are filed, she
may hold a hearing on the subjects
and issues involved.
DECso
The Assistant Secretary will consider all relevant comments, arguments,
and requests submitted in accordance
with this notice or any hearing afforded pursuant to 29 CFR part 1902.11.
She will thereafter issue her decision
on the approvability of the plan.
which decision will be published in the
smERAL REGTE
Signed at Washington. D.C., this
20th day of July 1978.
EuLzA BIinGim,
Assistant Secretary of Labor.
CFR Doc. 78-20645 Filed 7-27-78; 8:45 mj

[1410-011
COPYRIGHT ROYALTY TRIBUNAL
[37 CFR Part02]

FIUNG OF CLAIMS TO CABLE ROYALTY FEES;
PROOF OF FIXATION
Proposed Rule With Rasped to Proof of
Fixation of Copyrighied Works

AGENCY: Copyright Royalty Tribunal.
ACTION: Proposed rule.
SUMMARY: The proposed rule establishes the policy and procedures of the
Copyright Royalty Tribunal concerning the submission to the Tribunal
during proceedings for the distribution of cable royalty fees of evidence
of the fixation of works in a tangible
medium as required by section 102(a)
of the Copyright Act. Under the proposed rule, the filing of tangible fixations would not be required, and controversies concerning the fixation of
works would be resolved on the basis
of other appropriate evidence. It Is
necessary that the proposed rule be
adopted so that claimants to cable royalty fees will have timely knowledge of
the evidence of fixation that may be
required by the Tribunal.

DATES: Comments must be received
on or before August 21, 1978.
ADDRESS: Interested persons should
submit 10 copies of their comments to
Chairman, Copyright Royalty Tribunal,-1111 20th Street NW., Washington. D.C. 20036.
FOR FURTHER INFORMATION
CONTACT:.
Thomas C. Brennan, Chairman,
Copyright Royalty Tribunal, 202653-5175.
SUPPLEMENTARY INFORMATION:
Section 111(d)(5) of the act for General Revision of the Copyright Law directs the Copyright Royalty Tribunal
to provide for the distribution of cable
royalty fees, and to resolve controversies concerning the distribution of
such fees among copyright owner
claimants. Section 102(a) establishes
as one of the conditions of copyright
protection that a work be fixed in a
tangible medium of expression.
Shortly after the constitution of the
Copyright Royalty Tribunal, the
agency was requested to establish a
policy concerning the evidence that
may be required to resolve disputes as
to whether a particular work which is
the subject of a claim was fixed in a
tangible medium. In an advisory letter
of January 31, 1978, the Copyright
Royalty Tribunal stated that participation In the royalty distribution proceedings does not require copyright
owners to preserve and submit to the
Copyright Royalty Tribunal simultaneous fixations of live transmissions.
Subsequently in the Fxnmw, Rrasrr
of May 5, 1978 (43 FR 19424), in connection with the publication of the
proposed rule as to the filing of claims
to cable fees, the Copyrght Royalty
Tribunal invited comments as to
"what proof of fixation, other than
the actual video tape or film, should
be required in a royalty distribution
proceeding." Comments were requested to consider "such form of proof as
affidavits from authorized personnel,
and the technical feasibility of preserving an Identifiable frame or
frames from each program." Seven
comments were received by the Copyright Royalty Tribunal.
The majority of the comments expressed the view that any requirement
that fixation of live transmissions be
established by submission of frames,
although technically feasible, would
be burdensome, expensive, and of linIted value as proof of actual fixation.
However, the Motion Picture Association of America believes that "some
material evidence should be requied
as independent affirmative proof of
fixation."
The proposed rule provides that in
the event of a controversy as to
whether a work was fixed in a. tangible
medium, the CRT will not reqilire the
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submission of tangible fixations in
whole or in part. Any such controversy
would be resolved on the basis of affidavits, other documentary evidence,
and such oral testimony as may. be
necessary.
Such proposed rule reads as follows:
Under 17 U.S.C. 111(d)(5)(A), 37
CFR Chapter III, Part 302 is amended
by adding a new § 302.9, .as follows:
§ 302.9 Proof of fixation of works.
The Copyright Royalty Tribunal
shall not require in any proceeding for
the distribution of cable royalty fees
the filing by claimants of tangible fixations of works in whole or in part. In
the event of a controversy concerning
the actual fixation of a work in a tangible medium as required by the Copyright Act, the Copyright Royalty Tribunal shall resolve such controversy
for purposes of the distribution proceeding solely on the basis of affidavits and other appropriate documentary evidence, and such oral testimony
as the Copyright Royalty_ Tribunal
may deem necessary. Affidavits submitted by claimants should establish
that the work for which the claim is
submitted was fixed in its entirety,
and should state the nature of the
work, the title of the program, the duration of the program, and the date of
fixation. No such affidavits need be
filed with the Copyright Royalty Tribunal unless requested by the Tribunal.
THOMAS C. BRENNAN,

Chairman,Copyright
Royalty Tribunal.
[FR Doe. 78-20935 Filed 7-27-78; 8:45 am]

[1410-011
[37 CFR Part 305]

CLAIMS TO PHONORECORD PLAYER
(JUKEBOX) ROYALTY FEES

AGENCY: Copyright Royalty Tribunal.
ACTION: Proposed rule.
SUMMARY: The proposed rule prescribes procedures whereby persons
claiming to be entitled to compulsory
license feeg for public performances of
nondramatic musical works by coin-operated phonorecord (jukebox) players
shall file claims with the Copyright
Royalty Tribunal. The rule prescribes
the content and time of filing of such
claims. The rule is necessary to implement provisions of the Act for General
revision of the Copyright Law.
DATES: Comments must be received
on or before August 21, 1978.
ADDRESS: Interested persons should
submit 10 copies of their comments to
Chairman, Copyright Royalty Tribunal, 1111 20th Street NW., Washington, DC. 20036.

FOR FURTHER INFORMATION
CONTACT'
Thomas C. Brennan, Chairman,
Copyright Royalty Tribunal, 202653-5175.
SUPPLEMvIENTARY INFORMATION:
Section 116(c)(2) directs the Copyright
Royalty Tribunal to adopt regulations
whereby persons claiming to be entitled to compulsory license fees for the
performance of nondramatic musical
works by coin-operated phonorecord
players may file claims to such fees.
The Tribunal in the FEDEA L REGIsTm
of February 14, 1978 (43 FR 6262),
published an advance notice of proposed rulemaking. The proposed rule
is to be distinguished from the proposed rule published on May 12, 1978
(43 FR 20513), concerning access to establishments in which phonorecord
players are located.
Such proposed rule reads as follows:
Under 17 U.S.C. 116(c)(2), 37 CFR
Chapter III is amended as follows:
By adding a new Part 305, to read as
follows:
PART 305-CLAIMS TO PHONORECORD
PLAYER (JUKEBOX) ROYALTY FEES

Sec.
305.1 General.
305.2 Time of filing.
305.3 Content of claims.
305.4 Justification of claims.
305.5 Forms.
AuTHORITY: 17 U.S.C. 116(c)(2).
§ 305.1 General.
This regulation prescribes procedures pursuant to 17 U.S.C. 116(c)(2),
whereby persons claiming to be entitled to compulsory license fees for
public performances of nondramatic
musical works by means of coin-operated phonorecord players shall file
claims with the Copyright Royalty
Tribunal.
§ 305.2 Time of filing.
During the month of January in
each year every person claiming to be
entitled to phonorecord player fees for
performances of nondramatic musical
works during the preceding calendar
year shall file a claim with the Copyright Royalty Tribunal. Claimants
may file jointly or as a single claim. A
performing rights society shall not be
.required to obtain from its affiliates
separate authorizations, apart from
their standard affiliation agreements,
for purposes of this filing and fee distribution.
§ 305.3 Content of claims.
The claims filed shall include the
following information:
(a) The full legal name of the person
or entity claiming compulsory license
fees. Performing rights societies are

not required to include lists of affiliates to whom distributions would be
made by such societies.
(b) The full address, including a specific number and street nhrne or rural
route, of the place of business of the
person or entity.
(c) A specific agreement to accept as
final the determination of the Copyright Royalty Tribunal in any controversy concerning the distribution of
royalty fees, except for the judicial
review provided in 17 U.S.C, 810.
§ 305.4 Justification of claims.
(a) Not later than the first day of
November of each year, every person
or entity which has filed a claim pursuant to § 305.2 shall file with the
Copyright Royalty Tribunal a statement claiming the proportionate share
of compulsory license fees to which
such person or entity believes it is entitled. The statement shall Include a
detailed justification for the requested
entitlement and shall also include
such specific information as the Copyright Royalty Tribunal may require by
regulation or order.
(b) The entitlement justification
statement required by subsection (a)
need not be filed with the Copyright
Royalty Tribunal if it has been determined by the Tribunal that there is no
controversy as to the distribution of
royalty fees.
§ 305.5' Forms.
The Copyright Royalty Tribunal
does not provide printed forms for the
filing of claims.
THoMAs C. BRENNAN,

Chairman,Copyright
Royalty Tribunal.
[FR Doc. 78-20936 Filed 7-27-78: 8:45 am]

[6560-011
ENVIRONMENTAL PROTECTION
AGENCY
(40 CFR Part 651
[FRL 933-2]
STATE

AND

FEDERAL

ADMINISTRATIVE

ORDERS PERMITTING A DELAY IN COMPLIANCE WITH STATE IMPLEMENTATIO PLAN
REQUIREMENTS
Proposed Approval of an Administrative Order
Issued by the Stato of Idaho Department of

Health and Welfare to FMC Corp.

AGENCY: Environmental Protection
Agency.

ACTION: Proposed rule.
SUMMARY: EPA proposes to approve
an administrative order issued by the
State of Idaho Department of Health
and Welfare to FMC Corp. The order
requires the .company to bring air
emissions from its elemental phospho-
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rus plant in Pocatello, Idaho, into
compliance with certain regulations
contained in the federally approved
Idaho State implementation plan
(SIP) by July 1, 1979. Because the
order has been issued to a major
source and permits a delay in compliance with provisions of the SIP, it
must be approved by EPA before it becomes effective as a delayed compliance order under the Clean Air Act
(the act). If approved by EPA, the
order will constitute an addition to the
SIP. In addition, a source in compliance with an approved order may not
be sued under the Federal enforcement or citizen suit provisions of the
act for violations of the SIP regulations covered by the order. The purpose of this notice is to invite public
comment on EPA's proposed approval
of the order as a delayed compliance
order.
DATE: Written comments must be received on or-before August 28, 1978.
ADDRESSES: Comments should be
submitted to Director, Enforcement
Division, EPA, Region X, 1200 Sixth
Avenue, Seattle, Wash. 98101. The
State-order, supporting material, and
public comments received in response
to this notice may be inspected and
copied (for appropriate charges) at
this address during normal business
hours.
FOR FURTHER INFORMATION
CONTACT:.
John Pander, EPA, Idaho Operations Office, A22 West Washington,
Boise, Idaho 83702, 208-384-1450.
SUPPLEMENTARY INFORMATION:

FMC Corp. operates an elemental

phosphorus plant at Pocatello, Idaho.
The order under consideration addresses emissions from the furnace
stack scrubbers, the burden level, and
ore crusher at the faciity, which are
subject to regulations E and F, rules
and regulations for the control of air
pollution in Idaho. The regulations
limit the emissions of particulate
matter, visible emissions, and fugitive
dust, and is part of the federally approved Idaho State implementation
plan. The order requires final compliance with the regulation by July 1,
1979, through .installation of secondary scrubbers on the furnace stacks. A
medusa crossover system is to be installed for control of fugitive emissions. The source has consented to the
terms of the order and has satisfied all
increments due at this time.
Because this order has been issued
to a major source of particulate emissions and permits a delay in compliance with the applicable regulation, it
must be approved by EPA before it becomes effective as a delayed compliance order under section 113(d) of the
Clean Air Act (the act). EPA proposes

to approve the order because It satisfies the appropriate requirements of
this subsection.
If the order Is approved by EPA.
source compliance with its terms
would preclude Federal enforcement
action under section 113 of the act
against the sources for violations of
the regulation covered by the order
during the period the order s in
effect. Enforcement against the source
under the citizen suit provisions of the
act (section 304) would be similarly
precluded. If approved, the order
would also constitute an addition to
the Idaho SIP.
All interested persons are invited to
submit written comments on the proposed order. Written comments received by the date specified above will
be considered in determining whether
EPA may approve the order. After the
public comment period, the Administrator of EPA will publish in the FEDzRAL Rnorls
the Agency's final
action on the order in 40 CFR Part 65.
The provisions of 40 CFR Part 65
will be promulgated by EPA soon, and
will contain the procedure for EPA's
issuance, approval, and disapproval of
orders under section 113(d) of the act.
In addition, part 65 will contain sections summarizing orders Issued, approved, and disapproved by EPA. A
prior notice proposing regulations for
part 65, published at 40 FR 14876
(April 2, 1975). will be withdrawn, and
replaced by a notice promulgating
these new regulations.
(42 U.S.C. 7413,760L)
Dated: July 5, 1978.
DONAUM P. D;UBois,
RegionalAdministrator,
RegionX.
EFR Doc. 78-20859 Filed 7-27-78; 8:45 am]

[6820-351
LEGAL SERVICES CORPORATION
[45 CFR Part 1602]
FREEDOM OF INFORMATION ACT

Amendcrnnts to tho Regulations
AGENCY: Legal Services Corporation.
ACTION: Proposed amendment.
SUMMARY: The Legal Services Corporation proposes to amend regulations Issued in accordance with the
Freedom of Information Act. The only
substantive change would be in the
fees charged for locating and reproducing materials requested under the
act. The fees have been adjusted to reflect actual cost to the Corporation.
Other changes are technical or stylistic In nature.
DATES: Comments must be received
on or before September 11, 1978.

ADDRESS: Legal Services Corporation, 733 15th Street NW, Suite 700,
Washington, D.C. 20005.
FOR FURTHER. INFORMATION

CONTACT.
Stephen S. Walters, 202-376-5113.
SUPPLEMENTARY INFORMATION:
Section 1005(g) of the Legal Services
Corporation Act, 42 U.S.C. 2996d(g)
provides that the-Corporation shall be
subject to the provisions of the Freedom of Information Act, 5 U.S.C. 552.
A final regulation was published in
msaon November
the FiDERAL R.
13, 1975 (40 PR 52847). The only substantive change the proposed amendment is in section 1602.13, Fees. These
have been adjusted to reflect the
actual charge to the Corporation of locating and reproducing materials xequested under the Freedom of Information Act. The provisions of section
1602.13 authorizing waiver of fees
under certain conditions remain in
effect. Section 1602.6, Regional Records Rooms has been revised to show
the addresses of the Corporation's regional offices as of June 15, 1978- The
phrases to be deleted from the Definitions section are now included in Part
1600, the general Definitions section
that was published on May 5, 1976 (41
FR 18511), and applies to all the regulatons. The other changes are stylistic.
Accordingly, It is proposed that 45
CPR Part 1602 be revised to read as
follows:
PART 1602-PROCEDURES FOR DISClOSURE
OR PRODUCTION OF INFORMATION UNDER
THE FREEDOM OF INFORMATION ACT

1602.1 Purpose.
1602.2 Definitions.
1602.3 Policy.
1602.4 Index of Records.
1602.5 Central Records Room.
1602.6 Regional Records Rooms.
1602.7 Use of Records Rooms.
1602.8 Aalabllity of Records on Request
1602.9 Invoking Exemption to Withhold a
Requested Record.
1602.10 Officials Authorized to Grant or
Deny Requests for Records.
1602.11 DenIals.
1602.12 Appeals of Denials.

1602.13 Fees.
Aomoaxrv: Sectiou 1005(g); 42 U.S.C.
2996d(C).

§ 160-1 Purpose.
This Part prescribes the procedures
by which records of the Legal Services
Corporation may be made available
pursuant to -section 1005(g) of the
Legal Services Corporation Act, 42U.S.C. § 2996d(g), and the Freedom of
Information Act, as amended In 1974,
5 U.S.C. 552
Definitionr
§1602
As used in this Part-
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.(a) "FOIA" means the Freedom of
Information Act, as amended in 1974,
5 U.S.C. 552;
(b) "Records" means books, papers.
maps, photographs, or other documentary materials, regardless of physical
form or characteristics, made or received by the Corporation in connection with the transaction of the Corporation's business and preserved by
the Corporation as evidence of the organization, functions, policies, decisions, procedures, operations, or other
activities of the Corporation, or because of the informational value of
data in them. The term does not include books, magazines, or other materials acquired solely for library purposes and available through any officially designated library of the Corporation,

§ 1602.3 Policy
The Corporation will make records
concerning its operations, activities.
and business available to the public to
the maximum extent reasonably possible. Records will be withheld from the
public only in accordance with the
FOIA and this regulation. Records
that may be exempt from disclosure
may be made available as a matter of
discretion when disclosure is not prohibited by law, and it does not appear
adverse to legitimate interests of the
public, the Corporation, or any individual.
The Corporation will attempt to provide assistance to requesting parties,
Including information about how a request may be submitted. The Corporation will act on requests for records in
a timely manner.
§ 1602.4 Index of Records.
The Corporation will maintain a current index identifying any matter
within the scope qf section 1602,5(b)
(1)-(3) which has been issued, adopted,
or promulgated by the Corporation,
and other information published or
made publicly available. The index
will be maintained and made available
for public inspection and copying at
the Corporation's headquarters in
Washington, D.C., and at each regional office. The Corporation will provide
a copy of the index on request, at a
cost not to exceed the direct cost of
duplication.

§ 1602.5 Central records room.
(a) The Corporation will maintain a
central records room at its headquarters at 733 15th Street NW., Suite 700,
Washington, D.C. 20005, 202-376-51,00.
This room will be supervised by a Records Officer, and will be open during
regular business hours of the Corporation for the convenience of members
of the public in inspecting and copying
records made available pursuant to
this Part. Certain records, described in

paragraph (b) of this section, will be
regularly maintained in or in close
proximity to the records room, to facilitate access thereto by any member
of the public.
(b) Subject to the limitation stated
in paragraph (c) of this subsection,
there will be available in the central
records room the following:
(1) All final opinions, including concurring and dissenting opinions, and
orders made in the adjudication of
cases;
(2) Statements of policy and interpretations adopted by the Corporation;
(3) Administrative staff manuals and
instructions to the staff that affect
the public;
(4) To the extent feasible, guidelines, forms, published regulations, notices, program descriptions, and other
'records considered to be of general interest to members of the public in understanding activities of the Corporation or in dealing with the Corporation in connection with those activities,
(5) The current index required by
§ 1602.4.
(c) Certain types of staff manuals or
instructions, such as instructions to
auditors or inspection staff, or instructions covering certain phases of contract negotiation, that deal with the
performance of functions that would
automatically be rendered ineffective
by general awareness of the Corporation's techniques or procedures, may
be exempt from mandatory disclosure
even though they affect or may affect
the public. These records will not be
maintained in the central records
room.
(d) Certain records maintained in
the records room or otherwise made
available pursuant to this Part may be
"edited" by the deletion of identifying
details concerning individuals, to prevent a clearly unwarranted invasion of
personal privacy. In such cases, the
record shall have attached to it a full
explanation of the deletion.
§ 1602.6 Regional Records Rooms.
(a) Each regional office shall have
-either a specially designated records
room similar to the central records
room described in § 1602.5 or, if that is
not feasible, a designated area within
the office, a principal function of
which is to serve the public in accordance with this Part. The Corporation
will endeavor to maintain and have
readily available in its regional offices
the records described in . § 1602.5(b),
and will designate a records officer in
each regional office to receive and
process requests submitted pursuant
to this Part.
(b) The regional records rooms as of
June 15, 1978, are located at the following addresses:

Boston Regional Office, 84 State Street,
Room 520, Boston, Mass. 02101.
New York Regional Office. 10 East 40th
Street, Room 2010, New York, N.Y. 10010.
Philadelphia Regional Office, 101 North 33d
Street, Suite 404, Philadelphia, Pa. 19104.
Northern Virginia Regional Office, 1130
North Lynn Street. Suite 600-Ro3slyn,
Arlington, Va 22209.
Chicago Regional Office, 310 South lichigan Avenue, 24th Floor, Chicago, Il1.
60604.
Atlanta Regional Office, 615 Peachtree
Street NE., Ninth Floor, Atlanta. Oa.
30308.
San Francisco Regional Office, 177 Post
Street. Suite 890, San Francisco, Calif.
94104.

Denver Regional Office, 1126 Champa
Street, Suite 500, Denver, Colo. 80202.
Seattle Regional Office, 506 Second Avenue,
Room 1621, Seattle, Wash. 98104.
§ 1602.7 Use of records rooms.
(a) Any member of the public who
wishes to inspect or copy records regularly maintained In the central or a regional records room may secure access
to these records by presenting himself
or herself at the records room during
business hours. No advance notice or
appointment is required, although persons wishing to make extended use of
regional office facilities should take
account of the possible limitations In
these facilities.
. (b) Each records room will also be
available to any member of the public
to inspect and copy records which are
not regularly maintained in such
room. To obtain such records a person
should present his or her request Identifying the records to the records officer. Because It will sometimes be impossible to produce these records or
copies of them on short notice, a
person who wishes to use records room
facilities to Inspect or copy such records is advised to arrange a time In advance, by telephone or letter request
made to the records officer of the facility which he or she desires to use.
Persons submitting requests by telephone will be advised by the records
officer or another designated employ
ee whether a written requesi tvould op
advisable to aid in the Identificaltio.
and expeditious processing of the rec
ords sought. Persons submitting writ
ten requests should Identify the rec,
ords sought In the manner provided In
§ 1602.8(b) and should indicate wlbeth.
er they wish to use the records room
facilities on a specific date. The rec.
ords officer will endeavor to advise the
requesting party as promptly as possible If, for any reason, It may not be
possible to make the records sought
available on the date requested.
§ 1602.8 Availability of records on request.
(a) In addition to the records made
available through the records rooms,
the Corporation will make such records available to any person In accord-
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ance with paragraphs (b) and (c). of
this section, unless it is determined
that such records should be withheld
and are exempt from mandatory disclosure under the FOIA and § 1602.9 of
these regulations.
(b) Requests
(1) A request will be acceptable if it
Identifies a record with sufficient particularity to 'enable officials of the
Corporation to locate the record with
a reasonable amount of effort. Requests seeking records within a reason-

ly marked: "Freedom of Information
Request." All such requests shall be
addressed to the records officer at the
headquarters of the Corporation or at
any regional records office. Any request not marked and addressed as
specified in this sub-paragraph will be
so marked by Corjooration personnel
as soon as it is properly identified, and
forwarded immediately to the records
officer. A request improperly addressed will not be deemed to have
been received for purposes of the time
ably- specific category will be deemed period set forth in paragraph (c) of
to conform to the statutory require- this section until forwarding to the apment of a request which ''reasonably propriate office has been effected. On
describes" such records if professional receipt of an improperly addressed reemployees of the Corporation who are quest, the records officer shall notify
familiar with the subject area of the the requesting party of the date on
-request would be able, with a reason- which the time period commenced to
able amount of effort, to determine run.
which particular records are encom(5) A persbn desiring to secure copies
passed within the scope of the request, of records by mall should write to the
and to search for, locate, and collect records officer at the headquarters In
the records without unduly burdening Washington, D.C. The request must
or materially interfering with oper- identify the records of which copies
ations because of the staff time con- are sought In accordance with the resumed or the resulting disruption of quirements of this paragraph, and
files. If it is determined that a request should indicate the number of copies
does not reasonably describe the rec- desired. Fees may be required to be
ords sought as specified in this para- paid In advance In accordance with
graph, the response denying the re-quest on that ground shall specify the § 1602.13. The requesting party will be
advised of the estimated fee, if any, as
reasons why the request failed to meet
promptly as possible. If a waiver of
the requirements of this paragraph
and shall extend to the requesting fees is requested, the grounds for such
party an opportunity to confer with request should be included in the
Corporation personnel in order to at- letter.
(c) The records officer, upon request
tempt to reformulate the request in a
manner that will meet the needs of for any records made In accordance
the requesting party and the require- with this Part, shall make an Initial
determination of whether to comply
ments of this paragraph.
(2) To facilitate the location of rec- with or deny such request and disords by the Corporation, a requesting patch such determination to the reparty should try to provide the follow- questing party within 10 days (excepting kinds of information, if known: (i) ing Saturdays, Sundays, and legal
the specific event or action to which public holidays) after receipt of such
the record refers; (ii) the unit or pro- request, except for unusual circumgram of the Corporation which may stances in which case the time limit
be responsible for or may have pro- may be extended for not more than 10
duced the record; (ill) the date of the working days by written notice to the
record or the date or period to which requesting party setting forth the reait refers or relates; (iv) the type of sons for such extension and the date
record, such as an application, a grant, on which a determination is expected
a contract, or a report; (v) personnel of to be dispatched. In determining
the Corporation who may have pre- whether to issue a notice of extension
pared or have knowledge of the of time for a response to a request
record; (vi) citations to newspapers or beyond the 10-day period, Corporation
officials shall consult with the Office
publications which have referred to
of the General Counsel. As used
the record.
(3) The Corporation is not required herein, "unusual circumstances" are
to create a record to satisfy a request limited to the following, but only to
for information. When the informa- the extent reasonably necessary to the
tion requested exists in the form of proper processing of the particular reseveral records at several locations, quest:
(1) The need to search for and colthe requesting party should be referred to those sources if gathering lect the requested records from field
the information would unduly burden facilities or other establishments that
or materially interfere with operations are separate from the office processing
the request;
of the Corporation.
(2) The need to search for, collect,
(4) All requests for records under
this section shall be made- in writing,. and appropriately examine a volumiwith the envelope and the letter clear- nous amount of separate and distinct

records which are demanded in a
single request; or
(3) The need for consultation, whiich
shall be conducted with all practicable
speed, with another agency having a
substantial interest in the determination of the request or among two- or
more components of the Corporation
having substantial subject matter interest therein,
(d) If no determination has been dispatched at the end of the 10-day
period, or the last extension thereof,
the requesting party may deem his request denied, and exercise a right of
appeal in accordance with § 1602.12.
When no determination can be dispatched within the applicable time
limit, the records officer shall nevertheless continue to process the request. On expiration of the time limit,
he shall inform the requesting party
of the reason for the delay, of the date
on which a determination may be expected to be dispatched, and of his
right to treat the delay as a denial and
to appeal to the President in accordance with §1602.12; and-he may ask
the requesting party to forego appeal
until a determination is made.
(e) After it has been determined that
a request will be granted, the Corporation will act with diligence In providing a substantive response.
§1602.9 Invoking Exemptions to Withhold
a Requested Record.
(a) A requested record of the Corporation may be withheld from public
disclosure only If one or more of thefollowing categories exempted by the
FOIA apply:.
(1) Matter which is related solely to
the internal personnel rules and practices of the Corporation;
(2) Matter which is specifically
exempted from disclosure by statute;
(3) Trade secrets and commercial or
financial information obtained from a
person and privileged or confidential;
(4) Inter-agency or intra-agency
memoranda or letters which would not
be available by law to a party other
than an agency in litigationwith the
Corporation;
(5) Personnel and medical files and
similar files, the disclosure of which
would constitute a clearly unwarranted invasion of personal privacy;
(6) Investigatory records compiled
for enforcing the Act or any other law,
but only to the extent that the production of such records would (I) interfere with enforcement proceedings, (ii)
deprive a person of a right of a fair
trial or an impartial adjudication, (iCm)
constitute an unwarranted invasion of
personal privacy, (iv) disclose the identity of a confidential source and, in
the case of a record compiled by a
criminal law enforcement authority in
the course of a criminal investigation,
or by an agency conducting a lawful
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national security intelligence investigation, confidential information furnished only by the confidential source,
(v) disclose investigative techniques
and, procedures, or (vi) endanger the
life or physical safety of law enforcement personnel;
(b) In the event that one or more of
the above exemptions applies, any reasonably segregable portion of a record
shall be provided to the requesting
party after deletion of the portions
that are exempt. In appropriate circumstances, subject to the discretion
of Corporation officials, it may be possible to provide a requesting party
with: (1) A summary of Information in
the exempt portion of a record or (2)
an oral description of the exempt portion of a record. In determining
whether any of the foregoing techniques should be employed in accordance with this paragraph or whether
an exemption should be waived in accordance with paragraph (c) of this
section, Corporation officials shall
consult with the Office of General
Counsel. No requesting party shall
have a right to insist that any or all of
the foregoing techniques should be
employed in order to satisfy a request.
(c) Records that may be exempted
from disclosure pursuant to paragraph
(a) of this section may be made available as a matter of discretion when disclosure is not prohibited by law, if it
does not appear adverse to legitimate
interests of the Corporation, the
public, or any person.

§ 1602.10. Official authorized to grant or
deny requests for records.
The General Counsel shall furnish
necessary advice to Corporation officials and staff as to their obligations
under this Part and shall take such
other actions as may be necessary or
appropriate to assure a consistent and
equitable application of the provisions
of this Part by and within the Corporation. Other officials of the Corporation shall consult with the General
Counsel before denying request under
this Part, or before granting requests
for waiver or modified application of
an exemption or for categories of documents which the General Counsel determines may present special or unusual problems. The General Counsel
and, subject to consultation with him
where required, the Records Officer,
each Regional Director, and each Regional Records Officer are authorized
to grant or deny requests under this
Part.
§ 1602.11 Denials.
(a) A denial of a written request for
a record that complies with the requirements of § 1602.8 shall be in writing and shall include the following.

(1) A reference to the applicable exemption or exemptions in § 1602.9(a)
upon which the denial is based;
(2) An explanation of how the exemption applies to the requested records;
(3) A statement explaining why It is
deemed unreasonable to provide segregable portions of the record after deleting the exempt portions;
(4) The name and title of the person
or persons responsible for denying the
request; and
(5) An explanation of the right to
appeal the denial and of the procedures for submitting an appeal, including the address of the official to whom
appeals should be submitted.
(b) Whenever the Corporation
makes a record available subject to the
deletion of a portion of the record,
such action shall be deemed a denial
of a record for purposes of paragraph
(a) of this section.
(c) All denials shall be treated as
opinions and shall be maintained and
indexed accordingly, subject only toW
the necessity of deleting Identifying
details the release of which would constitute a clearly unwarranted invasion
of personal privacy.
§ 1602.12 Appeals of denials.
(a) Any person whose written, request has been denied is entitled to
appeal the denial within 90 days by
writing to the president of the Corporation at the headquarters in Washington, D.C. The envelope and letter
should be clearly marked: "Freedom of
Information Appeal." An appeal need
not be in any particular form, but
should adequately identify the denial,
if possible, by describing the requested
record, identifying the official who
issued the denial, and providing the
date on which the denial was issued.
(b) No personal appearance, oral argument, or hearing will ordinarily be
permitted on appeal of, a denial. Upon
request and a showing of special circumstances, however, this limitation
may be waived and an informal conference may be arranged with the president, or the president's specifically
designated representative, for this
purpose.
(e) The decision of the president on
an appeal shall be in writing and, in
the event the denial is in whole or in
part upheld, shall contain an explanation responsive to the arguments advanced by the requesting party, the
matters described in § 1602.11(a)(1)(4), and the provisions for judicial
review of such decision under 'section
552(a)(4) of the FOIA. The decision
shall be dispatched to the requesting
party within 20 working days after receipt of the appeal, unless an additional period is justified pursuant to
§1602.8(c) and such period taken together with any earlier extension does

not exceed 10 days. The prezident's d0.
cision shall constitute the final action
of the Corporation. All such declsion
shall be treated as final opinion
under § 1602.5(b).
§ 1602.13 Fees.
(a) Information provided routinely
in the normal course of doing business
will be provided at no charge.
(b) The records officer may waive or
reduce fees where special cireumstances, including but not limited to
the benefit of the general public, warrant. A records officer shall waive feca
where the requesting party is indigent
unless the fees would exceed $25 and
may waive or reduce fees for the request of an indigent where the fece
would exceed $25. These provisions
will be subjeet to appeal in the sme
manner as appeals from denial under
§ 1602.12.
(c) There shall be no fee charged for
services rendered by the Corporation
pursuant to this part, unless the
charges, as calculated in paragraph (e)
of this section, exceed $6.50, Where
the charges are calculated to exceed
$6.50, the fee shall be the differehce
between $6.50 and the calculated
charges.
Sd) Ordinarily, no fee shall be levied
where the records requested are not
provided or made available. However,
if the time expended in processing the
request is substantial, and if the requesting party has been notified of
the estimated cost pursuant to parmgraph (f) of this section, and has been
specifically advised that It cannot be
determined in advance whether any
records will be made available, fees
may be charged.
(e) The schedule of charges for gervices regarding the production or disclosure of the Corportion's records t
as follows:
(1) Search for records and produc.
tion of information based on the fol.
lowing schedule of direct laboi
charges: (a) Programer-$6.25/quartei
hour, (b) Analyst=$3.50/quarter hour
and (e) Processor=$1.50/quarter hour
(2) Computer time: Actual chargo
as incurred.
(3) Reproduction, duplication, o:
copying of records: $0.10 per page.
(4) Reproduction, duplication, o
copying of microfilm: Actual charge
as incurred.
(5) Certification of true copies: $
each.
(f) Where It is anticipated that th
fee chargeable under this part vl
amount to more than $25, and the r(
questing party has not indicated in ae
vance his willingness to pay so high
fee, the requesting party shall be not
fled of the amount of the anticipate
fee or such portion thereof as ca
readily be estimated. In such ease,
request will not be deemed to hay
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been received until the requesting implementing priorities in the allocaparty is notified of the anticipated tion of their resources for the provicost and agrees to bear it. Such a noti- sion of legal assistance. Section 9(b)(1)
fication shall be transmitted as soon of the 1977 amendments to the Legal
as possible, but in any event within 5 Services Corporation Act requires
working days, giving the best estimate that, in setting and implementing pri--then available. The notification shall
orities, recipients take into account
offer the requesting party the oppor- the relative needs of eligible clients
tunity to confer with appropriate rep- "including particularly the needs for
resentatives of the Corporation for the service on the part of significant segpurpose of reformulating the request ments of the population of eligible cliso as to meet his needs at a reduced ents with special difficulties of access
cost.
to legal servicds or special legal prob(g) Where the anticipated fee lems * 0.". The elderly and handichargeable under this part exceeds capped are cited as examples of groups
$25, an advance deposit of 25 percent with such problems. The legislative
of the anticipated fee-may be required. history of this provision makes clear
Where a requesting party has previ- that it was not intended to establish a
ously failed to pay a required fee, an preference for certain groups of eligiadvance deposit of the full amount of ble clients. Rather, It Is intended to
the anticipated fee together with the insure that the needs of all significant
fee then due and payable may be re- segments of the client community are
quired.
considered, and that the consideration
(h) The Corporation reserves the addresses the need for expanded
right to limit the number of copies access to service as well as substantive
that will be provided of any document problems.
to any one requesting party, or to reA proposed amendment to part 1620
quire that special arrangements for -was published for comment on March
duplication be made in the case of 17, 1978 (43 PR 11241). Many of the
bound volumes or other records repre- comments received urged revision of
senting unusual problems of handling the xegulation to require recipients to
or reproduction.
approach the setting of priorities in a
more systematic way, and to involve
AI.CE DANEr.,
clients in every step. The Corporation
General Counse,
recognizes the validity of these conLegal Services Corporation.
cerns and has made substantial revi[FR Doc. 78-21009 Filed 7-27-78; 8:45 am]
sions in response to them.
Some comments urged that an additional step be added to the priority[682-]
setting process, that is, a requirement
that the views of clients be document[45 CFR
t1620]
ed and a written statement of reasons
PRKORITORS IN ALLOCATION OF RESOURCES
be prepared whenever those rea.ons
AGENCY: legal Services Corporation. are departed from. Others view such a
requirement as inconsistent with the
ACTION: Proposed amendment.
draft's attempt to set out only the
SUMARY: The Corporation pro- basic elements of priority-setting, leavposes to revise its regulation concern- ing the details to be worked out by ining the priority-setting procedures for dividual recipients in light, of their
recipients who provide legal assist- particular needs. The documentation
ance. This proposal would require that requirement is set forth in the brackrecipients set priorities in a more sys- eted provision 1620.2(d). The Corporatematic way and involve clients in tion Is particularly interested In reevery step. This rule is being proposed ceiving comments on the wisdom and
after the Corporation has considered helpfulness of including or excluding
public comments which were received that section.
At present, Part 1620 reads as folin response to a 'previously published
lows:
proposed rule.
DATES: Comments must be received See.
on or before September 11, 1978.
1620.1 Purpose.
ADDRESS: Legal Services Corpora- 1620.2 Procedure.
tion, 733 15th Street NW., Suite 700,
Aurnonrry: Sec. 1007(aX2); 42 U.S.C.
2996(a)(2).
Washington, D.C. 20005.
Section 1620.1 Purpose. This Part is deFOR FURTHER INFORMATION.
signed to Insure that a recipient will alloCONTACT:
cate Its resources In an economical and efStephen S. Walters, 202-376-5113.
fective manner.
Section 1620.2 Procedure (a) A recipient
SUPPLEMENTARY INFORMATION: shall
adopt procedures for establishing priSection 1007(aX2XC) of the Legal Ser- orities In the allocation of Its resources The
vices Corporation Act requires the procedures adopted shall Insure participaCorporation to insure that recipients tion by clients and employees of the recipiadopt procedures for determining and ent, and shall provide opportunity for corn-

ment by Interested members of the public.

Priorities shall be reviewed periodically.

(b) The following factors shall be among

those considered In establishing priorities:
(1) The resources of the recipient;
(2) The population of eligible clients in
the geographic area served by the recipient;
(3) The availability of another source of
free or low-cost legal assistance In a particular category of cases or matters;
(4) The urgency of particular legal prob-

lems of the clients of the recipient; and

(5) The general.effect of the resolution of
a particular category of cases or matters on
persons least able to afford legal assistance
In the community served.

The proposed revision of Part 1620
reads as follows:
PART 1620-PRIORITIES *1 ALLOCATION OF
RESOURCES
Sec.
1620.1 Purpose.
1620.2 Procedure.
1620.3 Review.
Auvnomn.
ec

107(a)(2,

42 U.S.C.

2996(a)(2).

§ 1620.1 Purpose.
This Part is designed to insure that
a recipient, through policies adopted
by its governing body, takes into account the views of eligible clients.
staff and other interested persons in
establishing priorities for allocating its
resources in an economical and effective manner, consistent with the purposes and requirements of the act and
other provisions of Federal law.
§ 1620.2 Proccems.
(a) A recipient shal adopt procedures for e-tablishing priorities in the
allocation of Its rezources. The procedure adopted shall
(1) Provide for an aseseent of the
needs of eligible clints in the geographic area served by the recipient,
and their relative importance, based
on comments from eligible clients solicited in a manner reasonably calculated to reflect the attitude§ of all significant segments of the eligible client
population. The assessment shall determlne the need for outreach, training of the recipient's employees, and
support services, as well as substantive
legal problems; and
(2) Insure participation by all significant segments of the client community
and the recipients employees in the
setting of priorities, in the-development of the work plan required by
subsection (c), and n the review required by section 1620.3, and provide
the opportunity for comment by interested members of the public.
(b) The following factors shall be
among those considered by the recipient in establishing priorities:
(1) The needs assessment described
in subsection (a)(1) above;
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(2) The population of eligible clients
in the geographic area served by the
recipient, including all significant segments of that population with special
legal problems, or with special difficulties of access to legal services;
(3) The resources of the recipient;
(4) The availability of another
source of free or low-cost legal assistance in a particular category of cases
or matters;
(5) The relative importance of particular legal problems of the clients of
the recipient;
(6) The general effect of the resolution of a particular category of cases
or matters on eligible clients in the
area served; and
(7) The availability of other sources
of training, support, and outreach services.
(c) The - recipient shall develop a*
work plan describing each of its priorities in detail and the manner in which
those priorities will be Implemented.
The plan shall be available to the
public, and the recipient shall report
on its success in achieving the plan
prior to its next review of priorities,
but in no event less often than annually.
C(d) The recipient shall record the
results of the needs assessment, the
priorities, the reasons for adopting priorities which are different from the
needs assessment, the work plan and
the review of priorities, all of which
shall be available to the public.]
'§ 1620.3 Review.
Priorities shall be reviewed regularly. The following factors shall be
among those considered in determining whether the recipient's priorities
should be changed:
(a) The extent to which the objectives of the recipients work plan have
been accomplished;
(b) Changes in the resources of the
recipient; and.
(c) Changes in the sibe or needs of
the eligible client population.
ALzcE DsArNi,
GeneralCounsel
Leal Services Corporation.

ACTION: Further Notice of Inquiry.
SUMIIARY: In the June 27, 1978 issue
of the FEDERAL REGiS-ER (43 FR
27868), the FCC-published a Notice of
Inquiry and Interim Policy Statement
permitting ex parte communications
in most informal (notice and comments) rulemaking proceedings, but
requiring that such contacts be publicly disclosed. This document gives further notice of inquiry and contains
five minor modifications or clarifications of the original notice: Those
clarifications or modifications are:
1. The reference to "channel allocations" is changed to "channel assignments".
2. The definition of participants in
rulemaking is changed to "all interested persons".
3. Memoranda from- outsiders must
include the substance of proposed discussion, not just lists of topics, and
4. No date certain for response to ex
parte presentation will be established.
5. No prior notice of cut off.
DATES: Non-applicable.
ADDRESS: Federal Communications
Commission, Washington, D.C. 20554.
FOR FURTHER INFORMATION
CONTACT:
Keith H. Fagan, Office of General
Counsel, 202-632-7112.
ORDER AND PURTHL2 NOTICE Or
INQUIERY

Adopted: July 17, 1978.
Released: July 18. 1978.
In the matter of: Policies and proce-

dures regarding Ex Parte Communica-

tions during informal rulem-king proceedings, Gen. Docket No. 78-167.
In reviewing our original Notice of
Inquiry in this docket, FCC 78-405, released June 14, 1978, some matters
have come to our attention which we
believe require clarification or modification. These are as follows:
1. In paragraphs 3, 10, and 15, we referred to cases involving FM or TV
channel allocations. We-should have
said channel assignments. Both under
[FR Doc. 78-21019 Filed 7-27-78; 8:45 am]
our former procedures and our proposed new procedures, ex parte contacts are prohibited only in the those
[6712-011
rulemakings involving changes in the
FWMAL CO1'MUIN2CATIONS
FM or TV table of assignments. Such
CMMAISSION
contacts are not barred (although
they must now be disclosed) in rulemakings involving spectrum allocation.
2. In paragraph 17, we stated that
[Gc.L Docket N1o. 78-167: FCC 78-5171
the persons outside the Commission to
POVSN P310CED5US REGARDING EX be governed by the new procedures inPzRTE COP1U;QCATC0INS OUING UORcluded "Participants -in. the rulemakPAAL RG104=74*ede R1OCM2iNGS
ing, i.e., those filing or intending to
file formal comments." It has been
Preposd Ptla=''g ad S3,1z~ns* of T1=9
pointed out that this definition is too
AGENCY: Federal Communicaions narrow, since not all participants in
rulemakings do file formal comments.
Commission.
FODRAL -REGISTE

Accordingly, vie are substituting for
the above language the words "Partiolpants in the rulemaking, Le., all Interested persons." It should be noted.
however, that this category still ineludes public as well as private entities. Also, the representatives of thesa
interested persons, as well as interceders on their behalf, are still covered
by the new procedures.
3. In paragraph 18. we stated that a
person wishing to discuss the merlts of
a proceeding with a Commissioner or
staff member should bring with him a
"memorandum of the subjects he
-wishes to discuss." One of the purposes of this requirement is to make It
possible for other interested persons
to comment on the matters disctwed
at such meetings. Therefore, this
memo should not simply be a list of
the topics to be-dLscussed; rather, it
should reflect the substance of what
the writer actually intends to mV
about these topics.
4. In paragraph 23, we said that we
would give notice of a "date certan"
by which responses to ex parte presen.
tations should be made. Upon further
reflection, we have decided that it Is
unnecessary to require that responses
be made within a certain time. Accordingly, responses to ex parte presentations will be permissible at any time
prior to cut-off.
5. In paragraph 24, we said that
there would be "short prior notice" of
the date after which ex parte contact
would be cut off. Upon reconsideration, we have determined that any
prior notice would defeat the purpoese
of the cut-off requirement. Therefore,
our notice for each docket will simply
state that ex parte contacts have been
cut off as of the date of the notice.
It is ordered, That the Notice of Inquiry, FCC 78-405, released June 14,
1978, is amended In accordance with
the preceding paragraphs.
FEDERAL CorriuraIcaTiou3

Cora sszoz,
Wiuaaia J. Trncwmico,
Secretarty.
MR Dmc. 78-20688 Filed 7-27-78 8:45 .rl]

[6712--011
[47 CF PAnT 7Z1
[BC Docket No. 18-220; Rr,2-3083]
FNI BROADCAST STATIC]S GJ M.VKO.'V,

CMWAV A'D JACi[SON"iVLLU, ARKAIISA3
Prcooooz Chcu-in Tobl of Anr~m~AGENCY: Federal Communications
Commission.
ACTION: Notice of proposed rulemakIg.
SUMMARY: Action taken herein proposes the assignment of a claw A Mchannel to Conway, Ark. It also da.
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letes a class C channel from Conway
and reassigns it to Jacksonville, Ark..
to reflect the fact that it already is
being used there.
DATES: Comments must be received
on or before September 15, 1978, reply
comments must be received on or
before October 5, 1978.
ADDRESS: Federal Communications
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which has- an FM assignment; the servica wold be provided. Anamosaother is a, larger area surrounding Hot Iowa City, Iowa, 46 FCC 520 (1974).
9. Comments are invited on the proSprings, Ark, which has three FM stations.
posal to amend the FM table of assign5. Other considerations. In order to ments (§ '3.202(b) of the rules), as folavoid short-spacing to station KOTN- lows:
FM channel 222, Pine Bluff, Ark., a
City and Channzl No.
channel 224A station at Mayflower
would have to use a site 12.8 kilome- Coav~si. Ark.;~ Prezent: 282. 236. Proosed:
224A. 288.
ters (8 miles) north of Mayflower. JacLonville.
Commission, Washington D.C. 20554.
Ark.: Present: --; Proposed:
This would place the station 1,6 kIlo262.
FOR FURTHER INFORMATION ,meters (1 mile) southwest of Conway.
10. The Commission's authority to
CONTACI
Ark. (pop. 15,510), which has two class
proceedings;
rulemaking
Lfildred B. Nesterak, Broadcast C assignments (channels 262, 286) institute
showings required: cutoff proceddres
with one of the assignments used at
Bureau, 202-632-7792.
Jacksonville, Ark., some 38 kilometers used: and filing requirements are set
SUPPLEMENTARY INFORMATION: (24 miles) distant.
forth below and are incorporated
In the matter of amendment of
herein. NOTE: A showing of continu6.
Although
petitioner
proposes
the
§73.202(b), table of assignments, FM
ing interest Is required by paragraph 2
aisignment
of
channel
224A
to
the
broadcast stations. (Mayflower and
below before a channel will be assmall
community
of
Mayflower,
Conway, Ark. BC Docket No. 78-220.
signed.
Conway,
seat
of
Faulkner
County,
is
RM-3063. Notice of Proposed Rule11. Interested parties may file comclearly the population center for this
making.
area. It appears that. with transmitter •ments on or before September 15,
Adopted: July 17,1978.
site restriction, the proposed channel's 197l8. aud reply comments on or before
principal service area is Conway October 5, 19,78. Released: July 24, 1978.
rather than Mayflower. We bellevp,
FiasaaxL CoMMnUsCa=05x
By the Chief, Broadcast Bureau:
Coznusszo.,
1. Petitioner, proposaZ. comments. therefore, that it might be more apWVAIAC F. JOHNSON,
(a) Notice of Proposed Rulemaking is propriate to assign channel 224A to
Ch fef,BroadcastBureau
given, concerning amendment of sec- Conway. This, however, does not foretion 73.202(b) of the Commission's close use of the channel at Mayflower,
1. Pursuant to authority found in
rules as concerns Mayflower. and since the proximity of the two commu- sections 4(), 5(dX1), 303 (g) and (r),
nities would permit the channel to be and 307(b) of the Communications Act
Conway, Ark;
(b) Petition for rulemakingI was licensed-as a Mayflower facility under of 1934, as amended, and §0.281(bX6)
filed by Michael D. Harrison ("peti- the provisions of §73.203(b), the "10- of the Commion's rules, it is protioner"), requesting the assignment of mile rule."
posed to amend the FM table of as7. The proposed assignment appears signments, § 73.202(b) of the CommisFM channel 224A to Mayflower, Ark.
No responses to the petition were to raise the question of whether a slon's rules and regulations, as set
third assignment to a community of forth in the Notice of Proposed Rulemade.
15,510 population would"be warranted. making to which this appendix is at2. Community Data. (a) LocationMayflower, in Faulkner County, is lo- However, since one of the presently as- tached.
cated approximately 27 kilometers (17, signed channels Is used at Jackson2. S owin'g required-Comments are
miles) northwest of LittIe Rock, Ark.
ville, Conway only really has one FM invited on the proposal(s) discussed in
(b)
Population-Mayfower-469;
station. Therefore, we are proposing to the Notice of Proposed Rulemaking to
Faulkner County-31,578. 2
amend the FM table to reflect the cur- which this appendix Is attached.
(c) Presezt local aural servicerent usage of the channel at JacksonThere Is no local aural broadcast serv- vile. Conway is large enough to quali- Proponent(s) will be expected to
anwer whatever questions are presentice in Mayflower.
fy for assignment of a second channel
3. Economic data. Petitioner states under the Commission's population ed in Initial comments. The proponent
that Mayflower is primarily an agri- guidelines. However, assignment of the of a proposed assignment is also excultural area whose major industries proposed class A channel would result pected to file comments even if it only
resubmits or incorporates by reference
food packaging, microfilm and,
-are
the intermixture in clases of as- Its former pleading= It should also remanufacturing. He asserts that there in
signments. In the absence of availabilis a particular need for providing local ity of class C assignments, the Com- state Its present intention to apply for
the channel If It is assigned, and, if auweather information to' the farmers
and workers. In addition, he states mission has permitted such Intermix- thorized, to build the station promptthat a locak facility would fill an Im- ture if an interest has been shown to ly. Failure to file may lead to deni.l of
under such oconditions. the request
portant need for coverage of general operate
3. Cutoff procedurem The following
events in the community such as Yakima, Wash., 45 FCC 2d 548, 550
nighttime sports, musical programs, (1973); Key West, Fla., 45 FCC 2d 142, procedures will govern the considera145 (1974). Petitioner should indicate tion of filings in this proceeding.
school announcements, and discussion
(a) Counterproposals advanced in
of controversial subjects of interest his willingness to operate a class A F
this proceeding itself will be considand importance to the community. We station.
8. Since a second FM assignment Is ered. if advanced In Initial comments,
are told that Mayflower is served by
being proposed for Conway, petitioner so that parties may comment on them.
no local newspapers.
4. Preclusion study. Preclusion should submit In his comments a Roa- in reply comments. They will not be
would occur only on the cochannel in noke Rapids, 9 FCC 2d 672 (1967) considered if advanced in reply comtwo areas: one small area contains the study showing the number of people ments. (See § L420(d) of Commission
proposed transmitter site and Conway who would receive a first or second rules.)
FM service. In addition, petitioner
(b) With respect to petitions for r-ushould show the extent of nighttime lemaking which conflict with the
tPublic Notice of the petition was girea
service provided by standard broadcast
proposal(s) in this notice, they will be
on Marcb 7, 1978. report No. 1106.
Populaton figures are taken from the stations so that we can determine considered as comments hi the prowhether any first and second aural ceeding. and public notice to this
1970 U.& Census.
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effect will be given as long as they are
filed before the date for filing initial
comments herein. If they are filed
later than that, they will not be considered in connection with the decision
in this docket.
4. Comments and reply comments;
service. Pursuant to applicable procedures set out in §§ 1.415 and 1.420 of
the Commission's rules and regulations, interested parties may file comments and reply comments on or
before the dates set forth in the
Notice of Proposed Rulemaking to
which this appendix is attached. All
submissions by parties to this proceeding or persons acting on behalf of such
parties must be made -in written comments, reply comments, or other appropriate pleadings. Comments shall
be served on the petitioner by the
person filing the comments. Reply
comments shall be served on the
person(s) who filed comments to
which the reply is directed. Such comments and reply comments shall be accompanied by a certificate of service.
(See § 1.420 (a), (b), and (c) of the
Commission rules.)
5. Number of copies. In accordance
with the provisions of § 1.420 of the
Commission's rules and regulations, an
original and four copies of all comments, reply comments, pleadings,
briefs, or other documents shall be
furnished the Commission.
6. Public inspection of filings. All filings made in this proceeding will be
available for examination by interested parties during regular business
hours in the Commission's Public Reference Room at its headquarters, 1919
M Street NW., Washington, D.C.
[FR Doc. 78-20857 Filed 7-27-78; 8:45 am]
[6712-01]
[47 CFK Pa t 731
[BC Docket No. 78-221; RM-3060]
FAI BRlOADCAST STATION INATLANTA, MICH.
Proposod Chongas In Table of Assignments

AGENCY: Federal Communications
Commission.
ACTION: Notice of Proposed Rulemaking.
SUMMARY: Action taken herein proposes the assignment of a class C FM
channel to Atlanta, Mich. Petitioner,
Wilderness Broadcasting, Inc., states
the proposed channel would bring the
first local aural broadcast service to a
three county area.
DATES: Comments must be filed on
or before September 15, 1978, reply
comments must be filed on or before
October 5, 1978.
ADDRESS: Federal Communications
Commission, Washington, D.C. 20554.

FOR FURTHER INFORMATION
CONTACT*
Mildred B. Nesterak, Broadcast
Bureau, 202-632-7792.
SUPPLEMENTARY INFORMATION:
In the matter of amendment of
§ 73.202(b), table of assignments, FM
broadcast stations. (Atlanta, Mich.),
BC Docket No. 78-221, RM-3060.
Notice of Proposed Rulemaking.
Adopted: July 17, 1978.
Released: July 24, 1978.
1. Petitioner, proposal, comments.
(a) Petition for rulemaking 1 filed January 5, 1978, by Edward S. Solomon
d.b.a. Wilderness Broadcasting, Inc.
("petitioner"), proposing the assignment of class C FM channel 223 to Atlanta, Mich.
(b) This channel could be assigned
without affecting any existing FM assignments.
(c) Petitioner, the only responding
party, states it will apply for the channel, if assigned.
2. Demographic data. (a) LocationAtlanta, seat of Montmorency County,
is located in the northeastern part of
Michigan's lower peninsula, 300 kilometers (188 miles) northwest of Detroit.
(b) Population--Atlanta-800;
Mont2
morency County-5,247.
(c) Local aural service-There is no
local aural broadcast service in Atlanta.
3. Economic considerations. Petitioner states that, according to the
Northeast Michigan Council, Atlanta's
economy is primarily devoted to governmental activities and related services. We are informed that forest related activities, tourism, and some
minimal, agricultural activity are also
factors in the area's economy. Petitioner adds that the largest industrial
enterprise in the Atlanta area is Essex
Wire Corp. which employs about 400
employees.
4. Additional considerations. Petitioner asserts that the counties of
Montmorency, Oscoda, and Alcona
have no local aural broadcast service.
It claims that the proposed station
would cover the news and community
affairs of this area.
5. Preclusion study. Assignment of
class C channel 223 to Atlanta, Mich.,
would cause preclusion to two communities in Michigan with populations
greater than 1,000, namely, St. Ignace
(pop. 2,892) and Onaway (pop. 1,262).
St. Ignace has an FM station on its
own assignment. Onaway does not
have an assigned channel. Petitioner
should indicate in its comments
whether an alternate FM channel is
available for assignment to Onaway.
'Public notice of the petition was given on
March 7, 1978, report No. 1106.
2Population figures are taken from the
1970 U.S. Census.

6. In this case where the community
has a population of only 800 persons,
it would be the usual practice to assign
a class A channel. However, the petitioner requested a class C channel.
Such an exception has been made
where the class C proposal woud bring
service to unserved or underserved
areas. However, before the Commission i able to determine whether the
requested assignment would be in the
public interest, additional information
is needed. Petitioner should submit in
its comments a Roanoke RapidsGoldsboro, N.C., 9 FCC 2d 672 (1967),
study showing the figures for the area
and number of people who would receive a first and second FM service
from a class C station in Atlanta. In
addition, petitioner should show the
extent of nighttime service provided
by standard broadcast stations In the
context of first and second aural service. Anamosa-Iowa City, Iowa, 46 FCC
2d 520 (1974). Both first and second
FM and first and second aural services
should be shown apart from any noncommercial educational FM stations.
7. Comments are invited on the following proposal to amend the table of
assignments with regard to the community of Atlanta, Mich.
City and Channel No.
Atlanta, Mich.; Present: -; Proposed: 223.
8. The Commission's authority to
institute
rulemaking
proceedings;
showings required; cut-off procedures
used; and filing requirements are set
forth below and are incorporated
herein.
NoTm.-A showing of continuing intercot Is
required by paragraph 2 below beforo a
channel will be assigned.
7. Interested parties may file comments on or before September 15,
1978, and reply comments 6n or beforo
October 5, 1978.
FEDERAL COM=U71CATIOns
ComiISSOu ,
WALLACE E. JOHVSOt,
Chief,BroadcastBureau.
1. Pursuant to authority found In
sections 4(1), 5(d)(1), 303 (g) and (r),
and 307(b) of the Communications Act
of 1934, as amended, and § 0.281(b)(6)
of the Commission's rules, it Is proposed to amend the FM table of assignments, § 73.202(b) of the Commis.
sion's rules and regulations, as set
forth in the Notice of Proposed Rulemaking to which this appendix Is attached.
2. Showings required. Comments are
invited on the proposal(s) discussed In
the Notice of Proposed Rulemaking to
which this appendix Is attached.
Proponent(s) will be expected to
answer whatever questions are presented in initial comments. The proponent of a proposed assignment Is also
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expected to file comments even if it
only resubmits, or incorporates by reference its former pleadings. It should,
also restate its present intention to
apply for the channel if it is assigned,
and. if authorized, to build the station
promptly. Failure to file may lead to
denial of the request.
3. Cut-off procedures: The following
procedures will govern the consideration of filings in this proceeding.
(a) Counterproposals advanced in
this proceeding itself will be considered. if advanced in initial comments,
so that parties may comment on them
in reply comments. They will not be
considered if advanced in reply comments (See § 1.420(d) of Commission
rules.)
(b) With respect to petitions for rulemaking which conflict with the
proposal(s) in this Notice, they will be
considered as comments in the proceeding, and public notice to this
effect will be given as long as they are
filed beforq the date for filing initial
comments herein. If they are filed
later than that, they will not be considered in connection with the decision
in this docket.
4. Comments and reply comments;
service. Pursuant to applicable procedures set out in §§ 1.415 and 1.420 of
the Commission's rules and regulations, interested parties may file comments and reply comments on or
before the dates set forth in the
.Notice of Proposed Rulemaking to
which this appendix is attached. All
submissions by parties to this proceeding or persons action on behalf of such
parties must be made in written comments, reply comments, or other appropriate pleadings. Reply comments
shall be served on the person(s) who
filed comments to which the reply is
directed. Such comments and reply
comments shall be accompanied by a
certificate of service. (See §.L420 (a).
(b), and (c) of the Commission rules.)
5. Number of copies. In accordance
vwith the provisions of § 1.420 of the
Commission's rules and regulations, an
original and four copies of all comments, reply comments, pleadings,
briefs, or other documents -shall be
furnished the Commission.
6. Public inspection offfilings. All filings made in this proceeding will be
available for examination by interested parties during regular business
hours in the Commission's Public Reference Room ft its headquarters, 1919
M Street NW., Washington. D.C. -- EFRDoc. 78-20858 Filed 7-27-78; 8.45 am]

[6712-01]
[47 CFR Parts 81 and 83]
[Gen.Docket No. 78-208; FC 78-487]
PROVIDING FOR THE USE OF SINGLE SIDE,BANO EMISSION A3J (SUPPRESSES CARJJER) ON THE MARIIME MOBILE SERVICE RA.
DIOTELEPHONE FREQUENCY 2182 k-le
Proposed Rulomaklng

AGENCY: Federal Communications
Commission.
ACTION: Proposed rulemakir.
SUMMARY: Amendment of the rules
to provide for the use of single sideband (SSB) emission A3J (suppressed
carrier) on the maritime mobile service radiotelephone frequency 2182
kHz, effective November 1, 1978. This
action completes a Commlssion-program to shift from double sideband
(DSB) to single sideband emission in
the band 2000-2850 kHz, Initiated In
1968, except for certain communications (see supplementary information). This amendment also provides
improvement in the maritime mobile
service radio distress system.
DATES: Comments must be received
on or before August 28, 1978, and
reply comments must be received on
or before September 8, 1978.
ADDRESSES: Federal Communications Commission, Washington. D.C.
20554.
FOR FURTE
INFORMATION
CONTACT.
Walter E. Weaver, Safety and Speclal Radio Services Bureau. 202-6327197.
SUPPLEMENTARY INFORMATION:
Adopted: July 12,1978.
Released: July 21, 1978.
In the matter of amendment of
parts 81 to 83 to provide for the use of
single sIdeband emission A33 (suppressed carrier) on the maritime
mobile service radiotelephone frequency 2182 kHz, effective November 1,
1978, Gen. Docket No. 78-208.
1. Notice of proposed rulemaking In
the above-captioned matter Is hereby
given.
2. In this notice of proposed rulemaking the Commission Is proposing
amendment of parts 81 and 83 to provide for the use of single sIdeband
(SSB) emission A3J (suppressed carrier) on the maritime mobile service radiotelephone frequency 2182 kH2; effective November 1, 1978. Effective on
that date use of SSB emission A3H
(full carrier) on 2182 kHz will be discontinued, except for communications:
(1) Between a coast station and vessels
of foreign registry; (2) between a ship
station and foreign coast stations; (3)
between a ship station and vessels of

foreign registry; and (4) between survival craft and coast or ship stafions.
Matters pertinent thereto are discussed in the paragraphs which follow:

BAcranouND-Cuu

STATus

3. In the proceedings In dockets No.
17295, 18307, 18632, and 18633 L the
Commission. In 1967 and 1968, initiated a two-part program to effect
needed Improvements in radio- telephony communications in the maritime mobile service. One part concerned the use of VHF, replacing 2
M
for short distance communications, and channel splitting to approximately double the number of VHF
channels. The second part concerned
conversion of the 2 M
frequencies
from double sIdeband (DSB) to single
sideband (SSB).
4. The objectives of the 2 RM part
of the program were concisely stated
by the Commission in its notice of proposed rulemaking (docket No. 18307,
FCC 68-894, 33 FR 14121). excerpted
as follows:
.14. 0
to Increase the number of channels. to reduce congestion and Interference.
to'Ltabllsh VHP as the shortIstance communication system In US. waters, to effect
needed improvements in communications, to
enhance the maritime radio safety system.
and to provide for future use of radlotelephony by ve-els unable to fulfill their comnmunlcatlonneedbyuseofVHF* * "
5. In the proceedings of docket 21089
to implement an Inter-Governmental
Maritime Consultative Organization's
(IMCO) resolution pertaining to the
Safety of Life at Sea Convention, the
continued use of A3 emission was authorzed for distress and safety purposes of 2182 k1z under certain conditions. These conditions provided for
portable survival craft equipment, and
DSB transmitters authorized prior to
January 1. 1972, as described in
§§ 83.106(a),
83.132(c(3),
and
83.132(c)(4). The continued use of A3
emission Is primarily responsive to
emergency needs when beyond range
of VHF communications, and where
outdated DSB equipment may be
available only for distress and safety
communications.
6. In the intervening 9 years since
Implementing the objectives of the 2
M
and VHF programs, substantial
improvements have been achieved particularly by enhanced service provided
through VHF and the shift of users to
VHF for coastal and inland communications. In addition. an engineered
safety system has been installed by
'Docket No. 17295. report and order, released July 25. 1968. FCC 68-740, 33 PR
10849. Docket No. 18307. first report and
order released June 16. 1970. FCC 7M0-6
35 FR 10212. Docket No. 18832, report and
order, released October 26, 1971. PCC 711044. 36 FR 20949. Docket No. 18633, first
report and order, released June 23, 1971.
FCC 71-663. 36 FR 12502.
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the U.S. Coast Guard to provide VHF
coverage around the periphery of the
United States, and on the Great Lakes
and major U.S. waterways. The serious
congestion on 2 B
radiotelephone
which made it literally ineffective in
1968 has been greatly alleviated by
this two-part program, and the longer
range capabilities of 2 MHz frequencies made more dependable for those
maritime users beyond VHF range
who require 2 MHz coverage.
7. While these programs have substantially improved 2 MHz operations,
they are not in our opinion satisfactory as concerns the maritime radio
system on 2182 kHz. The current difficulty results from transitional measures in using SSB with carrier (A3H)
in order to permit intercommunications between various configurations
of received and transmitted emissions
and receiver detectors. This compromise solution was necessary during the
period of SSB implementation, and to
satisfy the requirement to intercommunicate with those foreign ships in.
U.S. coastal areas and survival equip,
ment that still employ A3 emission.
The current difficulties affect 2182
kHz safety service through two impacts:
(1) Decreased communications range.
(2) Decreased Intelligibility where one station transmits on DSB and the other receives on a SSB receiver.
It is our view that measures must be
implemented to correct these difficulties as early as practicable.
CuRRENT DiFFicuLTiEs

8. In examining the two general type
complaints referred to above, it is appropriate to note that they both occur
when the transitional (A3H) mode of
operation is in use, that is, to effect
the shift from DSB to SSB it was necessary to provide a mode of operation
(A3H) whereby a vessel fitted with
SSB can communicate with vessels
fitted with DSB. The ASH SSB mode
was selected because the DSB receiver
can demodulate the A3H SSB signal
and, conversely, the SSB receiver, set
I the A3H mode, can demodulate the
DSB signal. (The DSB signal must be
on frequency, or close thereto.) The
A3H SSB mode is not relatively efficient, as compared to the A3A or A3J
modes, nor are there any merits to its
use other than that it provides a necessary technical vehicle to effect transition from DSB to SSB. An analysis
conducted by the Coast Guard indicated that A3H transmissions on 2182
kHz suffer severe degradations at even
moderate distances. For example, if a
ship is capable of transmitting 80 nautical miles by SSB (A3J), the corresponding predicted coverage by A3H
would be 26 nautical miles. These coverage estimates are being validated by
the Coast Guard during day-to-day op-

erations. Thus, if confined to A3H
emission, the resulting service range of
2182 kHz merely duplicates the distress and safety coverage being provided by VHF instead of serving those
intended users beyond VHF range in
the offshore area.
9. In the first case listed above, decreased communications range, transmission on SSB (A3H), reception on a
DSB receiver;
The SSB signal suffers in excess of a 3 dB
noise power degradation In the DSB receiver. (The DSB receiver bandwidth is more
than twice that required to pass the SSB

signal.) The SSB (A3H) signal is demodulat-

ed by the envelope detector in the DSB receiver, resulting in a 3 dB power loss over
that of the DSB signal. In summary, reception of A3H SSB on a DSB receiver suffers
at least a 6 dB degradation, as compared to
reception of DSB on the same receiver.

10. In the second case listed above,

lack of or decrease in intelligibility,
transmission on DSB, reception on a
SSB (A3H) receiver:
With voice communications, when the
DSB carried is off-frequency (different from
the reinserted carrier), there is an equal and
corresponding shift in voice register;
Frequency tolerances, ITU radio regulations, permit ship stations to depart from
2182 kHz by ±436.4 Hz, or survival craft and

EPIRB's to depart ±654.6 Hz;,
Speech will be unintelligible .when DSB

carrier is off-frequency by a value of sub-

stantially less than 436 Hz. A departure of
this magnitude may be beyond the range of
the receiver "clarifier" control, or, if provided, circuitry in receivers for automatic
frequency control. Distortion and unintelligibility occur also under a number of other
conditions, dependent upon the selectivity,

sion Is authorized on all other MF and
HF maritime radiotelephone frequencies. Further, those vessels that transmit A3H (single sideband with carrier)
as presently authorized on 2182kIz do
so by electrically reinserting the carrier to the output of the single sideband
circuits internal to the equipment.
This connection Is included in the
channel selection switch that automatically provides for reinsertion
when set to 2182 kHz, or by any emis.
sion mode switch. At Issue is whether
to proceed with full implementation of
single sideband in U.S. waters to realize Its improved performance in distress and calling coverage on 2182 klz,
or to continue to delay this achievable
improvement in U.S. waters until all
potential foreign and U.S. DSB users
are fully converted. In this respect,
the final dates 'for which A3 or A3H
may continue to exist pursuant to international agreement are interpreted
as final targets In the international
improvement program rather than a
prohibition to orderly Implementation.
The decisions are influenced by the
extent of non-SSB equipment in U.S.
waters, and the relative risks In detection of emergency non-SSB transmissions. In any cae, the ultimate world
conversion to SSB (A3J) on 2182 kHz
is being pursued. The following subsections discuss the rationale and impacts pertinent to Implementing A3J
operation on 2182 kHz.

U.S. WATERS
GENERAL
detection, and audio systems employed in
12. The rule amendments adopted by
the particular receiver under consideration, the
Commission in the above referfor example: When the DSB sideband is
only partially within the pass band of the enced proceedings I provide: (1) That
SSB receiver; or when the DSB carrier falls the use of DSB on 2182 kHz, and on
other 2 MHz frequencies, be discontinwithin the SSB receiver pass band; etc.
In summary, in order to be intelligible ued aboard U.S. registry vessels effecon a SSB (A3H) receiver, the carrier of tive January 1, 1977; and (2) that all
the DSB transmission on 2182 kHz coast and shipboard transmitters
must be within reasonable proximity typed accepted for SSB radiotelephony be capable of operation in all
to the frequency 2182 kHz.
It is apparent that both of the above three SSB modes, that is for A3A,
types of difficulty will disappear once A31, and A3J emissions. Thus, with
all ships employ the same mode of op- the exception of DSB equipment reeration. While this was not possible tained for emergency and safety use
prior tb January 1, 1977, due to the within the provisions of docket 21089,
large number of DSB users, it will be equipment fitted aboard any U.S. regpossible to do so now as concerns U.S. istry vessel for use on 2 MHz after
registry vessels operating in the U.S. January 1, 1977, is capable of SSB opcoastal areas.
eration and of adjustment to one or
the other of all three SSB modes. As
11. The major impediment to U.S.
of the implementation date of this ruimplementation of A3J operation on
2182 kHz is the impact this action may lemaking, shore stations of the U.S.
have upon those remaining users not Coast Guard and Federal Communicayet converted (waivered U.S. vessels tions Commission licensed public coast
(FCC
docket
21089),
non-SSB stations 3 will be fitted with SSB
equipped foreign vessels, survival craft equipment (receivers) capable of reradios, and emergency position indi- ceiving the SSB operating modes,
cating radio beacons (EPIRB's)).
It
13. The rule amendments In the
should be noted that SSB (A3J) 2 emis- above-reference proceedings' also pro'Further, SSB emission A3A (reduced carrier) is also authorized for use for public
correspondence.

3Not applicable to those public coast sta.
tions which have outstanding a rule waiver
of the requirement to guard 2182 kHz.
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vide, generally, the vessels within VHF
range of shore will use VEF and that
vessels at greater di-stances willuse the
2 MHz frequencies The'communication range over whi ch VIF is usable is
subject to a numbe r of variables, however, a rounded figure of 20 nautical
miles is used here t o coincide with the
distance designed hato VHF shore facilities to the U .S. Coast Guard
(USCG), which ser ye the VHF marltime radio safety system oii 156.8
MHz. With the VI3I7 maritime radio
safety system exi;ending out from
shore for a distanice of 20 nautical
miles, it is reasona ble to assume that
any vessel in need of assistance will
iF if less than 20
call the-USCG on
nautical miles fron n shore or on 2182
kHz if more than 20 nautical miles
from shore.
coALST
14. Population estimates of civil
ships and vessels I eyond 20 nautical
miles but within 200 nautical miles
offshore of the ccontinental United
States on an averaggeday approximate
4
1750. The statistical distribution of
this population by class and flag is estimated as follows:

Commercial ships-.
Fishing vessel Recreational and
partyTotals-

United
states

Total

Type/class

-

750
900
100
.750

Foreig
250
200
_

500

700
100

_

450

1,300
_

Percent

74

26

These estinates m ay vary by season,
geography, and or )erational research
methodology;, how, ever, they are considered generally w'alid as an average
projection. For ex ample, fishing yessels move widely in following particular fish species and foreign fishing yessels may concentra te offshore of New
England to increas e observed populations in particular areas. Recreational
boating similarly nnay concentrate in
offshore races but normally only 0.1
percent are beyondI approximately 20
nautical miles of shore. Commerical
ships in internationial transit generally
are outfitted to utilize high frequency
voice and/or telegi aph because of ex,
tended ranges of movement. Foreign
commercial ships primarily call at
major ports such as Boston, New York,
Norfolk/Baltimore, New Orleans. Galveston/Houston, ILos Angeles, San
Francisco, and Seattle. As a result,
carriage
con mercial
predominant
along the U.S. coas ts in the zone of interest-is by U.S. shipS.
15. Whereas essenitially all U.S. ships'
and vessels are SS B equipped pursuant to the prograr covered by these
'Provided by the UJs.

Coast Guard.

rules, the population In the offshore
zone that may have DSB-only capabilities Is unknown other than the assumption that the majority are foreign ships. Based on the 26 percent estimated foreign flags within the offshore zone, some rationale may be applied to estimate the actual DSB population. Commercial foreign ships by
nature of their extended voyage may
be assumed to be outfitted with HF in
a significant majority. Where this Is
voice, SSB equipment has been installed for the HF spectrum area In
consonance with high seas telephone
and regulatory patterns. Further, foreign-flag ships include those owned by
U.S. parent companies (total estimated
as 660) where the company, for standardization, outfits to conform with
U.S. communication trends. With
regard to foreign fishing vessels in the
zone of consideration, It is observed
that they operate by groups within
range of supporting logistics or processing ships. The communications
aboard supporting ships are sophisticated and it is assumed that SSB capabilities for 2182 kHz distress or guard
is again in a significant Majority. In
examination of all 2182 kHz calls to
the USCG in 1975 concerning emergencles, only 1.1 percent of all calls
were from foreign flag ships or vessels. 5 Further, through Informal dis.
cussions with a major operator of 2
MHz public correspondence stations,
no calls were received on DSB In the
last year. Accordingly. the DSBequipped population offshore of the
U.S. coasts is indeed a low percentage

and considered less than 5 percent. *

16. Accordingly, as we assess the situation at this time, an overwhelming
majority (95 percent) of the vessels involved are capable of operating in the
SSB A3J mode and the remaining 5
percent are not capable of operating In
that mode. If we continue to retain
the DSB watch on 2182 kHz for the
minority, the majority will receive an
inferior service from decreased range
and intelligibility difficulties discussed
in paragraphs 8, 9, and 10, above. On
the other hand. if we shift to the SSB
A3J mode on November 1, 1978, ' improved service will be provided to the
majority, the decreased range and Intelligibility difficulties will be removed, and the technical benefits of
SSB can be realized. In brief, It is our
opinion that regardless of the approach taken to solve the needs of the
minority, the public interest cannot be
$The trend In the use of 2182 kHz by foreign vessels to the Coast Guard Is as follows
Year and Number of distres calls-1971.
164: 1972, 148: 1973. 100; 1974. 94; 1975. 56;
and 1976. 25.
'The U.S. Coast Guard. suggests the shift
be made on May 1, 1978. To provide time in
which to complete the rulemaking procem
we -have chaned that date to November 1.

1978.

served by disregarding the needs of, or
by forcing an inferior service upon.
the majority. We believe that the
public interest demands that first consideration be given to providing a satIsfactory service to the large majority
of 95 percent. We are, therefore, proposing that effective November 1,
1978, all FCC licensed coast stations
involved shift the guard on 2182 kHz
to the SSB A33 mode. The DSB user
situation (foreign vessels, waivered
U.S. vessels, etc.) in the 20-200 nautical mile area Is discussed below.
17. A coast station fitted with an
SSB A3J mode receiver will be able to
satisfactorily demodulate DSB transmissions on 2182 kHz from a ship station if the carrier of the DSB transmission is on frequency, or close thereto. This condition ceases when the
DSB transmission is excessively dis-_
placed from 2182 kHz. A ship station
fitted with a DSB receiver will not,
however, be able to receive the SSB
A3J mode transmissions from the
coast station. In general, we expect
that the majority (about 62 percent)
of foreign registry vessels will be close
enough to 2182 kHz (within approximately 45 Hz) to be clearly demodulated by an SSB A3J mode receiver. Most
of the remaining 40 percent also will
be within an acceptable range and can
be satisfactorily demodulated by the
SSB A3J mode receiver. In regard to
walvered US. vessels, the provisions of
docket 21089 that permit retention of
DSB equipment authorized prior to
January 1, 1972, do not include means
to evaluate the compatibility of such
equipment with an SSB (A3J) system.
Accordingly. the Coast Guard will
accept short communication checks on
2182 kHz from boaters who continue
to rely upon DSB equipment for emergency purposes. I Moreover, it should
be noted that in 2-month evaluation of
watchkeepng using only A33 reception concluded September 30, 1977, by
the Third and Fifth Coast Guard Districts, no major problem were detected
or reported. Similar tests show that
autoalarm signals are totally recognizable from DSB transmitters noting
that the Coast Guard uses operator
guards rather than autoalarm receivers. In regard to EPIRB's of foreign
vessels, the Coast Guard has never experienced a 2182 kHz EPIRB case in
U.S. responsible waters. However, tests
have shown them to be extremely
stable and therefore detectable with
SSB systems. In tests with DSB CA3)
signals as detected by Coast Guard receivers, signals are either understandable or provide sufficient alerting to
permit receiver shifts as appropriate.
'We are amending §83.365(aX4) to bring
that section into accord with this revised
USCO policy as set forth, in the attached
appendix.
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INTERNATIONAL WATERS AND NATIONAL

WATERS OF OTHER COUNTRIES
18. The situation in international
waters is expected to differ from the
situation In U.S. waters in regard to
the proportion of foreign registry to
U.S. registry vessels, that is, the
number of foreign registry vessels will
substantially increase as compared to
the number of U.S. registry vessels.
Thus, the number of vessels fitted
with DSB may be proportionally
greater than the number of SSB-fitted
vessels. As far as intership communications and the capability to communicate is concerned, the situation will be
unchanged from that described in
paragraph 17, above.
19. In national waters of other countries, the situation in regard to intership communications is unchanged
from that described in paragraph 17,
above. As concerns communication between U.S. registry vessels fitted with
SSB and the coast stations of the concerned foreign administration, fitted
probably with SSB A3H mode transmitters and DSB receivers, we doubt
that any such station will be off-frequency from 2182 kHz by a sufficient
amount to present difficulty in demodulating the coast SSB transmission in
the ships SSB A3J receiver. As discussed above, It will be necessary that
the ship station transmit to these
coast stations using the SSB A3H
mode.
INTERNATIONAL RADIO REGULATION

20. The radio regulations in No.
1323.1 permit where coast stations provide a watch on 2182 kHz for receiving
A3A and A3J emissions, that ship stations may call for safety purposes on
A3A and A3J after first calling using
A3 or A3H emission. In this proceeding we are recommending that A3J be
used for all calling, whether for safety
purposes or otherwise, in U.S. waters.
This would not be in conformity with
the procedures set forth in No. 1323.1
of the radio regulations. This is based
on a choice between two basic situations: First, whether to serve the
needs of the majority of affected vessels using a system which is technically capable of providing communications over the range (20 to 200 miles);
or second, to attempt to serve the minority of affected vessels using a
system which is technically not capable of providing effective communications. The Commission, of course, does
not take lightly international procedures; however, when a situation is
clearly Inimical to safety we must
choose a course of action which will
provide greater safety. As discussed
herein the U.S. Coast Guard also recognizes the need for our present proposed changes. It must be recognized
that the Commission in Its MF radiotelephone conversion program to SSB

starting in 1968 and completed in 1977,
except for 2182 kHz, has been keeping
pace with the state of the art while international procedures reflect something less than current technology
and were not intended for an SSB environment.
RELATED MATTERS
21. The International Radio Consultative Committee (CCIR), of the International Telecommunication Union,
prepared document 8/1063-E which
was adopted at the CCIR XIII Plenary
Assembly, 1974, on" the subject of
"Equivalent Powers of Double-Sideband and Single-Sideband Radiotelephone Emissions (Maritime Mobile
Service)." This document represents
the first internationally coordinated
and agreed opinion on the relative
merits of the various DSB and SSB
emissions. The benefits from use of
SSB emission A3J, as compared to
DSB emission A3 and SSB emission
A3H, are readily apparent. It is also
apparent that if the maritime mobile
service is to have a first class safety
system on 2182 kHz, that system must
be converted to SSB emission A3J.
22. The 1974 WLARC adopted resolution MAR 2-20 which includes the
following.
Resolves (1) That study of the use of class
A3A and A3J emissions for distress and
safety purposes is required:
(2) That this study should be completed in
time for a decision on the date for the final
conversion to class A3A and A3J emissions
on the carrier frequency 2182 kHz to be
made by the next competent World Administrative Radio Conference;
Requests the C.C.I.R. to study the abovementioned subject as a matter of urgency
and, if possible, to issue Recommendations
sufficiently in advance of the above mentioned conference;
Invites the Inter-Governmental Maritime
Consultative Organization to consider the
matter as part of the study currently being
undertaken of the maritime distress and
safety system.
23. It will be noted that the matter
of emissions and frequencies to be provided in survival craft equipment has
not been treated in the proposed rule
amendments. That matter is under
continuing study and will be treated at
a future date.
24. The proposed amendments to the
rules, as set forth in the appendix are
issued pursuant to the authority contained in section 303 (c), (f), (g), and
(r) "of the Communications Act of
1934, as amended.
25. Pursuant to applicable procedures set forth in § 1.415 of the Commission's rules, interested persons may
file comments on or before August 28,
1978, and reply comments on or before
September 8, 1978. All relevant and
timely comments and reply comments
will be considered by the Commission
before final action is taken in this pro-

ceeding, the Commission may also
take into account other relevant Information before It, in addition to the
specific comments Invited by this
notice.
26. In accordance with the provisions
of § 1.419 of the Commission's rules,
an original and five copies of all statements, briefs, or comments filed shall
be furnished to the Commission. Responses will be available for public inspection during regular business hours
in the Commission's public reference
room at Its headquarters in Washington, D.C.
FEDERAL COMMUNICATIONS
CormmissIoN,
WILLIAM J. TRICARICO,
Secrctary.
Parts 81 and 83 of chapter I of title
47 of the Code of Federal Regulations
are amended as follows:
PART 81-STATIONS ON LAND IN THE MARITIME SERVICES AND ALASKA-PUBLIC FIXED
STATIONS
1. Section 81.104, paragraphs (b) and
(d) are amended to read as follows:
§ 81.104 Facilities required for coast
stations.

(b) Each coast station using telephony on frequencies in the band
1605-3500 kHz shall be equipped and
licensed to transmit on the frequency
2182 kHz and at least one working frequency in that band.
*

*

*

*

(d) Each coast station licensed to
transmit on frequencies in the band
1605-3500 kHz shall be capable of receiving A3J emission on the frequency
2182 kHz and at least one working frequency in that band.

2. In § 81.132, paragraph (a)(2)(1) is
amended to read as follows:
§ 81.132 Authorized classes of emission.
*

*

*

*

FrequencyBand and Clases of Emrissiol
(a) * * *

(2) Coast stations using radiotelephony:
(I)

For frequencies below 23 MHz In

§ 81.304(a): 2182 kHs,-A3J as specified In
§ 81,304 (c) and (d).
*

*

*

*

*

3. In § 81.304, paragraphs (c)(5) and
(d)(5) are amended to read as follows:
§ 81.304 Frequencies available.
*

(c) **
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(5) Public coast stations are required
to have the capability to receive A3J
emission on 2182 kHz.
*

(d)-

*

.

*

6. In §83.242. paragraph (b) is
amended to read as follows:.

§ 83.132 Authorized classes of emission.

§ 83.242 Transmission of distress message

*

*

(5) Public coast stations are required
to have the capability to receive A3J
emission on 2182 kHz.
*-

3. In § 83.132, paragraph (a)(2)(1) is
amended to read as follows:

*

*

*

*-

4. In § 81.360, paragraphs (a)(1) (Ill)
and v) are amended to read as fol:
lows:
4000
§ 81.360 Frequencies available below
kHz.
(a) * * *
(1) * * * (iII) Except as provided in
§ 81.142(d), the capability-of using A33
emission;

Frmiency Band and Classes of Emission
(a)
(2) Stations using radiotelephony.
(I) For frequencies below 23 MHz designated In § 83.351(a): 2182 kHz A3J.2
*
S
S
4. In §83.201, paragraph
amended to read as follows:

*
)

is

MARITIME SERVICES

§83.104 [Amended]

--1. In §83.104, paragraph (h)(2)(i) is
deleted.
2. In § 83.106, paragraph
amended to read as follows:

(a) is

"§83.106 Required frequencies for radiote
lephony.
(a) Each ship radiotelephone station
licensed to operate in the band 1605 to
3500 kHz shall be able to transmit and
receive A3JI emission on the carrier
frequency 2182 kHz, and, if the station
is used for other than safety communication, it shall be capable also of
transmitting and receiving class A3J
emission on at least two other frequencies within that band.
*

$

*

*

rods.

§ 83.233 Frequencies for use in distress.
In case of distress, mobile stations
shall, in the bands set forth below, use
the frequencies specified when requesting assistance from the maritime
'service. The preferred types of emission are shown. When a ship station
cannot transmit on the designated frequency, it shall use any available frequency on which attention might be
attracted.
Frequency band
405-535 kHz
1605-3500kMz..
118-135 MHz.
156-162MHz.
225-399.9MHz.

Effoan
A2__
A3H, A3J
A2.AgA9Z

A3

F3
A9

-

_

Carrier
frequency
"500 kHz.
2182kHz.
121.5 MHz123.1 3MHz
156.8 MHz.
243 MH.r

3The--maximum tran-mtter power obtainable
shall be used.

*

'Ship stations are, additionally, authorized to receive and transmit using emission
A3H for communication with foreign coast
stations and with vessels of foreign registry.

0

§ 83.201 Watch required during silence pe-

*
*
*
(b) Except for stations on board vessels required by law to be fitted with
*
*
*
*
*
radiotelegraph equipment, each ship
v) Limited coast stations are re-station licensed to transmit by telequire3d to-hive the capability to re-phony on one or more frequencies
within the band 1605 to 3500 kHz
ceivc A3Jemission,
shall,
during Its hours of service for te.
*
,
.
lephony, maintain an efficient watch
for the reception of A3J emissions on
5.
In § 81.708, paragraph (b)(7) is the authorized carrier frequency 2182
kHz, whenever such station Is not
alneiaded to read as follows:
being used for transmission on that
§ 81.7'08 Frequencies available.
freqfiency or for communication on
other frequencies in this band. Such
*
*
*
*
*
watch shall, Insofar as is possible, be
(7) Except as provided in maintained at least twice each hour
(b) ***
181.142(d), the capability of using A3W for 3 minutes commencing at x h. 00
emis sion is required on frequencies and x h. 30, Greenwich mean time.
shar ed with the maritime mobile serv- Except for messages of distress, urgency, and vital navigational warnings,
ice b elow 4000 kHz.
ship stations shall not transmit on
*
.
*
.
*
2182 kHz during the silence periods.
5. In § 83.233, the table is amended
to read as follows:
PART 83-STATIONS ON SHIPBOARD IN iHE

by a station not itself in distress.
(a) & * 0
(b) The transmission of a distress
message under the conditions prescribed in paragraph (a) of this section
shall be made on either or all of the
international distress frequencies (500
kHz radiotelegraph; 2182 kHz or 156.8
Mz radiotelephone) or on any other
available frequency on which attention might be attracted.

'Ship stations are, additionally, authorized to receive and transmit using emilIon
a3H for communication with foreign coast
stations and with vessels of foreign registry.

S

S

S

*

7. In § 83.248, paragraph (a) is
amended to read as follows:.
§ 83.248 Urgency message.
(a) The urgency signal and call, and
the message following it, shall be sent
on one of the nternationil distress
frequencies (500 kHz radiotelegraph;
2182 kHz or 156.8 M
radiotelephone). However, stations which
cannot transmit on a distress frequency may use any other available frequency on which attention might be
attracted.
S

S

*

8. In § 83.249, paragraph
amended to read as follows:.

S

(d) is

§ 83.249 Safety signals:

(d) The safety signal and call shall
be sent on one of the international distress frequencies (500 kHz radiotelegraph; 2182 kHz or 156.8 M]z radiotelephone). However stations which
cannot transmit on a distress frequency may use any other available frequency on which attention might be
attracted.
9. In § 83.365, subparagraph (4) of
paragraph (a) is amended to read as
follows:
§ 83.365 Procedure in testing.
(a) 11" "
(4) Testing of transmitters shall, insofar as practicable be confined to
working frequencies without two-way
communications; however, 2182 kHz
and 156.8 LMz may be used to contact
other ship or coast stations when
signal reports are necessary. U.S.
Coast Guard stations may be contacted on 2182 kHz for test purposes only:
(i) When tests are being conducted
during inspections by Commission representatives or when qualified radio
technicians are installing equipment
or correcting deficiencies in the station radiotelephone equipment. In
these cases the test shall be identified
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as "FCC" or "technical" and logged
accordingly; or
(ii) (As an interim measure pending
final resolution in Docket No. 21089).
When short tests, by vessels which
continue to rely upon the use of DSB
equipment for distress and safety purposes, are required as a means to
evaluate the compatibility of that
equipment with an SSB emission A33
system.
10. In § 83.484, paragraphs (a) and
(d)(2) are amended to read as follows:
§ 83.484 Radiotelephone transmitter.
(a) The transmitter shall be capable
of effective transmission of A3H and
A3J emissions on 2182 kHz, 2638 kHz,
in accordance with § 83.351, and at
least two other frequencies within the
band 1605 to 3500 k]fz available for
ship-to-shore or ship-to-ship communication.

(d) The transmitter shall be considered as capable of complying with the
range requirement specified in paragraph (c) of this section when:
(1) * * *
(2) The transmitter has been demonstrated, or is of a type which has been
demonstrated, to the satisfaction of
the Commission as capable, with
normal operating voltages applied, of
delivering not less than 50 watts peak
envelope power for A3H and A3J emissions on each of the frequencies 2182
and 2638 kHz into either an artificial
antenna consisting of a series network
of 10 Ohms effective resistance and
200 picofarads capacitance or an artificial antenna of 50 Ohms nominal impedance: Provide, however, That an
individual demonstration of the power
output capability of the transmitter,
with the radiotelephone installation
normally installed on board ship, may
be required whenever in the judgment
of the Commission this is deemed necessary.

12. In § 83.514, paragraph (a)(1) is
amended to read as follows:

§ 83.514 -Radiotelephone installation.
(a)(1) The radiotelephone installation shall include a transmitter capable of effective transmission of A3H
and A3J emissions and a receiver capable of effective reception of A3H and
A3J emissions within the band 1605 to
2850 kHz; or alternatively, if the vessel
is within communication range of a
public coast station or U.S. Coast
Guard station operating in the band
156 to 162 MHz which maintains an efficient watch for the reception of F3
emission on 156.8 MHz at all times
while the vessel is navigated in waters
specified in § 83.511, and the vessel
while so navigated is never more than
20 nautical miles from a 156.800 Mz
receiving location of such station, the
radiotelephone installation may, in
lieu of medium frequency equipment,
include a transmitter and receiver capable of effective transmission and reception of F3 emission within the
band 156 to 162 MIHz.
*

*

13. In § 83.517, paragraphs (a) and
(c)(2) are amended to re ad as follows:

§ 83.517 Medium frequency transmitter.
(a) The transmitter shall have a
peak envelope output po rer of at least
50 watts for A3H and A3J emissions on
2182 kHz, in accordance with § 83.351,
and at least one ship-to-s-hore working
frequency within the b and 1605 to
2850 kHz - enabling coimmunication
with a public coast static*n serving the
region in which the vesse is navigated.
-

(C) *

*

S *

(2) The transmitter has been demonstrated, or is of a type wI ich has been
demonstrated, to the s tisfaction of
apable, with
tne Commlsslon as ces applied, of
*
*
,. *
normal operating voltag
delivering not less than I50 watts peak
11. In § 83.488, paragraph (a) is envelope power for A3H nd A3J emissions on each of the fre
amended to read as follows:
quencies 2182
and 2638 kHz into eitherr an artificial
§83.488 Ra dliotelephone receivers,
antenna consisting of a s eries network
(a) The rrecelver used for maintain- of 10 Ohms effective r esistance and
ing the wattch required by §§ 83.202(b) 200 picofarads capacitanc e or an artifiand 83.203( b) shall be capable of effec- cial antenna of 50 Ohms nominal Imtive receptiIon of A3H and A3J emis- pedance: Proided, howe'ver, That an
sions, shall be connected to the antenthe power
na system specified by § 83.494, and individual demonstration of
transmitter,
shall be prtesent to, and capable of as- output capability of thee installation
curate and convenient selection of, the with the radiotelephone .rd ship, may
frequencies 2182 kHz, 2638 kHz, and normally installed onboa
the receiving frequencies associated be required whenever in the judgment
with the transmitting frequencies pro- of the Commission this is deemed necessary.
vided pursu ant to § 83.484(a).
14. In § 83.519, Para graph (a) is
*
*
*
*
amended to read as follovis:

§ 83.519 Radiotelephone receiver.
(a) If a medium frequency radiotelephone installation is provided, the receiver used for maintaining the watch
required by § 83.202(c) shall be capable
of effective reception of A3H and A3J
emissions, shall be connected to the
antenna system specified by § 83.526,
and shall-be present to, and capable of
accurate and convenient selection of,
the frequencies 2182 kHz, 2638 kHz,
and the receiving frequency(s) associated with the ship-to-shore transmitting frequency(s) provided pursuant to
§ 83.517(a).
[FR Dce. 78-20866 Filed 7-27-78; 8:45 am]

[S510-22]
DEPARYMENT OF COMMERCE
National Ocoanic and Atmosphoric
Administration

[50 CFR Part 656]
ATLANTIC BILLFISHES AND SHAII{S
Final Environmental Impact Statomont/Prolimlnary Fishery Management Plan; Hoaring$

AGENCY: National Oceanic and At.
mospheric Administration (NMFS),
Commerce.
ACTION: Notice of public hearings.
SUMMARY: The National Marine
Fisheries Service will conduct a series
of hearings on the proposed amendment to the Final Environmental
Impact Statement/Preliminary Fishery Management Plan for Atlantic
Billfishes and Sharks that was published in the FEDERAL REcismn on January 27, 1978 (43 FR 3818). The preliminary fishery management plan
governs foreign fishing for billfishes
and sharks within the U.S. Fishery
Conservation Zone of the Atlantic
Ocean, Gulf of Mexico, and Caribbean
Sea. The plan prohibits the retention
of bill fishes and other nontarget species taken incidental to directed fisheries for tunas and sharks, and identifies
a surplus of 1,150 metric tons of
sharks for allocation among foreign
nations. The amendment proposes to
extend the preliminary fishery management plan into the 1979 fishing
season, and to institute procedures for
minimizing the capture and subse.
quent mortality of nontarget species
in directed foreign shark fisheries. No
change is proposed in the surplus of
sharks (1,150 metric tons) for allocation to foreign nations in 1979. No significant adverse economic or environmental effects are anticipated as a
result of the proposed amendment.
'This document appeared In the Notices
FEDE AL REoaIsTn. Future
documents of this type will appear in the
Proposed Rules section.

section of the
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DATES AND ADDRESES: Hearings
are open to the public and will be held
in accordance with the following
schedule:
1978 Daftf Location and Time

August 14. Marine Resources Center. Pine
Knoll Sliores. Morehead City. N.C., 7:30
p.m.-9 p.m.
August 15. Downtowner Motor Inn. 201
West Oglethorpe Ave.. Savannah. Ga..
7.30 p.m.-9 pX.
August 16. Ramada Inn. Highway ALA.
Treasure Island, Fort Plerc, Fla.. 7-30
pX.C-9 p.m.
August 21, Texas A&LT University. Agriculture Research and Extension Center.
Texas Highway 44. 5 miles west of Corpu=
Christi. Corpus Christi. Tex- 7-10 p.m.
August 21. Quality Inn. Lake Wright. 6280
Northampton Boulevard. Box 2048. Norfolk. Va. 23502.7:30 p.n.
August 22, City Council Chambem. City
Hall. 1300 Perdido. New Orleans. La.. 7-10
p.m.
August 23, City Commission Meeting Room.
City Hall. 9 Harrison Ave.. Panama City.
Fla., 7-10 p.m.
August 23, South Carolina Wildlife and
Marine Resources, Department. Buildinz.
*FortJohnson Rd.; Charleston. S.C,. 70
p..-9 p.m.

FMOMA

Au-ust 23. Asury Avenuw PallIon. Scuth
Asbury and Occan Ave., Asbury Park. N.J.
0771" 7 30 pxn.
Augu t 24. Marathon High School (Cafeto.ra). Sombrero Rd. Marathn. Fla 7-10
August 24. Naxraeanett L-Aboratory. National Mrine Fishery Sr-ie. RR. 7A.
Box 522A, Narramanset. R.L 02882. 7:30
p.m.

Written comments should be submit-

ted to the contact persoa listed below

prior to September 2. 1978. to receive
full consideration In the amendment
process.
FOR FURTMR INFORMATIOf
CONTACT:
Jack T. Brarmer. Chief. Fisherie
Nationa
Division.
Angement
Marine Fisheries Service, Southeast
Regional Office. 9450 Koger Bouleyard. St. Petersburg, F9& 33702. telephone 813-893-3721.

Dated: July 21. 1978.
Wn.wFn H.
molm
Associate Director

Natfona Marine FiSh-ril=S.erzmcn
tFR D=e 78-20345 Filed 1-27-78-94,6 urna
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This seciion of the FEDERAL REGISTER contains documents other than rules or proposed rules that are applicable to the pubrc. Notices of hearings and
investigations, committee meetings, agency decisions and rulings, delegations of authority, filing of petitions and applications and agency statements of
organization and functions are examples of documents appearing in this section.

[3410-02]
DEPARTMENT OF AGRICULTURE
Federal Grain Inspection Service
GRAIN STANDARDS
Request for Transfer of Designation by the
Cedar Rapids Chamber of Commerce Grain
Service, Inc., Cedar Rapids, Iowa

AGENCY: Federal Grain Inspection
Service.
ACTION: Notice.
SUMMARY: Notice that the Cedar
Rapids Chamber of Commerce Grain
Service, Inc., Cedar Rapids, Iowa, has
requested transfer of its designation as
an official agency to perform grain inspection services under the authority
of the U.S. Grain Standards Act, as
amended, to Mr. Florian E. Polaski,
who has filed an application for such
designation. This notice also requests
comments on the proposed transfer
and invites other interested persons to
make application for designation as an
official agency at Cedar Rapdis.
DATE: Comments and/or applications
must be received by August 28, 1978.
FOR FURTHER INFORMATION
CONTACT.
Edith A. Christensen, Federal Grain
Inspection Service, Compliance Division, Delegation and Designation
Branch, 201 14th Street SW., Room
2405, Auditors Building, Washington, D.C. 20250, 202-447-8525.
SUPPLEMENTARY INFORMATION:
The U.S. Grain Standards Act, as
amended (7 U.S.C. 71 et seq.) (hereinafter the "act"), has been amended to
extensively modify the official grain
inspection system. Pursuant to sections 7 and 7A of the act, the Administrator of the Federal Grain Inspection
Service (FGIS) has the authority to
designate any State or local governmental agency, or any person, as an
official agency for the conduct of all
or specified functions involved in official inspection (other than appeal inspection), weighing and supervision of
weighing of grain, at inland locations
where the Administrator determines
there is a need for such services (7
U.S.C. 79 and 7 U.S.C. 79a). Under the
act, such designation shall terminate
triennially but may be renewed in accordance with the criteria and proce-

dure prescribed (7 U.S.C. 79(g)(1) and
79a(c)).
The Cedar Rapids Chamber of Commerce Grain Service, Inc. (Chamber of
Commerce), Cedar Rapids, Iowa, has
requested that its designation under
the act to operate as an official agency
at Cedar Rapids, Iowa, be transferred
to Mr. Florian E. Polaski, the present
Chief Inspector of the Chamber of
Commerce. Mr. Florian E. Polaski has
applied for designation in accordance
with section 7(f)(1) of the act (7 U.S.C.
79(f)(D) to operate as the official
agency at Cedar Rapids, Iowa, to be
known as the Cedar Rapids Grain
Service, Inc. This application does not
preclude other interested persons
from making similar application.
NoT.--Section 7(f)(2) of the act (7 U.S.C.
79(f)) provides that not more than one official agency shall be operative at one time
for any geographic area as determined by
the Administrator.
Interested persons are hereby given
opportunity to submit written views or
comments with respect to the requested transfer of official agency designation. All views or comments should be
submitted in writing, in duplicate, and
mailed to the Director's Office, Compliance Division, Federal Grain Inspection Service, 201 14th Street SW.,
Room 2405, Auditors Building, Washington, D.C. 20250, not later than
August 28, 1978.
Under the provisions of section
7(f)(1), Interested persons are also
given opportunity to make application
for designation to operate as an official agency at Cedar Rapids, Iowa,
pursuant to the requirements in section 7(f)(1)(A) of the act, as amended
(7 U.S.C. 79(f)(1)(A)) and § 26.96 of the
regulations (7 CPR 26.96). Persons
wishing to apply for designation to operate as an official agency at Cedar
Rapids should contact the Compliance
Division, Federal Grain Inspection
Service, U.S. Department of Agriculture, Washington, D.C. 20250, for the
appropriate forms and mail their applications to the Director's Office at
the above cited address, not later than
August 28, 1978.
Consideration will be given to the
views and comments filed and to any
applications submitted and to all other
information available to the U.S. Department of Agriculture before a final
detbrmination is made with respect to
the official agency designation. All
views, comments and applications sub-

I

mitted pursuant to this notice will be
made available for public inspection at
the above office of the Director during
regular business hours (7 CFR
1.27(b)).
(Sec. 8, Pub. L. 94-582, 90 Stat, 2870 (7
U.S.C. 79); sec. 9, Pub. L. 94-582, 90 Stat.
2875 (7 U.S.C. 79a); see. 27, Pub. L. 04-582,
90 Stat. 2889 (7 U.S.C. 74 note).)
Done in Washington, D.C. on: July
24, 1978.
L. E. BARZTLT,
Administrator.
[FR Doc. 78-20944 Filed 7-27-78; 8:45 am]

[3410-11]
Forest Service
BURUNGTON NORTHERN INC. LAND EXCHANGE PROPOSAL OFFERED LANDS; BEA.

VERHEAD AND GALLATIN NATIONAL FORESTS SELECTED

LANDSZ WESTERN MON.

TANA
Northem Region-U.S.F.S.; Intent to Prepare an
Envirormental Statement
Pursuant to,102(2)(c) of the National Environmental Policy Act of 1909,
the Forest Service, Department of Agriculture, will prepare an environmental statement for Burlington Northern
Inc. (BN) proposal to offer its approximately 177,000 acres of land within
the Gallatin and Beaverhead National
Forests in exchange for national foret
lands in western Montana.
In an April 1977 news release, BN
Vice President Bud Merryman says
the trade Is sought since BN Is Inhibited from developing Its timber resources because of Its checkboard pattern of ownership mingled with public
lands mainly in the Madison and Gallatin Mountain ranges of southwest
Montana. Issues and concerns Identified thus far are: effect on programed
allowable timber harvest; effect on
county revenues, effect on resources;
effect on existing rights (mining
claims, special uses, etc.); effect on
public use; and social effects.
Forest Service Chief John McGuire
is the responsible official; Robert Torhelm is the regional forester, northern
region; and Vic Standa is the project
leader working with personnel from
the Bitterroot, Custer, Gallatin, Beaverhead, Lolo, Flathead, and Kootenal
National Forests.
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The draft environmental statement
is scheduled for coiipletion by July
1979, with a 60-day review period, and
the final environmental statement is
scheduled for filing in December 1979.
Comments on the notice of intent or
on the land exchange proposal should
be sent to Robert Torheim, Regional
Forester, Northern Region, Federal
Building, Missoula, Mont. 59807.
JAesS E. REmD,
Acting Regional Forester
ForestService, NortherRegion.
JULy 21, 1978.
EFR Doe. 78-20869 Filed 7-27-78; 8:45 am]

permittees; number, kind, and brands
of livestock owned; acres, by kind, of
land owned which is declared as base
property; number and kinds of livestock permitted; race and sex of permittee; type of permits, periods of use.
grazing allotments (areas) involved.
and whether or not an escrow waiver
of term permit privileges exists.
Also included are acres of land
owned or leased in addition to base
property; tons of dry feed produced or
purchased, Bureau of Land Management permits held by Forest Service
permittees (number and kind of livestock, periods of use), names of other
parties who own an interest in permitted livestock, identification of other
grazing permits on National Forest
[34I0-01]
System lands in which the permittee
holds an interest. For private land perOffice of the Secretary
mits, system Identifies owned or leased
PRIVACY ACT OF 1974
property offered as a basis for grazing
permits, specifying legal subdivision,
Notice of Systems of Records
section, township, range, and number
Notice is hereby given that the De- of acres.
Storage: Records are mintained In
partment of Agriculture, in accordance
file
folders and on magnetic tape.
with 5 U.S.C. 552a(e) (4) and (11), InRetrievability. Records In file holdtends to amend the notice of an existing system of records as set. forth- ers are indexed by name of permittee;
records on magnetic tape are retrievbelow.
by name, by Identification
This notice was originally published able
number
assigned by Forest Supervisor,
in the FknRAL REGmsTB 40 FR 38919
(August 27, 1975). All the proposed characteristics of permIttee, or type of
amendments are administrative and grazing use.
Safeguards" Records are kept In
are based on operational experience
under the Privacy Act The changes locked government offices. Magnetic
will provide more accurate informa- tape files are available only to persons
having authorized access codes.
tion for the public.
Record source categories InformaThe amendments to the notice will
tion in the system comes from individbe adopted July 28, 1978.
System USDA/FS-14, Grazing Per- ual grazing permittees, or grazing assomittees, Individual, National Forest ciations, and from Forest Service recSystem, is amended to adequately de- ords concerning grazing allotments
scribe system location, category of rec- and permitted livestock. Race and sex
ords in the system, policies and prac- of permittee is included by District
tices for storing and retrieving records Ranger based on observation.
In consideration of the foregoing,
n the system, and record source catenotice is hereby given that the revised
gories.
The paragraphs are amended td system will read as set forth below.
read:
Dated: July 24. 1978.
Securitj locatiow The records in
BOB BERGLMID,
this system are maintained in the ReSecretary.
gional Foresters's office as pertains to
USDA/FS-14
special limits of some grazing permittees, in the headquarters offices of the
Forest Supervisors for all permittee System name
records, and offices of District RangGrazing Permittees, Individual, Naers for duplicate records of those kept tional Forest System, USDA/FS.
by Forest Supervisors. Records are
also stored on magnetic tape at the Security location:
Fort Collins Computer Center. The
The records n this system are mainaddresses for Regional Foresters and tained in the Regional Forester's
Forest Supervisors are listed in 36 office as pertains to special limits of
CFR 200.2, Subpart A, and the ad- some grazing permittees, in the headdresses for District Rangers are in the quarters offices of the Forest Supervitelephone directory of the applicable sors for all permittee records, and oflocality under the heading. U.S. Gov- fices of District Rangers for duplicate
ernment, Department of Agriculture, records of those kept by Forest SuperForest-Service.
visors. Records are also stored on magCategories of records in the sjstem, netic tape at the Fort Collins ComputThe system contains information on er Center. The addresses for Regional
names and post office addresses of Foresters and Forest Supervisors are

listed n36 CPR 200.2, Subpart, A. and
addresses for District Rangers are in
the telephone directory of the applicable locality under the heading, U.S
Government, Department of Agricul-

ture, Forest Service.
Categories of individuals covered by the
system:
Parties who hold permits to graze
livestock on Forest Service administered lands are included in this system
of records.

Categories of records in the system
The system contains information on
names and post office addresses of
permittees number, kind, and brands
of livestock owned; acres, by kind, of
land owned which is declared as base
property; number and kinds of livestock permitted; Tace and sex of permlttee; type of permits, periods of use,
grazing allotments (areas) Involved,
and whether or not an escrow waiver
of term permit privileges exists.
Also included are acres of land
owned or leased in addition to base
property, tons of dry feed produced or
purchased, Bureau of Lnd Management permits held by Forest Service
permittees (number and kind of livestock, periods of use), names of other
parties who own an interest in permitted livestock, Identification of other
grazing permits on National Forest
System lands in which the permittee
holds an interest. For private land permlts, system Identifies owned or leased
property offered as a basis for grazing
permits, specifying legal subdivision,
section, township, range, and number
of acres.
Authority for maintenance of tke system
5 U.S.C. 301; 36 CFR 222.3.
Routine uses of records maintained in tke
system, Including categories of users and
the purposes of such uses:
None.
Policies and practices for soring, retrievIng, accessing, retaining, and disposing of
records in the system:
Storage:
Records are maintained in file folders and on magnetic tape.
Retrievability:
Records in file folders are indexed
by name of permittee; records on magnetic tape are retrievable by name, by,
indentificatlon number assigned by
Forest Supervisor, characteristics of
permlttee, or type of grazing use.
Sareguards:
Records are kept in locked government offices. Magnetic tape files are
available only to persons having authorized access codes.
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Retention and disposal:
Records are maintained in current
file while permit is active, transferred
to closed files for 3-year period following cancellation, and then sent to Federal Records Center for permanent retention.
System manager(s) and address
Director of Range Management,
USDA-Forest Service, P.O. Box 2417,
Washington, D.C. 20013; and/or the
appropriate Regional Forester or
Forest Supervisor.
Notification procedure:
Aiy party may request information
as to what the system contains pertaining to himself/herself from the
appropriate System Manager. If specific locations are known, requests
should be made to the Forest Supervisor involved.
Record access procedures:
Use the same procedure as for requesting Notification.
Contesting record procedures:
Use the same procedure as for requesting Notification.
Record source categories:
Information in the system comes
from individual grazing permittees, or
grazing associations, and from Forest
Service records concerning grazing allotments and permitted livestock.
Race and sex of permittee is included
by District Ranger based on observation.
I CFR Doc. 78-20882 Filed 7-27-78; 8:45 am]

[6320-01]
CIVIL AERONAUTICS BOARD
[Docket No. 32162]
DALLAS/FORT WORTH-TUCSON
INVESTIGATION
Hearing

Notice is hereby given, pursuant to
the provisions of the Federal Aviation
Act of 1958, as amended, that a hearing in the above-entitled proceeding
will be held on Tuesday, August 22,
1978, at 10 a.m. (local time) at the ballroom of the Doubjetree Inn, 445 South
Alvernon Way, Tucson, Ariz. 85711,
before the undersigned. For information concerning the issues involved
and other details in this proceeding,
interested persons are referred to the
documents which are in the docket of
this proceeding on file in the Docket
Section of the Civil Aeronautics
Board.

Dated at Washington, D.C., July 24,
1978.
BURTON S. KoLxo,

AdministrativeLaw Judge.
[FR Doc. 78-20939 Filed 7-27-78; 8:45 am.

[6320-01]
[Order No. 78-7-96; Docket Nos. 32617,
32618
PAN AMERICAN WORLD AIRWAYS, INC.
Order To Show Cause and Granting Exemption

Adopted by the Civil Aeronautics
Board at its office in Washington, D.C.
on the 21st day of July 1978. Application of Pan American World Airways,
Inc. for Detroit-Washington fill-up authority. Application of Pan American
World Airways, Inc. for an exemption
under section 416(b) for Detroit-Washington fil-up authority.
By application dated May 5, 1978,
Pan American seeks authority to carry
local traffic between Detroit and
Washington, D.C., on flights serving
London. On the same date, It asked for
exemption authority to carry fill-up
passengers on bne daily round trip
pending final action on its 401 application. Pan American has also petitioned
for an order to show cause why its certificated application should not be
granted.
In support of its applications, Pan
American asserts that on May 1, 1978,
it inaugurated one daily Detroit-Washington (Dulles)-London round trip,
and that it is economically inefficient
to operate the Detroit-Washington
portion of the flights without carrying
local traffic; it can no longer route its
Detroit-London flights over Boston, as
it has done in the past, because it no
longer has Boston-London authority; I
in order to continue its DetroitLondon one-stop service economically
it must operate over a strong intermediate point and the new routing insures continuation of a service greatly
Detroit-London/Europe
benefiting
passengers; since there is no Detroit
service to Washington's Dulles International Airport, the proposed fil-up
service will fill a gap in the existing
Detroit-Washingtoii/Northern Virginia service pattern and will cause little
or no diversion from the incumbents,
all of whom serve National Airport or
BWI; and it will offer a range of stimulative low fares in the market.
The Commonwealth of Virginia supports the application.
United Air Lines opposes our grant
of the application by means of showcause proceedings, alleging that the
Board cannot legally act on it in this
way. United also opposes Pan Ameri'We recently recommended that TWA be
designated by the President as the sole
Boston-London carrier (see our opinion in
78-5-146, May 24, 1978).

can's request for exemption, stating
that It would not be in the public Interest; the proposed operations are not
of limited extent since they will Increase the frequency of service in the
market by approximately 10 percent:
and Pan American has not demonstrated any unusual circumstances Indicating a need for the requested exemption.
Pan American filed a motion for
leave to file an unauthorized document, accompanied by a reply to United's answer. Because Pan American
has not provided adequate justification for our receiving the reply, we
have decided to deny the motion. 2
We tentatively conclude that the
public convenience and necessity require the issuance of an order to show
cause why we should not grant Pan
American fill-up authority in this
market. We will also grant the carrier
an exemption to carry fil-up passengers on one daily round trip pending
our final action on the section 401 application.
Our tentative conclusion to Issue a
show cause order is supported by the
following tentative findings. The requested authority will benefit Pan
American by enabling it to fill some of
Its empty seats. It will also benefit the
traveling public by providing them
with first Detroit service to and from
Dulles International Airport, and at
low fares. We recognize that Pan
American does not have a history of
Detroit-Washington operations, and
most of our previous orders have considered fill-up rights only in markets
in which the applicants have provided
service for a sustained period of time.
On the basis of Pan American's previoperous
Detroit-Boston-London
ations,4 however, we are confident
that the carrier is providing DetroitLondon one-stop service primarily to
serve the needs of international traffic
rather than Detroit domestic passengers. As a result of circumstances
beyond its control, Pan American can
no longer serve the Boston-London
21n Its motion, Pan American did not raise
any new facts nor did It demonstrate that
United's answer contained new material It
could
not have anticipated.
3
See Orders 77-10-16, October 6, 1877 and
77-4-153, April 29, 1977. See, however,
Order 78-1-135, January 31, 1978 (made
final by Order 78-5-25, May 5, 1978) where
we granted Delta local 1111-up rights between
Houston and New Orleans, on flights serv.
ing Venezuela, in advance of Delta's inauguration of the Houston extension of its New
Orleans-Venezuela flights. We based our decision on the factd that Delta already had
domestic authority between Houston and
New Orleans and that the extension of Its
New Orleans-Venezuela flights to include
Houston would primarily serve the needs of
traffic.
international
4
Pan American has served the DetroitBoston-London market for approximately
three decades.
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market, so it must find another. intermediate point for its Detroit-London
operations. Accordingly, we believe
that we should extend to it this fill-up
authority.s
Our decision to grant an exemption
is justified by the unusual circumstances surrounding the loss of Pan
-American's
Detroit-Boston-London
routing..We find that enforcement of
section 401 of the act, to the extent it
would otherwise prevent Pan American from providing -the services authorized here, would be an undue
burden on it by reason of the unusual
circumstances surrounding its operations and is not in the public interest.
We will give interested persons 30
days following adoption of this order
to show cause why the tentative fin&ings and conclusions we have stated
here should not be made final. We
expect such persons to support their
objections with detailed economic
analysis. Any objector requesting an
oral evidentiary hearing should state,
in detail, why such a hearing is necessary and what relevant and material
facts it would expect to establish
through such a hearing that it cannot
establish by written pleadings. We will
not entertain general, vague, or unsupported objections.6
Accordingly, it is ordered, That:
1. All interested persons be directed
to show cause why-the Board should
not issue an order making final the
tentative findings and conclusions we
have reached in this order and authorize Pan American World Airways to
transport persons, property, and mail
in interstate air transportation between Detroit and Washington, D.C.,
on flights in overseas or foreign air
transportation;
2. Any interested persons who object
to the issuance of an order making
final the proposed findings, conclusions, and certificate amendments set
forth here shall, within 30 days after
the date of adoption of this order, file
'In past orders (e.g., 78-3-43, March 9.
1978, at 2; 77-11-10, November 3, 1977 at 34, 77-4-153, April 29, 1977, at pp. 3 and 7.

and 75-1-77, January 17, 1975, at 2). we have
!rejected the general arguments made by
United against our use of show-cause procedures for grant of fill-up rights, and United

has presented no new arguments on this
point.

6We also tentatively find that Pan American is a citizen of the United States within
the meaning of the Act and is fit, willing
and able within the intent of the Act.
We have considered Pan American's envi.
ronmental evaluation of Detroit-Washington fill-up authority. We tentatively find
that our action does not constitute a major
Federal action significantly affecting the
quality of the human environment within
the meaning of the National Environmental
Policy Act of 1969 and will not constitute a
major regulatory action under the Energy
Policy and Conservation Act of 1975 as defined in Part 313 of the Board's Regulations.

and serve on all persons listed in paragraph 7 below a statement of objections together with a summary of testimony, statistical data, and such evidence they expect to rely on to support the stated objections; answers
may be filed 10 days after that:
3. If timely and properly supported
objections are filed, we will consider
fully the matters and issues raised In
them before taking further action; 7
4. In the event no one files objections, all further procedural steps will
be deemed to have been waived, and
the case will be submitted to the
Board for final action;
5. Pan American be exempted from
section 401 of the Act and the terms,
conditions, and limitations of Its certificate for Route 132 to the extent necessary to permit It to transport per,sons, property, and mail In Interstate
air transportation between Detroit
and Washington, D.C., on one daily
round trip In overseas or international
air transportation;
6. The authority granted in paragraph 5 above shall be effective immediately and continue until 60 days
after final Board decision in Docket
,32617;
7. The motion of Pan American for
leave to file an unauthorized document be denied; and
8. This order shall be served on Pan
American World Airways. United Air
Lines, and the Commonwealth of Vir-

Statistics, Office of the Assistant Secretary for Health. Public Health ServIce; (2) Director Office of Bilingual
Education, Office of Education.
Department of Transportation-Engineer and Science Adviser (Deputy
Under Secretary), Office of' the
Deputy Secretary, Office of the Secretary.
Department of Housing and Urban
Development-Deputy Assistant Secretary for Urban Policy, ,Immediae
Office of the Assistant Secretary,
Office of the Assistant Secretary for
Community Planning and Development.
UrITE STATEs Cvr
SERvICE Co- issioN,
JALs C. SPRY,
ExecutiveAssistant
to the Commissioner.
[FR Doe. 78-20920 Filed 7-2T-78:8-'45 am]

[6325-01]

CIVIL SERVICE COMMISSION

DEPARTMENT OF THE TREASURY
TItle Chonge in Noncareer Executive
Assignment
By notice of April 13, 1973, FR Doe.
73-7184 the Civil Service Commission
authorized the Department of the
Treasury to fill by noncareer executive
assignment the position of Special Assistant to the Secretary (Debt Management). Office of the Assistant Secretary (Capital Markets and Debt
Management). Office of the Secretary.
This is notice that the title of this positlon is now being changed to Deputy
Assistant Secretary (Debt Management), Office of the Assistant Secretary (Domestic Finance), Office of the
Secretary.
For the U.S. Civil Service Commission.
JAMEs C. Sey,
ExecutiveAssistant

DEPARTMENTS OF HEALTH, EDUCATION AND

[FR Dom. 78-20921 Filed 7-27-78; 8:45 am]

gin.

-

This order shall be published in the
FLEDERAL REGisTEm.
By the Civil-Aeronautics Board.3
Pavuas T. KAvion,
Secretary.
CFR Doc. 78-20940 Filed 7-27-78; 8:45 am]

16325-01]

WELFARE,

TRANSPORTATION,

HOUSING

to the Commissioners

AND URBAN DEVELOPMENT
Grant of Authority to Make Noncom.er
Executive Asignment

Under authority of § 9.20 of Civil
Service rule IX (5 CFR 9.20), the Civil
Service Commission authorizes the following agencies to fill by noncarcer executive assignment In the excepted
service the positions listed belovr.
Department of Health, Educdtion,
and Welfare-()
Deputy Assistant
Secretary for Health Policy, Research
and Statistics, Immediate Office,
Office of Health Policy, Research and
'All motions or petitions for reconsideration shall be filed within the period allowed for filing objections and we will entertain no further motions, requests, or petitions for reconsideration of this order.
$All Members concurred.

[3510-07]
DEPARTMENT OF COMMERCE
Bureau of tho Census
NUMBER

OF EMPLOYEES,

PAYROLLS, RE-

CEIPTS, GEOGRAPHIC LOCATION, CURRENT
STATUS, AND KIND OF BUSINESS FOR THE

ESTABUSHMENTS OF MULTIESTABLISHMENT
COMPANIES
Consideration for Surveys

Notice is hereby, given that the
Bureau of the Census is considering a
proposal under the provisions of title
13, United States Code, sections- 182,
224. and 225, to conduct a-1978 company organization survey. It is designed
to collect information on the number
of employees, payrolls, receipts, geo-
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graphic location, current status, and
kind of business for the establishmerits of multiestablishment companies. The information will be used to
update company and establishment
changes to the multiestablishment
companies in the Standard Statistical
Establishment List. The data will have
significant application to the needs of
the public and to governmental agencies, and are not publicly available
from nonrovernmental or governmental sources.
The survey, if conducted, shall begin
not earlier than December 1, 1978.
Copies of the proposed forms are
available on request to the Director,
Bureau of the Census, Washington,
D.C. 20233.
Any suggestions or recommendations concerning the subject matter of
the proposed survey submitted to the
Director in writing on or before
August 28, 1978, Will receive consideration.
Dated: July 25, 1978.
MANuEL D. PLOTKiN,
Director,
Bureau of the Census.
[FR Doc. 78-20890 Filed 7-27-78; 8:45 am]

[3510-25]
Industry and Trade Administration
DARTMOUTH COLLEGE, ET AL
Applications for Duty Free Entry of Scientific
Artides

The following are notices of the receipt of applications for duty-free
entry of scientific articles pursuant to
section 6(c) of the Educational, Scientific, and Cultural Materials Importation Act of 1966 (Pub. L. 89-651; 80
Stat. 897). Interested persons may
present their views with respect to the
question of whether an instrument or
apparatus of equivalent scientific
value for the purposes for which the
article is intended to be used is being
manufactured in the United States.
Such comments must be filed in triplicate with the Director, Statutory
Import Programs Staff, Bureau of
Trade Regulation, U.S. Department of
Commerce, Washington, D.C. 20230,
on or before August 17, 1978.
Regulations (15 CFR 301.9) issued
under the cited act prescribed the requiremenfs for comments.
A copy of each application is on file,
and may be examined between 8:30
a.m. and 5 p.m., Monday through
Friday, in Room 6886C of the Department of Commerce Building, 14th and
Constitution Avenue NW., Washington, D.C. 20230.
Docket No. 78-00287. Applicant:
Dartmouth College, Chemistry Department, Steele Hall, Hanover, N.H.
03755. Article: Temperature Jump Ap-

paratus, Model 120-S. Manufacturer:
Hartley Measurements, Ltd., United
Kindgom- Intended use of article: The
article will be used in the course Chem
72-Chemical Dynamics to train chemistry mfajor juniors and seniors in
theory and practice of chemical kinetics. Application received by Commissioner of Customs: June 26, 1978.
Docket No. 78-00288. Applicant: University of California, San Diego
Scripps Institute of Oceanography,
Deep Sea Drilling Project A-031, La
Jolla, Calif. 92093. Article: ROCKEVAL Source Rock Analyzer, IFPFINA Process and Spare Parts. Manufacturer:
Technip
Geoproduction,
France, Intended use of article: The
article is intended to be used to determine the genetic potential of sampled
rocks to produce hydrocarbons thereby providing a measure useful for
safety considerations Which are primary in those drilling operation areas
which are deemed to have a geologic
setting conducive to hydrocarbon'generation and/or accumulation. Application received by Commissioner of Customers: June 26, 1978.
Docket No. 78-00289. Applicant: Cornell University, 161 Day Hall, Ithaca,
N.Y. 14853. Article: Scanning Transmission Electron Microscope, Model
HB5 and accessories. Manufacturer:
Vacuum Generators, United Kingdom.
Intended use of article: The article is
intended to be used for the study of
polymeric resists, silicon based and
compound semiconductor structures,
superconductors (niobium, lead), insulators (oxides) and structures at the
submicrometer scale. The phenomena
to be investigated will include chemical and electronic structure at spatial
structures at patterns down to 5A and
interaction of electrons with meterials
as preparatory to electron beam lithography. Application received by Commissioner of Customs: June 26, 1978.
Docket No. 78-00290. Applicant: Professional Staff Association of the L.A.
County Harbor General Hospital, 1124
West Carson Street, Torrance, CPlif.
90502. Article: HN A200 Electrophoretic Apparatus Safety Model complete
with accessories. Manufacturer: V.
Holm, Denmark. Intended use of article: The article is intended to be used
to separate serum and brain protein in
an electric field during the study of
immunological response to the nervous system to viral infection. Application received by Commissioner of Customs: June 21, 1978.
Docket No. 78-00293. Applicant:
Bureau of Biologics Food and Drug
Administration, Building 29, Room
514, 8800 Rockville, Pike, Bethesda,
Md. 20014. Article: H-5010 .Scanning
Attachment for Electron Microscope.
Manufacturer: Hitachi Ltd., Japan. Intended use of article: The article is an
accessory to an electron microscope

which is being used In conducting ultrastructural studies pertinent to control and research activities concerned
with biological products including
viral, rickettsial and bacterial vaccines,
allergenic products, blood and blood
fractions and diagnostic reagents. Application received by Commissioner of
Customs: June 23, 1978.
Docket No. 78-00304. Applicant: University of California, Los Angeles, 405
Hilgard Avenue, Los Angeles, Calif.
90024. Article: Gas Chromatograph
Mass Spectrometer, Model MS25 and
accessories. Manufacturer: KRATOS
Inc., United Kingdom. Intended use of
article: The foreign article Is intended
to be used in research studies In environmental chemistry and insect pheromones. This article will also be used by
graduate students In their educational
advance toward a Ph. D. degree. Application received by Commissioner of
Customs: June 26, 1978.
Docket No. 78-00305. Applicant: College of Medicine and Dentistry of New
Jersey, P.O. Box 10146, Newark, N.J.
07101. Article: LKB 2128-010 Ultrotome IV Ultramicrotome and Accessories. Mamufacturer: LKB Produkter
AB, Sweden. Intended use of article:
The article is intended to be used to
cut sections for electron microscopy of
biological material including plant,
animal and fungal specimens. Normal
and disease biological tissues will be
embedded in hardened epoxy resins,
and other resins and embedding materials for sectioning. Investigations will
include chiefly ultrastructural studies
of the morphology of normal and dis.
eased plant and animal tissues, and
electron cytochemical studies aimed at
detecting and localizing certain proteins in diseased tissue. The major cytochemical studies proposed are designed to: (a) Detect vascular damage
and (b) precisely localize Immunoglobullas in natural and experimental autoimmune disorders of the kidney and
central nervous system using the
immuno-peroxide technique. The article will also be used in the courses UItrastructure and Cytochemistry which
will involve a study of general principles on techniques and the use of the
electron microscope to study the fine
structure of cells and various cellular
organel~es and the employment of cytochemlcal staining methods to localize various enzymes. The objetives of
these courses will be to train students
in the use and opplication of electron
microscopy and to use the electron microscope In solving individual research
problems. Application received by
Commissioner of Customs: June 28,
1978.
Docket No. 78-00306. Applicant: University of California, Los Angeles,
School of Engineering and Applied
Science, 405 Hilgard Avenue, Los Angeles, Calif. 90024. Article: Lumonies
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TEA 600A, CO, Laser. Manufacturer:
Lumonics Research Ltd., Canada. Intended use of article: The article is intended to be used for far-infrared
lasers development, a program which
consists of using CO lasers to optically pump molecular gases such as
Methyl Fluoride, Deuterium Oxide
and obtain laser action around 5mm.
These far-infrared lasers are to be
used for Takomak plasmas diagnostics.
This is part of a line of research in an
attempt to find an alternative to oil
and other fossil fuels as a source of
electrical power. Application 'received
by Commissioner of Customs: June 28,
1978.
,Docket No. 78-00307. Applicant: University of Chicago, Operator of Argonne National Lab., 9700 South Cass
Avenue, Argonne, Ill. 60439. Article:
No. 512 Eulerian Cradle (Huber) with
offset Phi circle, and accessory. Manufacturer: Robert Huber, Dissrakpionspechnick, West Germany. Intended
use of article: The article is intende to
be used for measurement of Bragg intensities during studies of single crystal inorganic and organic materials,
e.g., platinocyanide complexes, TCNQ
derivatives, etc. Application received
by Commissioner of Customs: June 28,
1978.
Docket No. 78-00308. Applicant: University of Washington, Department of
Ophthalmology RJ-10, RR 735 HSB,
Seattle, Wash. 98195. Article: Ultramlcrotome, Model LKB 8800A and accessories. Manufacturer: LE Produkter
AB; Sweden. Intended use of article:
The article is intended to be used to
prepare brain, nerve and eye specimens for ultrastructural studies on
normal physiological tissues, developmental studies on animal systemscyto
and histochemical studies on enzyme
and subeellular organelle localization
in cells and tissues, morphology, interfaces, and subcellular changes in cells
induced by changes intheir biochemical and physical environments. The article will also be used in courses to
train students in the use and application of electron microscopy and to use
the electron microscope in solving individu'al research problems. Application received by Commissioner of Customs: June 29, 1978.
Docket No. 78-00309. Applicant: Indiana University, Department of Biology, Bloomington, Ind. 47401. Article:
Ultramicrotome, Model LKB 2128-010
and accessories. Manufacturer. LKB
Produkter AB, Sweden. Intended use
of article: The article is intended to be
used for ultrastructural studies on
normal and pathologic plant tissues,
developmental studies on laticifer cell
systems, cyto and histochemical studies on enzyme and subcellular organelle localization in laticifer cells and
gland tissues, membrane interactions
at organelle-cytoplasm interfaces, and

subcellular changes In cells induced by
changes in their biochemical and
physical environments. This research
will be conducted to further basic
knowledge on cell and tissue ultrastructure and to reveal, at the ultrastructural level, the enzyme localization and'distribution of alkaloids and
terpenoids in cells and tissues developing under normal and pathological
conditions. In addition, the article will
be used in the courses Cell Ultrastructure and Cell Cytochemistry which
will involve a study of general principles on techniques and the use of the
electron microscope to study the fine
structure of cells and various subcellular organelles and the employment of
cytochemcal staining methods to localize various enzymes and other cellular compounds. Application received
by Commissioner of Customs: June 29,
1978.
Docket No. 78-00310. Applicant* St.
Francis Hospital, 2230 lIha Street.
Honolulu, Hawaii 96817. Article: Electron Microscope, Model EMI 9S-2.
Manufacturen Carl Zeiss, West Germany. Intended use of article: The article is intended to be used as an Integral part of a training program for undergraduate, graduate, and medical
students as well as pathology residents. The article is needed for electron microscopic instruction in the following courses: Courses 601 and 602 in
Human Pathology which provide a
comprehensive review of the pathologic basis of disease, and Course 699 entitled "Directed Research" provides an
in-depth study of the pathology of
aging, nutrition, alcoholism, and immunology. Application received by
Commissioner of Customs: June 29,
1978.
(Catalog of Federal Domestic Assistance
Program No. 11.105. Importation of DutyFree Educational and Scientific Materials.)
RicamA M. SEPPA.
Director,Statutory Import
ProgramsStaff
CFR Doc. '8-20943 Ffled.7-27-78; 8:45 am]

[351G-25]
JOHNS HOPKINS UNIVERSITY
Decision on Applicalon for Duty-Free Entry of

Scientific Artilde
The following is a decision on an application for duty-free entry of a scientific article pursuant to section 6(c) of
the Educational, Scientific, and Cultural Materials Importation Act of
1966 (Pub. L. 89-651, 80 Stat. 897) and
the regulations issued thereunder as
amended (15 CFR 301).
A copy of the record pertaining to
t
decision is available for public
review between 8:30 am. and 5 p.m. In
Room 6886C of the Department of
Commerce Building, at 14th and Con-

stitution Avenue NW., Washington,
D.C. 20230.
Docket No. 76-00410. Applicant: The
Johns Hopkins University, Department of Anatomy, 725 North Wolfe
Street. Baltimore, Md. 21205. Article:
Scanning Electron Mcroscope, Model
JSM-35U and accessories. Manufacturer. JEOL, Japan. Intended use of article: The article is intended to be used
to study biological specimens drawn
from the blood, blood producing tissues, and Immube system tissues in experiments to be conducted on animals
In which these tissues will be selectively treated with drugs, chemicals, and
Irradiation. In addition, diseased tissues from humans and animals will be
studied to gain an understanding of
the structure and function of these tissues and to obtain information necessary for treatment and cure of leukemia, anemia, multiple myeloma, and
related diseases. The article will also
be used in graduate and medical
courses In cell biology and histology.
Comments: No comments have been
received with respect to this application. Decision: Application denied. An
instrument or apparatus of equivalent
scientific value to the foreign article;
for such purposes as this article is intended to be used, was being manufactured in the United States at the time
the foreign article was ordered
(August 28, 1975). Reasons: This application is a resubmission of Docket No.
76-00195-33-46070 which was denied
without prejudice to resubmission on
April. 1, 1976, for informational deficlencles. In reply to question 8 in this
application the applicant alleged that
the foreign article provides the folowing pertinent features:
L A new standard option Lanthanum Hexaboride (La&) electron gun source which
provides a guaranteed resolution of 50A resolution;
IL A longlife LaB. electron source (500+
hours) with an ability to be easily changed
(filament change takes about half an hour
and can be done by most users) and aligned
by students;
1I. Electronic systems for astigmatism,
focusing. and brightness and contrast control which enables users with varying expertse to obtain maximum performance from
the article; and
IV. Reliability.
The National Bureau of Standards
(NBS) advises in Its memoranda datedFebruary 8, 1977, and January 25,
1978, respectively that only resolution
(feature I above) is pertinent to the
applicant's intended purposes within
the meaning of subsection 301.2(n) of
the regulations. In addition, NBS advises that the domestic Model 50A
Scanning Electron Microscope (SEM)
manufactured by Coates and Welter
Instrument Corp. (CWIC) is of equivalent scientific value to the foreign article for the applicant's intended use. As
to the specific allegations of the appli-
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rant In response to question 8, in the
order listed above, the following is
noted*

that it can be easily changed and
aligned by students.
In accordance with subsection
301.11(a)
of the regulations, the deterI. Resolution. The CWIC Model 50,A provides a guaranteed resolution of 50A with mination of scientific equivalency is
-itsbrghter field emission gun which more based on a comparison of the guaranthan matches the foreign article In its rec- teed specifications of the article and
ommendation NBS discusses the resolution the most closely comparable domestic
for the foreign article because such a resolu- instrument for those specifications
tion is very close to the theoretical limit of a found to be pertinent. Neither the arthermionic instrument (as opposed to a field
ticle nor the model 50A specify guaremission system) and upon researching the
issue, found no evidence of BOA resolution anteed times for a filament change
and subsequent realignment or specify
being obtained through the use of an LaB,
source on biological material. We know of that these operations can be done by
no evidence to the contrary. Based on the most users. However, the Department
toregoing the Department finds that the has learned that these functions can
CWIC Model 50A matches the foreign arti- be performed in both instruments in
cle with respect to this pertinent feature.

loaned a Model 104A, a less expensive
instrument with lower capability than
the article and a guaranteed resolution of 90A. Apparently, this particular instrument had seen much use
(and possible abuse) as a demonstrator
in various areas of the country. It was
in the applicant's possession for less
than 2 months.
Although the applicant's experience
(7 hour filament change with realignment) has been covered above, It must
be noted that this experience was
gained on an Instrument that might
not be expected to perform nearly so
well as one that has been accepted as
meeting specifications after purchase
(as had been 'the case with many
15
to
20
minutes
with
the
help
of
con11. Longltfe LaB. Source. In the initial
venient external tip alignment con- CWIC Instruments). In any event,
submission, Docket No. 76-00195 33-46070,
trols for the X, Y, Z, axis by personnel while an institution's previous experithe applicant alleged that the article's long
tip life (500+ hrs) is a definite teaching aid, who are not highly trained (i.e., prior ence with the products of a particular
because "students cannot be expected to be demonstration is sufficient training manufacturer may enter into Its
able to change the tip" and must summon for skill in tip replacement). The do- buying decisions, such experience is
the technician to replace it. In this submis- mestic instrument's literature also in- not an objective criterion that the Desion (Docket No. 76,00410) the applicant re- dicates
that automatic bakeout for partment can rely on In making the
peats verbatim his response to question 7 in
requisite equivalency determination
the first submission and in his response to convenient tip replacement is pro- under
Pub. L. 89-651.
vided. Since signs of tip breakdown
question 8 states, " * * A point which was
made In the original application but which precede actual failure by a significant
I. Astigmatism, Focus, Brightness and
must be emphasized here is that we require period of time, users can usually plan Contrast
an instrument which can be heavily used by for an automatic overnight pumpdown
A. Astigmatism and Focus.-The CWIC
-both advanced researchers and by medical
Model 50A provides for rapid correction of
with bakeout.
and veterinary students, graduate students,
The. Department also notes that changes in astigmatism, tip x and y position,
clinicians, and post-doctoral fellows. From
and focus which are immediately observable
our own experience with the Coates and both instruments provide built-in fea- on a 12-inch CRT monitor. This feature
Welter machine we learned that a filament tures which are conducive to usage by helps enable users with varying expertise to
change and subsequent realignment takes large numbers of investigators. The obtain maximum performance from the
about 7 hours and can only be performed by domestic Model 50A provides a prea- Model 50A. Further, NBS advises that an
highly trained personnel. This is due to the ligned permanerit "stay clean" apera- electronic system for astigmatism control Is
bake time and cooling period required by ture, permanent scintillator, ultra- helpful (but not essential and, therefore,
the Vac-lon pumps and the complex tip inultra-high vacuum system, which not pertinent within the meaning of Subjecstallation procedure. [The article] does not clean
tion 301.2(n) of the regulations) in adjusting
provides
a three minute pumpdown astigmatism
employ Vac-Ion pumps and tip alignment is
to an acceptable level for high
time
with
normal
specimens,
and
a
electromagnetic, and so that equivalent proquality micrographs (high resolution). In
long
life
(2
months
to
1
year)
field
cedure takes about half an hour and can be
tlis connection, NBS points out that the
done by most users." Further, in response to emission gun which operates at room ability to correct the causes of astigmati .m
question 8 the applicant alleges that "the temperature. The article provides a is more important and that such causes of
extraordinary lifetime of the LaB, tip (500stigmatism as aperture contamination, apheated aperture, vacuum system
hours) and its ability to be easily changed which pumps down in 10 minutes, and plied kilovolts, working distance, specimen
and aligned by students" [emphasis added]
a long life LaBa gun (500+hours). NBS interaction, and lens adjustment are all facis an important advantage of the article.
may relate to astigmatism under
advises that the life expectancy of any tors whichcontrol.
But aside from the ques.
The Department notes that in the electron source is essentially a factor operator
tion of pertinency,
advisce that the
denial without prejudice to resubmis- based on many variables such -as CWIC M3odel 50A is NBS
a precision instrument
sion of the initial submission the ap- vacuum, current saturation, tempera- which is capable of providing a high depth
plicant was informed that the CWIC ture control, alignment, quality of ma- of focus and astigmatism control matching
Model 50A provided a matching guar- terials and aperture control. NBS ad- that of the foreign article. NBS reinforces
anteed resolution and that other fea- vises and the Department concurs that this advice by pointing out that micrographs of biological material available from
tures cited were not shown to be perti- the service and maintainability of the CWIC show
excellent quality, which Is dinent, because although they might LaB. tip in the article is a convenience rectly related to astigmatism and focusing,
feature
within
the
meaning
of
Subsecrelate to the operation of the SEM
Thus, the Department finds that the astig.
they were not related to the scientific tion 301.2 (n) of the regulations and matism and focusing aspects of feature III
are not grounds for duty-free entry.
requirements for performance of the not pertinent for the described work.
B. Brightness and Contras-The Model
Finally, the applicant's claims conwork. As noted above, the applicant in
50A provides an Automatic Gain Control
this second submission did not add any cerning an SEM loaned by CWIC must (AGC) amplifier that automatically sets the
be addressed. The applicant states
additional details to the description of
and contrast to accommodate a
that "while the Coates tnd Welter Co. brightness
wide range of specimen characteristics,
his purposes, for example, how the in- offered
the
same
resolution,
their
mimanual
overrides
on the gamma control,
tended research cannot be performed
croscope was consistently unable to edge enhancer as well as brightness and
on the CWIC, in support of justifica- perform to specifications even
with contrast
which provide the opera.
tion for duty-free entry. Moreover, the constant maintainence by the compa- tor with controls
the capability to optimize desired
I ,epartment notes a significant differ- ny." This statement implies that the micrograph parameters. Thus, the Departenre in the applicant's two submis- applicant was loaned a CWIC Model; ment finds that the Model BOA matches the
sions. In the second submission, the 50A SEMo(the only CWIC instrument article with respect to brightness and con.
applicant no longer alleges that a with a 50A guarantee available at that trast control. Moreover, the Department
that the optional automatic contrast
technician is necessary to replace the time). The Department has deter- notes
and brightness (ACB) control the only
article's long life tip but now states mined that the applicant was actually system for controlling brightness and con.
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trast in the literature supplied by the applicant, was not ordered with the foreign article. Therefore, in accordance with Subsections 301.2(d) and 301.6(aX3) of the regulations, this feature cannot be a factor In our
deliberation.
IV. Reliability.-In response to Question

8,the applicant describes his "on loan" use
for about-2 months before the article was
orderedof a CWIC SEM on which he could
not get publication quality pictures. The applicant summarizes this experience by stating that while CWIC offered the same resolution [as the article] the CWIC SEM was
consistently unable to perform to specifications, even with constant maintenance by
the domestic firm which was unable to correct serious problems with the loan instrument's photographic and stage assemblies.

duty-free entry under Pub. L. 89-651.
While reputations with respect to reliability which are derived from personal experience or wdrd-of-mouth claims
may enter into a person's decision to
buy a particular Instrument, such
cannot serve as objective basis for
duty-free entry.
Based on the foregoing cbnsiderations, the NBS advice and our own
review of the application, as well as
other factual information in our possession (specifications, textbooks. etc.),
we find that at the time the foreign
article was ordered the CWIC Model
50A was of equivalent scientific value
to the foreign article for such purposes as the foreign artilce is intended
toi be used.
(Catalog of Federal Domestic Assistance
Program No. 11.105. Importtion of DutyFree Educational and Scientific Materials.)
Ricmm M. SEFPA,
Director,StatutoryImport
ProgramsStaf.
.XFR Doc. '8-20941 Filed 7-27-78; 8:45 am]

As noted in our coverage of feature II above
the loan instrument was the Model 104A. As
previously stated, the loan instrument
which had poorer guaranteed resolution
than the article, might be expected to have
problems not found in a new instrument accepted after purchase as meeting Its guaranteed specifications. In this connection, It is
noted that this has been the case with many
CWIC SEM's, including the Model 50A.
Also, NBS advises that micrographs of biological materials available from the domestic manufacturer show excellent quality.
In a prior case, Docket No. 75-00213[3510-25]
65-46070, in which that applicant simiNORTH CAROLINA STATE UNIVERSITY, ET AL
laxly claimed that domestic manufacturers (including CWIC) were not reliApplications for Duty-Free Entry of Scientific
able, NBS advised that the applicant's
Artides
claims regarding the unreliability of
The following are notices of the redomestic manufacturers' SEM's are
not found in fact and are not a matter ceipt of applications for duty-free
of general understanding in the field entry of scientific articles pursuant to
of scanning electron microscopy. In section 6(c) of the Educational, Scienconnection v'ith this prior case, our tific, and Cultural Materials Importascientific consultants at HEW pointed tion Act of 1966 (Pub. L. 89-651; 80
897). Interested persons may
out that reliability is a cost of owner- Stat.
present their views with respect to the
ship associated with the level of main- question of whether an instrument or
tenance and is not a pertinent specifi- apparatus of equivalent scientific
cation within the meaning of Subsec- value for the purposes for which the
tion 301.2(n) of the regulations. This article is intended to be used is being
position is one which has been consist- manufactured In the United States.
ently followed by the Department Such comments must be filed In tripliover the years.
cate with the Director, Statutory
In general, information which can' Import Programs Staff, Bureau of
lead to a direct quantitative compari- .Trade Regulation, U.S. Department of
son of, the reliability (i.e., ability to
Commerce, Washington, D.C. 20230,
conform to specifications without ex- on or before August 17, 1978.
cessive breakdown) of.two instruments
Regulations (15 CFR 301.9) issued
is seldom available. When a specifica- under the cited act prescribe, the retion is "guaranteed" the .manfucturer quirements for comments.
is stating, in effect, that necessary
A copy of each application is on file,
steps have been taken to verify ability and may be examined between 8:30
to meet this obligation. Thus a guar- am. and 5 p.m., Monday through
anteed specification presupposes a de- Friday, in Room 6886C of the Departtermination of reliability to some "en- ment of Commerce Building, 14th and
gineered-in"
degree. Customarily, Constitution Avenue NW., Washingmanufacturers neither issue quantita- ton, D.C. 20230.
tive specifications on reliability nor
Docket No. 78-00311. Applicant:
guaranteed reliability.
North Carolina State University, DeWithout strong and substantive sup- partment of Geosclences, 228 Withers
porting evidence in the record, which Hall, Raleigh, N.C. 27650. Article: Five
is not available here, that the reliabil- (5) recording current meters, model 4.
ity of the two instruments were mea- Manufacturer:. Aanderaa Instruments
surably different and the difference in Co.. Norway. Intended use of article:
reliability precluded performance of The article Is intended to be used for
the work intended, reliability cannot studies of Gulf Stream meanders and
be considered a justifiable basis for eddies along the North Carolina conti-

nental sheld and slope. The phenomena to be investigated will include
dominant periods and wavelengths of
Gulf Stream fluctuations, and their
relation to satellite surface infrared
and altimetric images of the stream.
These investigations will be conducted
to understand the cause(s) of the
wave-like Gulf Stream meanders off
the Carolinas. Application received by
Commissioner of Customs: July 5,
1978.
Docket No. 78-00312. Applicant: Indiana University, Purchasing Department, 1101 East 17th Street, Bloomington, Ind. 47401. Article: Universal
Camera for Elmlskop 1 Electron microscope. Manufacturer: Siemens AG,
West Germany. Intended use of article: The article is an accessory to an
existing electron microscope manufactured by the same manufacturer
which will be used in research and
teaching applications. Specifically, the
article will be used for (a) examination
of fine structural changes in various
experimental ocular disease conditions, (b) recognition of fine tissue
changes In experimental animal retina
research, and (c) the teaching of graduate students and residents in advanced training. Application received
by Commissioner of Customs. July 5,
1978.
Docket No. 78-00313. Applicant:
Purdue University, ADMS Building,
West Lafayette, Inc. 47907. Article: Superconducting 8.5 T solenoid with
power supply. Manufacturer: Oxford
Instrument, Ltd., United Kingdom. Intended use of article: The article is intended to be used to apply state-of-the
art NMR instrumentation for the solution of certain well-defined problems
In protein chemistry. The general
goals are two-fold: (i) To learn more
about the structure and function of
particular proteins and (ii) to refine
and develop NMR techniques along
with other methods of protein chemistry for use in future studies. Five specific problems under investigation are:
(1) The active sites of serine proteinases, (2) the mechanisms of interactions between protein proteinase inhibitors and protenases, (3) the structures of glycoproteins, (4) the mechanism of folding of staphylococcal nuclease, and (5) the mechanism of electron transport in photosynthesis.
The article will also be used for educational purposes in the courseChemistry 696B which is designed as
an introduction to the theory of NMR
spectroscopy and its applications to
biochemical problemis. Application received by Commissioner of Customs.
July 5, 1978.
Docket No. 78-00314. Applicant: Veterans Administration Hospital, 500
Foothill Boulevard, Salt Lake City,
Utah 84148. Article: Electron microscope, model JEM 100CX and accesso-
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ries. Manufacturer: JEOL Ltd., Japan.
Intended use of article: The article is
intended to be used for diagnosis of
most renal glomerular diseases, for
Identification of certain poorly differentiated neoplastic cells of origin, and
for identification of viral particles, certain liver diseases, certain diseases of
hematopoetic cells and certain environmental elements in lungs of the affected patients. The article will also be
used to study and identify the light
and heavy element in clinical cases of
environmental lung diseases and in experimentally induced pulmonary lesions as well as to study and trace beryllium in cellular immunity, both in
vivo and in vitro experimental models.
In addition, the article will be used to
faniliarize the- student or resident
with the principles, operation and applications of the techniques of TEM,
SEM, STEM, and X-ray microanalysis.
Application received by Commissioner
of Customs: July 5, 1978.
Docket No. 78-00315. Applicant:
Yale University, Biology Department,
Kline Biology Tower, New Haven,
Conn. 06520. Article: LKB 8800A Ultrotome III Ultramicrotome and Accessories. Manufacturer: LKB Produkter AB, Sweden. Intended use of
article: The article is intended to be
used to section specimens of plant and
animal tissues which have been frozen
in liquid freon. Investigations to be
conducted will include studies of cell
ultrastructure and intracellular localization of elements in: (a) Plant cells
that undergo large rhythmic and
light-regulated changes in turgor; (b)
prbtoplasts isolated from cereals and
regenerating new walls; (c) cells of
plants subjected to environmental pollutants; (d) cells of plants subjected to
gravitational stimulation; and (e)
pathological and normal tissue from
animals and plants. The article will
also be used in a course entitled Cell
Biology in which students will be
taught standard electron microscopy.
Application received by Commissioner
of Customs: July 5, 1978.
Docket No. 78-00316. Applicant: The
Medical College of Wisconsin, 561
North 15th Street, Milwaukee, Wis.
53233. Article: LKB 2128-010 Utrotome IV Ultramicrotome. Manufacturer: LKB Produkter AB, Sweden. Intended use of article: The article is intended to be used for the development
of sets of slides of a variety of animal
and human tissues for class use in histology. Studies will be conducted to
learn about cell structure and function. Students will be trained in the
use and application of electron misroscopy and learn light and electron microscopy of human tissue in courses
entitled Histology and Ultrastructure
Technique. Application received by
Commissioner of Customs: July 5,
1978.

Docket No. 78-00317. Applicant: Ellis
Fischel "State Cancer Hospital, 115
Business Loop 70 West, Columbia, Mo.
65201. Article: LKB 8800A Ultrotome
II Ultramicrotome. Manufacturer:
LB Produkter AB, Sweden. Intended
use of article: The article is intended
to be used to prepare tissue specimens
for the study of cellular structure of
various cancer tumors. Application received by Commissioner of Customs:
July 5, 1978.
Docket- No. 78-00318. Applicant:
Southern California College of Optometry, 2001 Associated Road, Fullerton, Calif. 92631. Article: Nagel Anomaloscope. Manufacturer: Schmidt
and Haensch, West Germany. Intended use of article: The article is intended to be used to identify persons with
deficiencies of color vision through
quantitative assessment of the type
and degree of severity of a color vision
deficiency. The article will be used in
Visual Science 322, a course devoted to
the theories, experimental basis, and
testing of human color vision. In addition, the article will be used in the
teaching clinics of the college for diagnosis of color vision anomalies. Application received by Commissioner of
Customs: July 5, 1978.
(Catalog of Federal Domestic Assistance
Program No. 11.105, Importation of DutyFree Educational and Scientific Materials.)
RicuRD M. SEPPA,

Director,
StatutoryImport ProgramsStaff.
EF

Doc. 78-20942 Filed 7-27-78; 8:45 am]

[3510-25]
COMMITTEE FOR THE IMPLEMENTATION OF TEXTILE AGREEMENTS

provide data or information with
regard to the treamtment of any product under the bilateral agreement and
any other aspects thereof, or comment
on production or availability of domestic textile products, Is invited to
submit such in ten copies to Mr.
Robert E. Shepherd, Chairman of the
Committee for the Implementation of
Textile Agreements and Deputy Assistant Secretary for Domestic Business Development, U.S. Department of
Commerce, Room 3826, 14th Street
and Constitution Avenue IW., Washington, D.C. 20230.
Views, data or information submit.
ted under this procedure will be available for public inspection in the Office
of Textiles, Room 2815, U.S. Department of Commerce, 14th and Constitution Avenue NW., Washington, D.C.
20230, and may be obtained upon written request. Whenever practicable,
public comment may be Invited concerning views, comments or Information received from the public which
the Committee for the Implementation of Textile Agreements considers
appropriate for further consideration.
The solicitation of comments on any
negotiation, consultation, market disruption or any other matter pursuant
to this notice is not a waiver in any respect of the exemption contained in 5
U.S.C. 553(a)(1) and 554(a)(4) relating
to matters which constitute "a foreign
affairs function of the United States,"
ROBERT E. SHEPHED,

Chairman, Committee for the
Implementation of Textile
Agreements, and Deputy Assistant Secretary for Domestic
Business Development
EF DoC. 78-20912 Filed 7-27-78; 8:45 am]

BILATERAL TEXTILE NEGOTIATIONS WITH THE
GOVERNMENT OF INDIA.

[6820-33]

Soliciting Public Comment

COMMITTEE FOR PURCHASE FROM
THE BLIND AND OTHER SEVERELY
HANDICAPPED

JuLy 25, 1978.
On April 21, 1974, the Committee for
the Implementation of Textile Agreements published a notice in the PEDERAL REGIsTER (39 FR 13307) conveying
the Committee's intention to announce, and solicit comment on, U.S.
Government actions implementing the
GATT Arrangement Regarding International Trade in Textiles and the bilateral textile agreements entered into
thereunder.
Pursuant to the terms of the Arrangement and the Bilateral Cotton,
Wool and Man-Made Fiber Textile
Agreement of December 30, 1977, as
amended, between the Governments
of the United States and India, the
Committee anticipates holding consultations with the Government of India
beginning early in September 1978.
Any party wishing to express a view or

PROCUREMENT LIST 1978
Proposed Additions

AGENCY: Committee for Purchase
from the Blind and Other Severely
Handicapped.
ACTION: Proposed additions to procurement list.
SUMMARY: The Committee has received proposals to add to Procurement List 1978 commodities to be produced by workshops for the blind and
other severely handicapped.
COMMENTS MUST BE RECEIVED
ON OR BEFORE: August 30, 1978.
ADDRESS: Committee for Purchase
from the Blind and Other Severely
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Handicapped, 2009 14th Street North,
Suite 610, Arlington, Va. 22210.
FOR FURTHER INFORMATION
CONTACT:
C. W. Fletcher, 703-557-1145.
SUPPLEMENTARY INFORMATION:
This notice is published pursuant to 41
U.S.C. 47(aX2), 85 Stat. 77.
If the Committee approves the proposed additions, all entities of the Federal Government will be required to
procure the commodities listed below
from workshops for the blind or other
severely handicapped.
I It is proposed to add the following
commodities to Procurement List 1978,
November 14, 1977 (42 FR 59015):
Class 6510
Bandage, Muslin, Compressed
6510-00-201-1755
Class 7210
Pillow, Bed, Feather
7210-0V10155"190
Class 8415
Apron, Food Handler's
8415-01-04500587
-

0. W. FLECER,

Executive Director.
OR Doe. 78-20892 Filed 7-27-78; 8:45 am]

[381i-71]
DEPARTMENT OF DEFENSE
Department of the Navy
BOARD OF VISITORS TO THE U.S. NAVAL
ACADEMY
Meeting

[3128-01]
DEPARTMENT OF EN4ERGY
ISSUANCE OF DECISIONS AND ORDERS BY
THE OFFICE OF HEARINGS AND APPEALS
Week of June 5 through'June 9, 1978
Notice is hereby given that during
the week of June 5 through Jufte 9,
1978, the decisions and orders summa-

rized below were issued with respect to

appeals and applications for exception
or other relief filed with the Office of
Hearings and Appeals of the Department of Energy. The following summary also contains a list of submissions which were dismissed by the
Office of Hearings and Appeals and
the basis for the dismissal.

Gulr Oi Corp., Tulsa, Okla., DEE-061?,
crude oW7
Gulf Oil Corp. filed an Application for Exception from the provisions of 10 CPR, Part
AppEAs
212, Subpart D which, If granted, would
R. D. Bowerman d.b.a. Executive Center permit Gulf to sell the crude oil produced
Gulf San Antonio. Te., FRA-1354o motor from the Kiefer Unit located in Creek
gasoline
County, Okla.. at upper tier ceiling prices.
F. D. Bowerman d.b.a Executive Center In considering the exception application,
Gulf (Bowerman) appealed from a Remedial the DOE found that the cast of producing
Order which was Issued to the firm by PEA crude oil from the Kiefer Unit had inRegion VI on May 23, 1977. In the Remedial creased to a level where It now exceeds the
Order, FEA Region VI found that during revenue that the firm can obtain from the
the period November 1, 1973 through July sale of the crude oil at the lower tier ceiling
24, 1974 Bowerman old motor gasoline to price. The DOE therefore concluded that
its customers at prices which exceeded the Gulf had no economic incentive to continue
maximum permi ible levels calculated In to produce crude oil from the property, and
accordance with 10 CFR 212.93. In Its that It was highly unlikely that the crude
Appeal, Bowerman challenged the Remedial oil from the reservoir underlying the Kiefer
Order on several procedural grounds. Unit could be recovered by any other firm
Bowerman's first claim wds that any action In the absance of exception relief. The DOE
by the DOE to collect the overcharges was therefore concluded that the application of
barred by the Texas statute of limitations. the ceiling price rule resulted in a gross InThe DOE found that although the Emer- equity to Gulf and the other working intergency Petroleum Allocation Act (EPAA) did est owners. In order to provide the working
not contain a relevant statute of limitations. interest owners with an incentive to continthe application of a State statute of limlta- ue to produce, the DOE granted exception
tions to enforcement action of this type relief which permits Gulf to sell 34.88 perwould be inconsistent with the national cent of the crude oil produced from the
policy expressed In the EPAA. In this con- Kiefer Unit for the benefit of the working
nection, the DOE found that Its enforce- interest owners at upper tier ceiing prices
meat activities, a crucial element of the reg- for a six month period of timez.

Pursuant- to the provisions of the
Federal Advisory Committee Act (5
U.S.C. app. 1), notice is hereby given
that the Board of Visitors to the U.S.
Naval Academy will meet on September 27, 1978, in room 301, Rickover
ulatory program which was intended to
Hall, at the U.S. Naval Academy, An- achieve the EPAA's policy objectives, would
napolis, Md. The meeting will com- be seriously Jeopardized If the agency were
mence at 8:30 am. and terminate at
precluded from instituting compliance acapproximately 4 p.m.
tions as a result of peculiarities and differences arising under local law. In this regard.
The purpose of the meeting is to
make such inquiry as the Board shall the DOE found that the enforcement proceeding against Bowerman was part of a
deem necessary -into the state of
program which was designed to further the
morale and discipline, the curriculum, objective of promoting equitable distribu,instruction, physical equipment, fiscal tion of petroleum products at equitable
affairs, and academic methods of the ,prices among all regions of the country.
U.S. Naval Academy.
Moreover, the DOE noted that the public
Itself would be the direct beneficiary of the
For further information concerning
enforcement action Inasmuch as the Remethis meeting contact: Rear Ad. Robert
dial Order required Bowerman to offer for
W. McNitt, U.S. Navy (retired), Secresale all'grades of gasoline at reduced prices.
tary to the Board of Visitors, Dean of
Consequently, the DOE held that the Texas
Admissions, U.S. Naval Academy, An- statue of limitations was not applicable to
napolis, Md. 21402. Telephone 301the enforcement action against Bowerman.
267-2188.
Bowerman also claimed that he never reDated:"July 21, 1978:
P. A. WMr.,
U.S. Navy,
Captain, , JAGC,
Deputy Assistant Judge Advocate General (Administrative
Law).
FR Doe. 78-20870 Filed 7-27-78; 8:45 am]

NOPV. Finally. Bowerman contended that
the DOE previously made a determination
not to proceed against him for violating the
price regulations and therefore should be
barred from reopening this matter In the
absence of a showing that the agency now
po-essed new information regarding those
violations. This argument was 'silarly rejected. The DOE determined that even
though an Investigation of a firm's compliance with the price regulations during a
particular period may have been closed, the
agency's regulations permitted a further investigation at any time that circumstances
so warranted. The DOE concluded that In
the present proceeding the circumstances
justified the teissuance of the NOPV. Accordingly, the Bowerman Appeal was
denied.

ceived the Notice of Probable Violation
(NOPV) which was Issued to him by the
FEA prior to the Issuance of the Remedial
Order and as a result was not accorded the
full procedural safeguards to which he was
entitled. The DOE rejected this contention.
noting that the agency possessed a signed
written United States Postal Service receipt
indicating that Bowerman had received the

Texaco, In, Westchester. N.Y, D)FA-0177
Freedomof Inform ation
Texaco. Inc. (Texaco) appealed from a
partial denial by the Information Access Officer of a Request for Information which
the firm had submitted under the Freedom
of Information Act (FOIA). In Its Appeal,
Texaco requested that the DOE order the
release of six documents which the Information Access Officer had withheld from
the firm. The Information Access Officer
denied the firm access to those documents
on the grounds that they are Intra-agency
memoranda which are exempt from mandatory public disclosure under the provisions
of 5 U.S.C. 552(bX5). In considering the
Appeal, the DOE found that the documents
which were withheld from the firm generally summarize and analyze a number of problems associated with the application of the
Mandatory Petroleum Price Regulations to
crude oil producers and that the material
was predecLsional in nature. The DOE also
determined that the material which was
withheld is precisely the type of Information which Exemption 5 of the FOIA was
designed-to protect from disclosure. In addition. the DOE determined that there were
no portions of the documents which contain
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31, 1978. Based on the Charter submission, elapsed since a previous grant of exception
the DOE determined that Charter would relief. Since Standard failed to present any
incure an obligation to purchase entitle- convincing evidence that the principles of
ments during its current fiscal year which Shell should be reversed or that their application would be inappropriate in this case,
would prevent it from achieving either its
historical profit margin or Its historical the Proposed Decision and Order was Issued
return on invested capital (ROIC). The in final form.
DOE therefore concluded that exception
Sun Co., Inc., Dallas, Texz, FXE-4780, FXErelief was warranted under the criteria set
4785, FXE-4806, FXE-4823, FXE-4826,
forth in Delta Refining Co., 2 FEA Par.
FXE-4833, FXE-4847, Natural Gas Liq83,275 (Sept. 11. 1975). and Beacon Oil Co.,
uids
Texas Gas Exploration Corp., Washington,
3 PEA Par. 83,209 (June 8, 1976). The DOE
D.C., FEE-4460,propane
found that Charter's projections indicated
On Sept. 30, 1978, the Sun Co., Inc. (Sun)
was issued a Proposed Decision and Order
Texas Gas Exploration Corp. (Explora- that even if the firm were relieved of its
entire entitlement purchase. obligation for which tentatively extended previously
tion) filed an Application for Exception
the current fiscal year it would still not
granted exception relief permitting Sun to
from the provisions of 10 CFR, Part 212,
attain either its historical profit margin or
increase Its selling prices above maximum
Subpart K, which if granted, would permit
the firm to increase the banks of unreco- ROIC. Accordingly, in a Proposed Decision levels permitted under 10 CPR 212.165 for
vered product costs which it is generally and Order issued to the firm on Mar. 20, natural gas liquids and natural gas liquid
1978, the DOE tentatively granted Charter
products which it produces at several of its
permitted to reflect in price increases in
future months. In Its Application, Explora- an exception which relieved it of any obliga- natural gas processing plants. On Nov. 15,
tion stated that because of the ambiguity tion to purchase entitlements during the 6- 1977, Sun filed a Statement of Objections to
surrounding the correct application of the month period Mar. 31 through Aug.'31, -the Proposed Decision and Order. In Its
definition of "transaction" prior to the issu- 1978. Since no Notice of Objection was filed Statement of Objections, Sun contended
that the DOE erred in utilizing the most reance of Ruling 1977-5, it incorrectly calcu- to the Proposed Decision in accordance with
cently completed six month period for purlated its May 15, 1973, weighted average the regulations which govern exception
matters, the Decision and Order was issued
poses of comparison with May 15, 1973, cost
selling price for propane produced at its
to Charter in final form on Mar. 20, 1978.
levels in order to determine the level of exEunice, Louisiana gas plant. According to
the firm, this resulted in its adoption of a
ception relief. Instead, Sun argued that only
Standard Oil Co. (Indiana),Chicago, lt,
the most recently completed 3-month period
maximum permissible selling price for proFXE-4813,
Natural
Gas
Liquidsshould have been used to calculate the level
pane which was lower than its correct maxiOn Oct. 28, 1977, the DOE issued a Pro- of-relief. In this regard, Sun contended that
mum price under the Price Regulations, and
a consequent loss of substantial revenues on
utilization of the most recent. 3-month
posed Decision and Order to the Standard
its sales of this product during the period
Oil Co. (Indiana) (Standard) which denied
period results in a better approximation of
from 1975 through 1977. Exploration re- the firm's request for exception from the the plants' future nonproduct cost levels
which the relief is intended to defray. In
quested that its banks of unrecovered prod- provisions of 10 CFR 212.165. The Proposed
considering Sun's contentions, the DOE
uct costs be increased by an amount equal Decision refused to extend the exception
noted that It had previously rejected an
to the revenues which it lost during the relief which Standard had previously been
granted which permitted it to increase its Identical argument which Sun had raised In
1975-1977 period.
In considering the Exploration request, selling prices for the natural gas liquids pro- an Appeal involving exception relief granted
to other of Its plants. See Sun Company,
the DOE noted that in Quincy Oil Co., Ina., duced at its Elmwood natural gas processing
Ina, 6 FEA 80,557 (Sept. 19, 1977). In that
1 DOE Par. 81,030 (November 23, 1977), it
plant. See Standard Oil Co. (Indiana), 5
had held that due to the corifusion sur- PEA Par. 82,057 (Jan. 25, 1977). The deter- Decision the DOE stated that the utilizarounding the proper application of the term mination in the Proposed Decision was tion of a 6-month period is rational since It
takes into consideration all of the data
"transaction" to variable-price contracts, based on a comparison of the non-product
the standard for retroactive relief should costs which the firm incurred at Its Elm- which has become available since the previnot be applied in evaluating applications for wood plant diiing the calendar quarter in- ous grant of exception relief. Since Sun
failed to present any convincing evidence
exception from the definition of transaction
cluding May 15, 1973 and the three calendar
set forth in Ruling 1977-5. The DOE deter- quarters ending June 30, 1977. On Dec. 8, that the use of a 6-month period Is erronemined that the application of the transac- 1977, Standard filed a Statement of Objec- ous or that Its application to this case is in.
tion definition to the fixed-price contract in tions to the Proposed Decision. Standard
appropriate, the DOE issued the Proposed
the present case was ambiguous as well. The
contended that it did not seek an extension
Decision and Order in final form on June 5,
DOE further found that Exploration had of the Jan. 25, 1977 exception determination
1978.
adopted a conservative interpretation of the prior to its expiration on June 1, 1977 beSUPPEm=AL ORDERS
Price Regulations and had thereby charged cause the firm's costs would not have justilower prices than it was lawfully permitted fied an extension of relief at that time. ConArizona
Fuels
Corp., Salt Lake City, Utah,
to charge under the Regulations. The DOE sequently, Standard claimed that its current
DEX-O075, Crude Oil
also determined that market conditions. application should have been construed by
during the relevant period would have per- DOE as an initial request for exception and
On Jan. 16, 1978, the DOE issued a Pro.
mitted the firm to charge the lawful higher
that the calculation of the amount of relief
posed Decision and Order to the Arizona
prices. Under these circumstances, the DOE
therefore should have been based upon a
Fuels Corp. (Arizona Fuels) which tentativeconcluded that the firm should be permit- comparison of only the most recently com- ly concluded that an Application for Excepted to recover the revenues which it had pleted quarter's costs with those of the base
tion which the firm had submitted from the
foregone. However, since only one customer
period. In considering the firm's contention,
provisions of 10 CFR 211.67 (the Entitlewas undercharged as result of the firm's in- the DOE noted that it had previously con- ments Program) should be granted. On Jan.
terpretation of transaction, the exception
17, 1978, the DOE issued a further Decision
sidered and rejected a virtually identical arrelief approved was limited to the prospec- gument in Shell Oil Co., 1 DOE Par. 80,222
and Order to the firm staying Its obligation
tive prices charged to that customer.
(Mar. 13, 1978). As indicated in the Shell De- to purchase entitlements to the extent speccision, if the DOE permitted firms to selec- ified in the Proposed Decision and Order.
REQUESTS FOR EXCErION
tively utilize their costs from interim peri- Arizona Fuels subsequently filed a Stateods to justify the magnitude of the excep- ment of Objections to the January 16 ProCharterOil Co., Jacksonville,Fla., DXEtion relief which they seek, the amount of
posed Decision. No final determination had
0491, Crude oil
relief granted could be unrepresentatively
as yet been issued with respect to the ProCharter Oil Co. (Charter) filed an Appli- high because of factors such as the timing posed Decision. However, under the specific
cation for Exception from the provisions of
of accounting record entries. In order to
terms of the January 17 Stay Order Arizona
10 CFR 211.67 (the Entitlements Program)
avoid this result, the DOE typically deter- Fuels would continue to receive sthy relief
which, if granted, would relieve the firm of mines the amount of unrecovered nonpro- even though the 6-month exception relief
Its obligation to purchase entitlements be- duct costs which have been incurred at a
period specified in the Proposed Decision
ginning with the month of March 1978. In
particular plant on the basis of a compari- and Order had expired. Accordingly, the
support of Its Application Charter submit- son of base quarter costs with those in- January 17 Stay Order was amended to
ted projected financial and operating matecurred during a current period which en- specify that the stay relief was applicable
rial for its current fiscal year ending Dec.
compasses all of the quarters which have only to the 6-month period January
purely factual material which could be
easily segregated from the policy discussions contained in the documents and released to Texaco. Finally, the DOE determined that the Information Access Officer's
response to the Texaco Request for Information adequately set forth the grounds
upon which the six documents were withheld. Accordingly, the Texaco Appeal was
denied.
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through June 1978 pending the issuance of
-a final determination with respect to the
Proposed Decision and Order.
Laketon Asphalt Refining, Inc., Evansvilp,
Ind., DEX-0076, Crude Oil
On Feb. 10, 1978, the DOE issued a Proposed Decision and Order to Laketon Asphalt Refining, Inc. (Laketon) which tentatively concluded that an Application for Exception which the firm hadsubmitted from
the provisions of 10 CFR 211.67 (the Entitlements Program) should be granted. On
Feb. 10, 1978, the DOE issued a further Decision and Orderto the firm staying its obligation to purchase entitlements to the
extent specified in the Proposed Decision
and Order. Laketon subsequently filed a
Statement of Objections to the February 10
Proposed Decision. No final determination
has as yet been issued wthrespect to the
Proposed Decision. However, under the specific terms of the February 10 Stay Order,
Laketon would continue to receive stay
relief even though the 6-month exception
relief period specified in the Proposed Decision and Order had expired. Accordingly,
the February 10 Stay Order was amended to
specify that the stay relief was applicable
only to the six month period February
through July 1978 pending the issuance of a
final determination-with respect to the Proposed Decision and Order.
Newll Refining Co., Inc., DaUas, Ten,
DEXL0077, Crude Oil
- On February 10, 1978, the DOE issued a
Proposed Decision and Order to Newhall
Refining Co., Inc. (Newhall) which tentatively concluded that an Application forException which the firm had submitted from
the provisions of 10 CPR 211.67 (the Entitlements Program) should be granted. On
Feb. 10, 1978, the DOE also issued a Decision and Order to the firm staying its obligation to purchase entitlements to the
extent specified in the Proposed Decision
and Order. Newhall subsequently filed a
Statement of Objections to the February 10
Proposed Decision. No final determination
had as yet been issued with respect to the
Proposed Decision. However, under the specific terms of the February 10 Stay Order,
Newhall would continue to receive stay
relief even though the 6-month exception
relief period specified in the Proposed Decision and Order had expired. Accordingly,
the February 10 Stay Order was amended to
specify that the stay relief was applicable
only to the 6-month period February
through July 1978 pending the issuance of a
final determination with respect to the Proposed Decision and Order.

No. 2 (Home) Heating Oil, WaShington,
D.C., DEH-0050 through DEH-OO56,
Evidentiary HearingHome HealingOil
The Office of Hearings and Appeals of the
Department of Energy recently received 11
Petitions to Intervene submitted by organizations that wish to participate as parties In
an evidentinry hearing which will be held in
August 1978 concerning No. 2 (home) heatlug oiL Those Petitions were filed pursuant
to Rule 2 of the rules of procedure which
the Office of Hearings and Appeals adopted
on an interim basis on Apr. 18, 1978. In a
Previous Decision and Order, the Office of
Hearings and Appeals granted the Petitions
of three organizations, the Energy Policy
Task Force of the Consumer Federation of
America, the American Petroleum Institute,
and the Antitrust Division of the Department of Justice. Accordingly, these petitioners were designated as parties to the August
1978 evidenttary hearing. The Office of
Hearings and Appel also held a conference on June 6, 1978 in order to allow the
remaining petitioners to comment further
on the reasons why they should be accorded
party status. After considering the views
which were presented at the June 6 conference and reviewing the eight pending Petitions to Intervene, the DOE determined
that two of the petitioners, the National Oil
Jobbers Council (NOJC) and the Atlantic
Richfield Company (ARCO), should be accorded party status in this proceeding. In
this regard, the DOE found that the written
petitions and oral presentations made by
NOJC and ARCO at the June 6 conference
indicated that their participation In the cvidentiary hearing would contribute substantialy to the purpose and scope of the hearIng. With respect to the remaining petitioners, the Office of Hearings and Appeals determined that they should not be accorded
party status at the evidentiary hearing.

0124; Lewtex Oil & Gas Co.. Austin. Tex.
DEE-0435 & DEE-0437.
Copies of the full text of these Decisions and Orders are available in the
Public Docket Room of the Office of
Hearings and Appeals, Room 3-120,

2000 M Street NW., Washington, D.C.

20461, Monday through Friday, between the hours of 1 p m. and 5 pm.,

e.d.t., except Federal holidays. They
are also available in Energy Management: Federal Energy Guidelines, a
commercially published loose leaf reporter system.
RicHARD T. TEDROW,
ActingDirector,
Office of HearingsandAppeals
JULY 24, 1978.
1FR Doc 78-20871 Fl.ed 7-27-78; 8:45]
[3128-01]
CASES FILED WITH THE OFFICE OF HEARINGS
AND APPEALS
Week of July 7 Through July 14, 1978
Notice is hereby given that during
the week of July 7 through July 14,
1978, the appeals and applications for
exception or other relief listed in the
appendix to this notice were filed with
the Office of Hearingspand Appeals of
the Department of Energy.
Under the DOE's procedural regulations, 10 CFR, part 205, any person
who will be aggrieved by the DOE

action sought in this case may file

Summu DEczslons
In the following case, stay relief from the

with the DOE written comments on
the application within 10 days of service of notice, as prescribed in the pro-

previously been granted to sellers of Gaso-.

cedural regulations. For purposes of
those regulations, the date of service

provisions of 10 CFR, Part 212 which had
hol In the State of Illinois and to members
of FS Services and Affiliated Companies
that sell Gasohol In the States of Iowa and
Wisconsin was extended to all sellers of Gasohol in the State of Iowa: Iowa Development Commission, Des Moine, Iowa. DES0064.
DLzsLsss.
The following submissions were dismissed
following a statement by the applicant indicating that the relief requested. was no
longer needed City of Long Beach Dept. of
Oil Properties, Long Beach. Calif.. FMP-

of notice shall be deemed to be the
date of publication of this notice or
the date of receipt by an aggrieved
person of actual notice, whichever
occurs first.-All such comments shall
be filed with the Office of Hearings
and Appeals, Department of Energy,

Washington, D.C. 20461.
JuLy 19, 1978.
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APPENDIX.-List of cases received by the Office of Hearingsand Appeals
(Week of July 7 through July 14 19781
Date

Name and location of applicant

Case No.

Type of submission

July 7. 1978 ...............................
Pennzoil Producing Co., Houston, Tex....... DEX-0092 .

Supplemental order. If granted: The decision and order Issued to Pennzoil Producing Co. on May 15. 1978, would be modified In certain tech.
nical respects (case No. FXE-4776).
Do.............
Warrior Asphalt Co. of Alabama, Washing- DEX-0093 .....
Supplemental order. If granted: The DOE would review the entitlements
ton, D.C.
exception relief granted to Warrior Asphalt Co. of Alabama during Its
1978 fiscal year In order to determine whether the level of relief accorded the firm was appropriate.
July 10, 1978 ............................
L .W. Babcock, Bakersfield, Calif ................
DEF-1408..... Price exception (sec. 212.73). If granted: L. IV. Babcock would be permit,
ted to sell the crude oil produced from the Union Avenue field at
upper-tler ceiling prices.
-Do........................................
Cities Service Co., Tulsa, Okla ...................
DEF-1410
Price exception (sec. 212.165). If granted: Cltle Service Co. would be per.
through
mitted to increase Its prices to reflect nonproduct cost nerease In
DEE-1412.
excess of $0.005 per gallon for natural gas liquid products produced at
the Natomas, Selling, and Thunder Creek plants.
Do.................. Eastern Shore Gas Co., Philadelphia, Pa .... DES-0086 ......
Stay request. If granted:,Eastern Shore Gas Co. would be granted a stay
of the provisions of 10 CFR 212.93 pending a determination on an arp
plicatlon for exception which the firm had filed (case No. DRC-0009),
Do.................. Keener Oi Co., Tulsa, Okla....................
DXE-1407 .
Extension of relief granted in Keener Oil Company, I DOE Par. 81.008
(Mar. 7. 1978). If granted: Kdener Oil Co. would be permitted to scll
the
crude oil produced from Its Lizzle-Orwig well No. 1 located In Seminole
County, Okla.. at upper-tier ceiling prices.
Do .......................................
Lerner Oil Co., Inc., Gardena, Calif ..............
DSG-0024 .
Request for special redress. If granted: An NOPV which was Issued to
MacMillan Ring-Free Oil Co. by DOE region IX and subsequently with'
drawn would be reissued.
Do ...................Sidney E. Pinkston. Jr., Adams County, DEE-1409 ......
Price exception (sec. 212.73). If granted: Sidney E. Pinkston. Jr., would be
Miss.
permitted to sell the crude oil produced in the Beaver Branch field at
upper-tier ceiling prices.
Do ........................................
Wyoming Refining Co., Denver, Cole ........
DED-0495..... Motion for discovery. If granted: Wyoming Relining would be entitled to
discovery in connection with Its statement of objections to a proposed
decision and order issued to Little America Refining Co.
July 11. 1978 ............... . A. Johnson & Co., New York, MY...............
DES-0087 ......
Request for stay. If grarited: A. Johnson.& Co. would receive a stay of
the provisions of 10 CFR 211.67 pending a final determination on Its
application for exception.
Do ..........
.....Allied Chemical Corp., Houston. Tex .......
DEF-1413
Price exception (see. 212.165). If granted Allied Chemical Corp. would be
through
permitted to Increase Its prices to reflect nonproduct cost increases In
DEE-1415.
excess of $0.005 per gallon for natural gas liquld products produced at
the Burnel-N. Pettus, N. Terrebonne-Tebone. and S. Fullerton plants.
Do ..............
Econ-o-Gas, Inc., Temple, Tex.................. DEE-1416 .
Exception to change supplier. If granted: Econ-O-Gas, Inc., would be as.
signed a new, lower priced supplier of motor gasoline to replace Its base
period supplier, Foremost.
Do ............
. Powerine Oil Co., Los Angeles, Calif ........
DMR-0027 .... Request for modification of Powerine Oil Co., 6 PEA Par. 87,013 (July 7,
19,77). If granted: The decisions and order Issued to Powerine Oil Co. on
April 11, 1977, and July 7, 1977, would be modified with respect to the
level of relief from purchases of entitlements to be afforded the firm
during 1975.
July 12,1978
.......
.. DXEF-1418 .... Price exception (sec. 212.165). If granted: E. C. Johnson Co. would be per,
mitted to increase its prices to reflect nonproduct coat Increases In
excess of $0.005 per gallon for natural gas products produced at the R.
M. Stephens plant.
Do .................. No. 2 (Home) Heating Oil (Wisconsin), DEH-0060.... Request for evidentlary hearing. If granted: The State of Wisconsin
Washington, D.C.
would be permitted to submit written comments to the Office of Hear'
ings and Appeals in connection with an evidentlary hearing being held
with respect to No. 2 (home) heating oil.
July 13, 1978 ..........
Arizona Fuels Corp., Salt Lake City, Utah.. DEX-0094.... Supplemental order. If granted: Arizona Fuels Corp. would receive a stay
-.
of a portion of Its entitlement purchase obligations pending a final determination on Its application for exception.
Do ........................................
DeMartin Truck Lines, Inc., Bakersfield, DRA-0198
Appeal of revised remedial order issued June 29, 1978. Stay request. It
Calif.
and DRSgranted: The June 29, 1978, revised remedial order Issued by DOE
0198.
region IX would be rescinded and DeMartin Truck Lines, Inc., would,
not be required to refund overcharges made in Its sales of propane and
butane.
Do........................................
Northland Oil & Refining Co.. Tulsa, Okla. DES-0089..... Stay request. If granted: Northland Oil & Refining Co. would be granted
a stay of any entitlements purchase obligations pending a decision on
Its application for exception.
Do .....................................
John Wight, Billings, Mont.................... DE,-1417 .
Allocation exception (sec. 214.21). If granted: The firm would be granted
an allocation of crude oil under the provisions of 10 CFR 214.21.
July 14,1978 ...........................
Champlin Petroleum Co., Fort Worth, Tex DRZ-0012 ..... Interlocutory order. If granted: The DOE would establish procedurc
with regard to an evidentlary hearing which might be held with respect
to the remedial order Issued to Champlin Petroleum Co.
Do .....................................
.. Norco Oil Co., Cheboygan, Mich .............
DRH-0064.
Request for evidentlary hearing. If granted: An evidentlary hearing
would be convened In connection with the Norco Oil Co.'s objections regarding the March 20, 1978, proposed remedial orders issued to the
firm.
Do.....................................
Texas City Refining, Inc., Washington. DEF-1418 ......
Exception to entitlements program. If granted: Texas City Refining. Inc.,
D.C.
would receive an exception from the provisions of 10 CFR 211.67 with
respect to Its entitlements purchase obligations.
Notices of objection received
[Week of July 7 through July 16, 19781
Date
July 7, 1978 ...........................

Name and location of applicant
McCulloch Gas Processing Plant. Washington, D.C ..............................................
....
....
....

Case No.

DXE-1087

through
DX,-1091
Do ..........
.....
Lunday-Thagard Oil Co. Washington.
.
...
......
......................
.....
DXE-1057
Do ......................................
San Joaquin Refining Co.Bakersfield,Calif .......................................................................................
DXF-1049
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Nofices of obfcction rccired-Continued
[Week of July 7 through July 16.19781

Case No.

Name and location of applicant

Date
July10. 1978

Robert E. Hanson. Riverton Wyo

DEE-0320

July 12.1978

Jack Halbert, Tyler. Tex

P,:

July 13,1978

DEE-0361
1.EF-4853
DEE-1369

New England Petroleum Corp.. New York, N.Y_
The Glenrock Refinery. Inc.. Washington. D.C ..
Commonwealth Oil Refining Co., Inc.. San Antonio. Tex__

_
Do_
Do_________
Do _______

Saber Refining Co. Houston. Tex

.

-4844 and

PE._845
DEE-0425

..Proposedremedialorders
July 7,1978
July 10,1978
Do
Do
July 12.1978
Do _

-

DRO-4073
DRO-CO79
DRO-0O30
DRO-C031
DRO-C032
DRO-033

.
Ford Oil Co., Washington. DX
Woodward Drilling Co.. Columbus. Ohio
Monterrey Petroleum Corp. San Antonio. Tex
- Crystal Petroleum Co.. Corpus, Chrlsti Tex
Gene ILBoln d.b-. Gene Bolln's Chevron Station Phllomath. Orez
Chevron US.A. Inc.. San Trancsco. Calif

CFR Doc. 78-20872 FIled 7-27-78; 8:45 am]
[3128-01]
PRIVACY ACT OF 1974
Proposed Amendments to System of Records

AGENCY: Department of Energy.
ACTION: Notice of Proposed Amendments to a System of Records.
SUMMARY: Notice is hereby given
that the Department of Energy (DOE)
is proposing to amend the categories
of individuals and type of information
covered by the system of records heretofore designated as FEA-23, Telephone Numbers of PEA Officials. Concurrent with the publication of this
Ngtice, a Report on New Systems is
being submitted to Congress and the
Office of Management and Budget, in
accordance with 5 U.S.C. 552a(o) with
respect to these proposed amendments, since they alter the number
and types of individuals on whom records are maintained and expand the
categories of information maintained
in the referenced system.
Written comments are invited with
respect to this proposal; however, it is
the intent of DOE to operate the existing system as proposed at the expiration of the advance notice period if
no comments to the contrary are received.
DATES: Comments by August 28,
1978.
FOR FURTHER INFORMATION
CONTACT'
John Treanor, Acting Director, Division of Freedom of Information and
Privacy Acts Activities, , Federal
Building, Room 2121, 12th and
Pennsylvania Avenue NW., Washington, D.C. 20461, 202-566-9840.
Laura Rockwood, Office of General
Counsel, Federal Building, Room
6144, 12th and Pennsylvania Avenue
NW., Washington, .D.C. 20461, 202566-9653.

SUPPLEMENTARY INFORMATION:
L Narrative statement describing FEA-23,
as required by the Privacy Act of 1974
and OMB Circular A-108.
IL Comment Procedures.
L Narrative statement as required by
the Privacy Act of 1974 and OMB
Circular A-108:
Background. This Report on New
Systems is submitted by the Department of Energy (DOE), as required by
the Privacy Act of 1974, 5 U.S.C.

552a(o), and paragraph 2a(2) of Trans-

mittal Memorandum No. 1 to Office of
Management and Budget (OMB) Circular A-108. OMB Circular A-108 required that a government agency publish a Report on New Systems when.
ever a new system of records is proposed or there occurs a change In the
number or types of individuals about
whom- information Is maintained; an
expansion n the type or categories of
information maintained; an alteration
in the manner in which the records
are organized, Indexed. or retrieved so
as to change the nature or scope of
those records; an alteration In the purposes for which the Information is
used; or a change in the equipment
configuration on which the system is
operated so as to create the potential
for either greater or easier access. In
this case, the amendments would alter
the number of individuals covered and
the types of Information contained, as
more fully described below.
The DOE was estimated by the Department of Energy Organization Act
(Pub. L. 95-91) (the Act), which was
made effective October 1, 1977, by Executive Order 12009, dated September
13, 1977 (42 FR 46267, September 15,
1977). The act transfers to, and vests
in, the DOE and the independent collegial body within the DOE, the Federal Energy Regulatory Commission
(FERC), the functions of the former
Federal Energy Administration, the
former Energy Research and Development Administration, the former Federal Power Commission, and certain

functions previously performed by several other departments and programs.
The departments, agencies, and commissions, or components thereof,
which, prior to the act, discharged the
functions which the act vests in the
DOE, established and proposed certain
systems of records In accordance with
the Privacy Act of 1974 and other authority vested In them. Those systems
of records (or portions thereof) either
in existence or proposed prior to October 1, 1977. which relate to the functions of any entity which was transferred to the DOE by the act to either
the Secretary or to the-FERC (or delegated to the FERC by the Secretary)
were formally transferred to the Secretary and to the FERC, as appropriate to their respective functions (42
FR 54856, October 11, 1977).
The system designated as FEA-23,
telephone numbers of PEA officials, is
a system of records created and noticed in 42 FR 52485, September 30,
1977. The system contains the home
telephone numbers of senior staff officiald of the Federal Energy Administration (PEA). The proposed amendments to FEA-23 would expand both
the number and types of individuals
covered by the system and the type of
information contained therein. These
proposed amendments to FEA-23 are
therefore being noticed in the FlmmAsL
RGsrTm in accordance with section
3(e)(11) of the Privacy Act of 1974, 5

U.$.C. 552a(e)(11).

B. Purpose"The system designated
as FEA-23 was originally established
as a necessary precaution to guard
against an emergency situation during
*zhich the appropriate senior FEA official could not otherwise be contacted. The proposed amendments reflect
the expansion of the system to include
all DOE senior staff. The proposed
amendments would also expand the
employees covered to include support
staff. This reflects the recognition of
the necessity of having such personnel
available to support senior officials by
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carrying out secretarial and administrative duties arising as a result of
emergency situations. Additionally,
the home addresses of all of the individuals covered are proposed to be included to aid in determining the relative availability and accessability of officers and employees in the event of
an emergency. As a result of these
changes, the system will be renamed
FEA-23, telephone numbers and -addresses of DOE senior and support
staff.
C. Authority: Section 641 of the Department of Energy Organization Act
authorizes the Secretary, to the extent
necessary or appropriate in performing any function transferred by that
act, to exercise" any authority or part
thereof available by law to the official
or agency from which such function
was transferred. Section 301 of the act
transfers to the Secretary, among
other functions, all of the functions
vested by law in the Administrator of
PEA. The authority for the PEA Administrator to amend systems of records was based upon the authority
vested in him pursuant to Section 7(a)
of the Federal Energy Administration
Act of 1974 (Pub. L. 93-275) to promulgate such rules, regulations, and procedures as necessary ta carry out his
functions. Therefore, as a result of the
transfer of functions pursuant to Section 301 of the DOE Organization Act,
the Secretary of DOE is vested with
-that authority to amend systems of
records which was previously vested in
the PEA Administrator.
Additionally, 5 U.S.C. 301 and section 644 of the Department of Energy
Organization Act authorize the Secretary of the DOE to prescribe such procedural and administrative rules and
regulations as he may deem necessary
or appropriate to adminster and
manage functions vested in him.
Therefore, these provisions are also
authority for the proposed amendments.
D. Potential consequences on individual privacy. Although the amendments would expand the categories of
individuals and the type of information under this system, DOE does not
deem that the maintenance of the
amended FEA-23 will have any substantial effect on the privacy and
other personal or property rights of
individuals. No information is or will
be retained in the system other than
that which is given voluntarily to the
agency by an individual. The use of
FEA-23 is totally internal to DOE operations, with no access to information
contained therein allowed to any persons other than those with a need to
know for the purpose of conducting
o;fficial DOE business. With DOE's
stringent access controls and limited
use of the records contained in the
FEA-23, the operation of the system

will have minimal effect on individual
(Privacy Act of 1974, Pub. L. 93-570: Deprivacy and other personal or property partment of Energy Organization Act, Pub.
L. 95-91; Executive Order 12009, 42 FR
rights.
Federal Energy Administration Act
E. Safeguards against unauthorized 46267;
of 1974, Pub. L. 93-275, as amended; Execu.
access. Tle risk of unauthorized
tive Order 11790, 39 FR 23185.)
access has been minimized by locating
In consideration of the foregoing,
FEA-23 in a lockable container within
a room secured when neither author- *the amendments to FEA-23 as deized users nor the system manager is scribed above are proposed. An amendpresent. Control over these facilities is ed system description incorporating
given only to the system manager and the proposed amendments Is set forth
those qualifying for access under'the below.
routine uses listed in the accompanyIssued in Washington, D.C., July 25,
ing proposed amended system notice. 1978.
The lower risk alternative of maintainWxLwL r P. DAVIS,
ing the system in a locked cabinet
Deputy Director
within secured rooms was considered;
ofAdministration.
of
responsible
however, the presence
DOE personnel wps considered to be
FEA-23
sufficient to prevent unauthorized
access to the systems. No higher risk System name:
alternatives were considered.
Telephone numbers and addresses of
DOE officials and support staff.
II. Comment Procedures:
As provided by section 3(e)(11) of Security classification:
the Privacy Act of 1974 (5 U.S.C.
Unclassified.
552a(e)(11)), interested persons are invited to submit written data, views, or System location:
arguments related to these proposals
Office of the Secretary, Department
to Public Hearing Management, Department of Energy, Box SW, 2000 M of Energy, Forrestal Building, WashStreet, Room 2313, Washington, D.C. ington, D.C. 20585.
20461. Hand carried comments may be Categories of individuals covered by- the
delivered to that same office between system:
the hours of 8 am. to 4:30 pam.,
DOE senior staff officials and supMonday through Friday, except on
port staff.
legal public holidays.
Comments should be identified on
the outside of the envelope and on the Categories of records in the system:
Name, home telephone number, and
documents submitted to DOE with the
designation "iEA-23,
Privacy Act home address.
System of Records". Fifteen copies
should be submitted. All comments re- Authority for maintenance of the system:
ceived on or before August 28, 1978, . 5 U.S.C. 301; Federal Energy Admin.
will be available for public inspection
istration Act of 1974; Executive Order
in the DOE Reading Room, Room 11790; Department of Energy Organi2107, Federal Building, 12th and Penn- zation Act; Executive Order 12009.
ashington,
sylvania Avenue NW.,
D.C., between the hours of 8 a.m. and Routine uses of records maintained In the
4:30 p.m., Monday through Friday, system, including categories of users and
except on legal public holidays. These the purposes of such uses:
comments and all other relevant inforThe records are available only to
mation will be considered by DOE DOE staff within the office of the Secbefore the amended system is adopted retary and the energy policy staff
in its final form.
within the Executive Office of the
. Any information or data considered President. Telephone numbers will be
by the person furnishing it to be confi- given out on an individual basis from
dential must be so identified and sub- the list to those DOE officials or
mitted in writing, one copy only. The energy policy staff with a demonstratDOE reserves the right to determine ed need for the information in the
the confidential status of the informa- course of their duties.
tion or data and to treat it according
to that determination.
Policies and practices for storing, retrievIt is the intent of DOE to operate ing, accessing, retaining, and disposing of
the amended system of records as pro- records in the system:
posed at the expiration of the comment period if no comments to the Storage:
Paper records.
contrary are received.
The DOE has, determined that this
document does not contain a proposal Retrievability:
Name of DOE official or support
requiring preparation of a regulatory
analysis under Executive Order 12044. staff.
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Safeguards:
Records are located in lockable
drawers in secured rooms with access
limited to those whose official duties
require access.
Retention and disposal:

Records are revised when appropriate, at which point the older records
are destroyed.
System manager and address:
Director, Office of the Secretary,
Department. of Energy, Forrestal
Building, Washington, D.C. 20585.
Notification procedure:
Requests by an individual to determine if a system of records contains
information about him should be directed to the Privacy Act Officer, De- partment of Energy, Washington, D.C.
20461, in accofrdance with DOE's Privacy Act Regulations
Record access procedures:
Requests by an individual for access
to a system of records that contains
information about him should be directed to the Privacy Act Officer, Department of Energy, Washington, D.C.
20461, in accordance with DOE's Privacy Act Regulations (10 CFR 206.3,
40 FR 45610 (October 2, 1976)).
Contesting record procedures:
Reqluests by an individual to correct
or amend the content of a record containing information about him should
be directed.to the Privacy Act-Officer,
Department of -Energy, Washington,
D.C. 20461, in accordance with Privacy
Act Regulations (10 CFR 206.7, 40 FR
45613 (October 2,1975)).
Record source categories:
The subject individuals.
System exempted from certain provisions
of the actNone.
EM Doc.'78-20881 Filed 7-27-78; 8:45 am]
[6560-01]
ENVIRONMENTAL PROTECTION
AGENCY
EFRL 910.-]
IDENTIFICATION OF CONVENTIONAL
POLLUTANTS
Publication

Notice is hereby given that the Environmental Protection Agency is publishing on this date a list of four conventional pollutants in accordance
with subsection 304(a)(4) of the Clean
Water Act, 33 U.S.C. 1251 et seq.
These four pollutants are required to
be listed by the act and are therefore
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published as a final list. Three addi- tain conventional pollutants: oxygen
tional pollutants are proposed today demanding substances, solids and nuas conventional pollutants and public trients.
comment is invited.
The overriding consideration in the
Pursuant to section 304(a)(4) of the Agency's selection process is the enviact, the Administrator is required ronmental effects of classes of pollutwithin 90 days to publish information
ants. The legislative history indicates
identifying conventional pollutants in- that conventional pollutants are gencluding but not limited to, pollutants erally those pollutants which are natclassified as biological oxygen demand- urally
occurring,
biodegradable,
ing, suspended solids, fecal coliform oxygen demanding materials, and
bacteria and pH. The thermal compo- solids and which have similar characnent of any discharge is not to be iden- teristics to naturally occurring biodetified as a conventional pollutant gradable substances. This criterion is
under section 304(a)(4).
supported by Congress' designation of
For conventional pollutants, the ap- BOD and TSS as conventional pollutplicable technology-based limitations ants. These classes of pollutants
for point sources are defined on the Impact water quality and aquatic life
basis of the "best conventional pollu- and therefore are an appropriate critetion control technology" (BCT) pursu- rion to be used in the selection of conant to section 304(b)(4)(B) and section ventional pollutants.
The second criterion the Agency es301(b)(2)(E) of the act, and section
301(b)(2)(E) provides-that such limita- tablished concerned those classes of
tions must be achieved not later than pollutants that traditionally have
July 1,, 1984. The reasonableness as- been the primary focus of wastewater
sessment required under section control. This criterion s supported in
304(b)(4)(B) of the act for the deter- the act's designation of pH and fecal
mination of BCT may, In some cases, coliform as conventional pollutants,
result in effluent limitations less strin- neither of which is oxygen demanding
gent than those edtablished based or a solid. The Agency believes this is
upon "best available technology eco- an appropriate criterion and is in
nomically achievable." However, in no keeping with the intent of the actcase shall BCT limitations be less
Using these criteria, three classes of
stringent than those based on "best
conventional pollutants have been
practicable technology currently avail- Identified: oxygen demanding substances, solids, and nutrients.
able."
The act and Its legislative history
Cuma CoNsmmmA D RmrscrEn
state 'that the economic and water
quality waivers provided in sections
There were two other criteria that
301(c) and 301(g) will not be available were considered in the selection procfor BCT limitations. It should be ess, but ultimately rejected.
stressed that loss of these waivers by
First, although the cost and level of
iddition of a pollutant to the conven- reduction of conventional pollutants
tional pollutant list will result in limi- from the discharge of publicly owned
tation of the Agency's authority to treatment works (POTW) is one factor
provide a permittee with effluent limi- used to establish the "reasonableness"
tations less stringent than BCT based of BCT limitations, the Agency conon a case-by-case evaluation of eco- cluded that this does not require that
nomic or water quality concerns. Thus a pollutant be regulated at secondary
establishment of' BCT may result in treatment levels in POTW in order to
some cases in the imposition of efflu- be Identified as conventionalent limitations which are more strinAlthough most of the pollutants
gent than necessary for protection of that Congress specified are treated by
local water quality. Since BCT will the secondary treatment, this is not
always be equal to or -less stringent
true for every pollutant. For example,
than BAT, BCT may be less protective fecal coliform was included by Conof water quality. Such cases would gress although EPA does not require
result in a greater reliance on water the control of fecal coliform as part of
quality standards.
secondary treatment standards. Additionally, there is not necessarily a
CRmrEu CoNsmERm Am AcmWnm
direct link between secondary treatBecause the act is silent on the defi- ment levels and environmental imnition of conventional pollutants, the pacts, thus the criterion is inappropriAgency was allowed a great deal of dis- ate.
cretion in determining criteria factors.
Further. the concept of secondary
However, the Agency tried to deter- treatment is nowhere identified by
mine the act's intent and used the act
Congress as a requirement in defining
and the legislative history as a guide this reasonableness test. If a pollutant
to establishing criteria which were is normally treated beyond secondary
used in the selection of conventional treatment by POTW, the Agency can
pollutants. Based on these consider- use those costs and effluent reduction
ations the Agency has Identified three benefits as the basis of comparison for
classes of substances which may con- establishing BCT limitations.
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If the three pollutants that EPA is -well as the appropriateness of a candiproposing to add to the conventional
date pollutant.
pollutant list, phosphorus is the only
CONVENTIONAL POLLUTANT LiST
pollutant which is not commonly
treated by secondary treatment techThe act identifies four pollution panology. It should be emphasized that rameters as conventional:
in determining the "reasonableness"
,.Biochemical oxygen demand (BOD)
of BCT limitations for phosphorus, is a standardized laboratory test which
the Agency intends to use POTW ter- is a measure of the quantity of distiary control costs and reduction as solved oxygen used in the biochemical
the basis for comparison to industrial oxidation of organic matter in a specipoint source dischargers of phospho- fied time, at a specified temperature,
rus, while for BOD and TSS, second- and under other specified conditions.
ary treatment costs and reductions The test is a measure used to deterwill be the basis for comparison.
mine waste loadings to wastewater
Finally, although the act specifies treatment plants and to evaluate the
that one factor in determining BCT efficiency of such treatment systems.
limitations is the cost and effluent reTotal suspended solids (TSS) (nonductions of conventional pollutants at filterable residue) is a laboratory
POTW; it does not prohibit the measure of the organic and inorganic
Agency from using other tests to de- particulate matter in wastewater
termine the reasonableness of BCT which does not pass through a specilimitations. Thus,. if a pollutant is not fied glass filter disk. The test does not
commonly treated by POTW technol- differentiate specific types or sources
ogy but would otherwise meet the cri- of suspended solids. TSS is also used
terla for a conventional pollutant, it as a parameter in characterizing
may be designated as a conventional wastewaters and in determining the
pollutant. The Agency believes that efficiency of wastewater treatment
the treatability of a conventional pol- works.
lutant by a POTW should not be a
Fecal coliform bacteria are measured
factor in the selection of conventional to identify the bacteria which are norpollutants.
mally present in the intestinal tract of
The second criterion that the warm-blooded
animals
including
Agency considered and rejected was
humans and are recognized universally
that the conventional pollutants are as indicators of sanitary water quality.
those not identified as toxic. Although Fecal coliform bacteria are conventhe legislative history indicates that tionally held to indicate the potential
conventional pollutants are not toxic, presence of pathogenic intestinal orthe Agency does not interpret this to
ganisms.
mean that because pollutants have
The term PH is a designation for,the
toxic properties that they are pre- negative logarithm of the hydrogen
cluded from being on the conventional
ion concentration in water and is a
pollutant list. If a pollutant meets the measure of acidity and alkalinity
criteria for conventional pollutants achieved by various dissolved comand incidentally is toxic, the Agency pounds, salts and gases. It is an imporbelieves that it has the flexibility to tant factor in chemically characterizweigh the pollutant's toxic properties ing water systems since changes in pH
against its conventional properties and affect the degree of dissociation of
assign the pollutants to the list (con- weak acids or bases. This in turn afventional pollutant list or toxic list) fects the toxicity and solubility of
which the Agency deems more appro- many compounds including metals and
priate.
metallic salts. Biological systems are
The major impact of assigning a pol- affected by the pH of the water. pH is
lutant to the conventional list rather widely recognized as a necessary meathan the toxic list is that the BCT surement in the control of chemical
limitations for conventional pollutants and biological wastewater treatment
must meet the added test of reason- systems.
ableness, while the limitation for a
Section 304(a)(4) authorizes the Adtoxic pollutant must meet BAT. ministrator to specify conventional
Therefore, the control of a conven- pollutants in addition to the four pational may be less than that of a toxic. rameters identified as conventional by
Because the selection criteria are the the act, and the Agency is now proposmajor factors in the choice of conven- ing chemical oxygen demand (COD),
tional pollutants, other than those phosphorus, and oil and grease as canmandated by the act, the Agency en- didates for designation as conventional
couraes interested parties to-6mment pollutants.
on these and other criteria and their
Chemical oxygen demand (COD) is a
appropriateness in selecting conven- standard test typically used to charactional pollutants. It must be empha- terize certain industrial waste loads
sized that these criteria are the essen- and for control of wastewater treattial elements in the selection process. ment works. This determination proPublic comments should emphasize vides a measure of the carbonaceous
the appropriateness of the criteria as portion of the organic matter present

that is susceptible to oxidation by a
strong chemical oxident such as potassium dichromate. Thus, like BOD,
COD is a measure of an oxygen demanding fraction in wastewater
streams. However, with certain waste
containing chemical substances, COD
provides a means of determining the
organic deiniand for oxygen whore
BOD may not provide such data.
Phosphorus also is a pollutant which
traditionally has been of concern in
wastewater control and treatment. It
is a nutrient and the growth enhancing properties of phosphorus on aquatic plants and the resultant environ.
mental degradation are well recognized. Phosphorus is regarded as a
controlling factor in accelerating nuisance aquatic plant growths and eutro.
phication, particularly in fresh water.
Phosphorus means total phosphorus
as defined at 40 CFR 136.
Oil and grease is defined by the measurement method used. The method
measures groups of oils of petroleum,
animal and vegetable origin having
similar physical characteristics based
upon their mutual solubility in the organic solvent used (trichloro- trifluoroethane). It is common practice to install oil and grease removal equipment
for by-product recovery purposes or to
prevent disruption of subsequent
wastewater treatment. Substances
found in this group of pollutants also
represent oxygen demanding material
and are of concern in wastewater
treatment.
Concentrations of BOD, COD, TSS,
and oil and grease may in some cases
reflect the pollutional load of toxic
pollutants in a wastewater. Where
available data support this relationship, it is the Agency's intent that it
may specify one or more of these parameters as an indicator of a toxic pollutant. Effluent limitations for such
indicators of toxic pollutants will be
established pursuant to the provisions
of best available treatment technology, pretreatment, new source performance standards, and best management practices of the act. When a conventional pollutant is used as an indicator for a toxic pollutant or for a
group of toxic pollutants in effluent
limitations, such conventional pollutant will be treated as a toxic pollutant
for purposes of effluent limitation.
In high concentrations some conventional pollutants may adversely affect
the biological treatment process in
publicly owned wastewater treatment
plants. Thus, there is no intent to supersede any local ordinances for control of any of these corventional pollutants through pretreatment requirements.
In summary, the pollutants and
measurements of pollutants listed and
proposed today as conventional pollutants include:
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biochemical oxygen demand (BOD);
total suspended solids (nonfilterable) (TSS);
fecal coliform bacteria;

pH (hydrogen ion);

PROPOSED ADDITIONS TO THE LIST OF
CONVENTIONAL POLLUTAETS

Down payment on equipmentLease payments on equipment (Unclud.
lag interest).
Building-

chemical oxygen demand (COD);
phosphorus;
oil and grease.

1iscellaneous
Working capital (first year)

Comments - on the proposed list of
conventional pollutants are invited
and all comments received on or
before September 26, '1978, will be considered in developing a final notice
identifying conventional pollutants.
Suggestions for additions.or deletions
to this list accompanied by a rationale
should be directed to Mr. Kenneth M.
Mackenthun, Director, Criteria and
Standards Division (WH-585), 401 M
Street SW., Washington, D.C. 20460,
202-755-0100.
Dated: July 21, 1978.
BARBARA BLum,

ActingAdministrator.
[FR Do(. 78-20850 Filed 7-27-78; 8:45 am]
[6712-01]
FEDERAL COMMUNICATIONS
COMMISSION
EBC Docket Nos. 78-37,78-38; File Nos.
BPH-9,964; BPH-10,048]
KALTRIM BROADCASTING CO. AND

PENINSULA BROADCASTING, INC.
Memorandum Opinion and Order Designating
Applications for Consolidated Hearing on

Stated Issues

2. Analysis of Kaltrim's financial
data reveals that $64,3282 will be required to construct the proposed facility and operate for one year, without
revenue, itemized as follows:

-

Adopted: July 6,1978.
Released: July 25, 1978.
In re Applications of: Kaltrim
Broadcasting Co., Kalkaska, Mich., BC
Docket No. 78-37; File No. BPH-9,964;
Requests: 97.7 MHz, Channel No.
249A, 3 kW (H&V), 300 feet (H&V)
Peninsula Broadcasting, Inc., Kalksaska, Mich., BC Docket No. 78-38,
File No. BPH-10,048; Requests: 97.7
MHz, Channel No. 249A, 1 kW (H&V),
500 feet (H&V) for construction perInits.
By the Chief, Broadcast Bureau:
1. The Commission, by the Chief,
Broadcast Bureau, acting pursuant to
delegated authority, has before it the
above-captioned applications of Kaltrim Broadcasting Co. (hereinafter
"Kaltrin") and Peninsula Broadcasting, Inc. (hereinafter "Peninsula"),
which are mutually exclusive in that
they seek the same FM broadcast
channel in Kalkaska, Mich.1
'Kaltrim ,also has pending before* the
Commission- an application for a construction permit for a new commercial AM station in Kalkaska, Mich. (file No. BP-20,329).

Total

$3.234
9.494
3.00
2.000
40.000
64.323

shows that not all signlfcant groups
have been consulted. Voice of Dizie

Inc, 45 FCC 2d 1027, 29 RR 2d 1124

(1974). For example, Kaltrin's list of
community leaders contacted includes
no Identifiable leaders of industry,
labor, recreation, public service organizations, the elderly, and the professions. Furthermore, the applicant has
not provided a sufficient description of
the methodology It employed in its
sample of the general public for the
Commission to determine whether
was
sample
random
genuinely
achieved, in compliance with Question
and Answer 13(b) of the Primer. An
ascertainment issue will therefore be
specified.
4. Analysis of Peninsula's financial
data reveals that it will require,
$76,650 to construct its proposed facility and-operate for 1 year, without revenue, itemized as follows:

To attempt to meet this requirement,
Kaltrim relies upon a stockholder loan
of $55,000 from George E. Benko.
However, the loan commitment does
not state the rate of Interest, the'collateral required, if any, or the terms of
repayment as required by section mI,
Paragraph 4(a) of the application.
Therefore, the Commission is unable
to find that the proposed loan is available. Moreover, Mr. Benko's balance
sheet submitted in support of his abill- Equipment
$29,650
11500
ty to honor the loan commitment is Building
6,000
more than one year old. Without a L11wellaneous
39.500
capital
(fWrit
ye
r)
Working
current balance sheet, we are unable
to determine whether Mr. Benko has
76,650
Totlthe financial ability
to comply with
3
Peninsula
To
meet
this
requirement,
loan agreement. Accordingly, since
Kaltrim has not shown any funds plans to rely on $10,000 in stock subavailable, a financial issue will be spec- scriptions and $80,000 in loans from
two of its principals, Roy Henderson
ified.
3. Kaltrlm has failed to comply with and Roger Watson.' Peninsula has not
the Commission's Primer on Ascer- satisfactorily established the availabiltainment of Community Problems by ity of the proposed commitment from
Broadcast Applicants, 27 FCC 2d 650. Roy Henderson. Mr. Henderson relies
21 RR 2d 1501 (1971). Question and on two bank loans from the Cadillac
Answer 9 of the Primer requires that State'Bank to support his $40,000 comapplicants show that they have deter- mitment. Since the bank commitment
mined the composition of their com- letter has expired, the Commission is
munities by submitting "such data as unable to find these funds available.
the Commission notes that
is necessary to indicate the minority, Moreover,
racial, or ethnic breakdown of the while the Cadillac State Bank commitcommunity, its economic activities, ment letter requires Mrs. Henderson's
governmental 'activities, public service cosignature for the loans and contemplates the pledge of certain assets of
organizations, and any other factors or
the corporate applicant and its stockactivities that make the particular holders,
no indication of Mrs. Hendercommunity distinctive." Kaltrim has
agreement to co-sign the note or
failed to provide information relating son's
any agreement to the collateralizato Kalkaska's public service organiza- of
tion
requirements have been presenttions. Evaluation of the applicant's list ed. Since
Peninsula has, therefore,
of community leaders in light of the shown the availability
of only $50,000
demographic information submitted to meet a $76,650 requirement,
a financial Issue will be specified.
'5. Peninsula proposes independent
2Haltrim's financial proposal states, In
part, that the FM station will utilize the programing, while Kaltrim, should its
proposed AM station's program origination pending AM application be granted,
equipment. However, no amount has been
proposes to duplicate the programing
specified in the FM applicatlonf for this cost. of that station during 62 percent of its
Since this application is being processed broadcast time. Therefore, evidence
prior to the AM application, the cost of this
equipment has been included in our calcula- regarding program duplication will be
tion of Kaltrim's first year costs. Moreover, admissible under the standard comthe first year operating costs for the pro- parative Issue in the event that the
posed AM station have been added to the .AM application is granted before the
FM operating cost estimate in light of Kal- hearing in this proceeding has been
trlm's Intention to duplicate all of the pro- terminated. When duplicated programgming of Its proposed AM station.
graming is proposed, the showing per'Mr. Benko's balance sheet suffers from a
further infirmity for Mr. Benko proposes to
loan $25,000 to Gladwin Broadcasting Co.
4Each stockholder has -ubscribed to
for the construction and operation of an FM $5.000 of stock. Furthermore, Roy Henderstation in Gladwin, Mich. However, his bal- son and Roger Watson have committed to
ance sheet falls to reflect this current liabil- loan the applicant $35,000 and $45,000, reity.
spectively.
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mitted under the standard compara- tion to appear on the date fixed for
tive issue will be limited to evidence the hearing and present evidence on
concerning the benefits to be derived the issues specified in this order.
from the proposed duplication which
10. It is further ordered,That the apwould offset its inherent inefficiency. plicants herein shall, pursuant to secJones T. Sudbury, 8 FCC 2d 360, 10
tion 311(a)(2) of the Communications
RR 114 (1967).
Act of 1934, as amended, and § 1.594 of
6. Data submitted by the applicants the Commission's rules, give notice of
indicates that there would be a signifi- the hearing, either individually or, if
cant difference in the size of the areas feasible and consistent with the rules,
and populations which would receive jointly, within the time and in the
service from the proposals. Conse- manner prescribed in such rule, and
quently, for the purposes of compari- shall advise the Commission of the
son, the areas and populations which publication of such notice as required
would receive P' service of 1 mV/m
by section 1.594(g) of the rules.
or greater intensity, together with the
FEDERAL COLUnUNICATIONS
availability of other primary aural serCommaISSION,
vices in such areas will be considered
WALLACE E. JOHNSON,
under the standard comparative issue,
Chief,BroadcastBureau.
for the purpose of determining wheth[FR
Doe.
78-20846
Filed 7-27-78; 8:45 am]
er a comparative preference should
accrue to either of the applicants.
7. Except as indicated by the issues
specified below, the applicants are [6712-01]
qualified to construct and operate as
TV BROADCAST APPLICATIONS READY AND
proposed. However, because the proAVAILABLE FOR PROCESSING
posals are mutually exclusive, they
must be designated for hearing in a Adopted: July 17, 1978.
consolidated proceeding on the issues Released: July 21, 1978.
specified below.
By the Chief, Broadcast Facilities
8. It is ordered, That, pursuant to
section 309(e) of the Communications Division.
Notice is hereby given, pursuant to
Act of 1934, as amended, the applications are designated for hearing in a § 1.572(c) of the Commission's rules,
consolidated proceeding, at a time and that on September 8, 1978, the TV
broadcast applications listed in the atplace to be specified in a subsequent
tached appendix will be considered as
order, upon the following issues:
1. To determine whether Kaltrim ready and available for processing.
Broadcasting Co. is financially quali- Pursuant to § 1.227(b)(1) and § 1.591(b)
fied to construct and operate its pro- of the Commission's rules, an application in order to be considered with any
posed station.
To determine the efforts made by application appearing on the attached
Kaltrim Bradcasting Co. to ascertain list or with any other application on
the community needs and interests of file by the close of business on Septhe area to be served and the means tember 7, 1978, which involves a conby which the apllicant proposes to flict necessitating a hearing with any
application on this list, must be submeet those needs and interests.
3. To determine with respect to the stantially complete and tendered for
application of Peninsula Broadcasting, filing at the offices of the Commission
in Washington, D.C., by the close of
Inc.:
(a) The availability of additional business on September 7, 1978.
The attention of any party in interfunds in excess of the $50,000 indicatest
desiring to file pleadings concerned; and
ing
any pending TV broadcast applica(b) Whether, in light of the evidence
pursuant to section 309(d)(1) of
adduced pursuant to (a) above, the ap- tion,
Communication's Act of 1934, as
plicant is financially qualified to con- the
amended, is directed to § 1.580(i) of
struct and operate as proposed.
Commission's rules for provisions
4. To determine which of the propos- the
governing
the time for filing and other
als would, on a comparative basis, requirements
relating to such pleadbetter serve the public interest.
5. To determine in light of the evi- ings.
FEDERAL COMnNTICATIONS
dence adduced pursuant to the foregoCoArnnsSION,
ing issues, which, if either of the apWiLLrrAm J. TRicARIco,
plications for a construction permit
Secretary.
should be granted.
9 It is further ordered, That no avail BPCT-5171 (new), Tulsa, Okla., Oklahoma
themselves of the opportunity to be
City Broadcasting Co. Channel 23. ERp.
Vis. 2838 kW, AAAT: 1,480 ft.
heard, the applicants, pursuant to
§ 1.221(c) of the Commission's rules, in BPCT-5172 (new), Tulsa, Okla., Western
Area Bureau of Information Broadcasting
person or by attorney shall, within 20
Division, Channel 41. ERP. Vis. 2100 kW,
days of the mailing of this order, file
HAAT- 291 ft.
with the Commission in triplicate, a BPCT-5173
(new), Galveston, Tex., The Old
written appearance stating an intenTime Religion Hour, Inc. (The O.T.R.H.,

Inc.) Channel 48. ERP. ViS. 2500 kW.

HATT: 1,151 ft.
BPCT-5175 WTVX-TV, Ft. Pierce, Fla.,

Indian River Television. Inc. Channel 34,
Change ERP. to Vis. 2846 kW, HAAT:
1.486 ft.; change transmitter location.
BPCT-5176 (new). Newark. Ohio., Christian
Television of Ohio, Inc. Channel 52. ERP.
Vis. 21.5 kW, HAAT: 395 ft., requet
waiver of § 73.610 of the Commission's
rules.
BPCT-5179 (new), Tulsa, Okla., David Liv.
ingstone Missionary Foundation, Channel
47. ERP. Vis. 344 kW, HAAT: 638 ft.
BPCT-5183 (new), Hardin, Mont., KOUS
TV, Inc. Channel 4. ER?. ViS. 91.45 kW,
HAAT. 1,062 ft.

BPCT-5185 (new), West Chicago, Ill., Lago
Grande Television Co. Channel 60. ERP.
Vis. 2390 kWV, HAAT: 1,460 ft.
BPCT-5199 (new), Miami, Fla., Contempo.
rary Television Broadcasting, Inc. Channel 39. ERP. Vis. 2858 %V,
HAAT: 649 It.:
request for waiver of § 73.610(d) of the
Commission's rules.
BPET-610 (new), Bismarck. N. Dak., Prairie
Public Television, Inc. Channel 03. ERP.
Vis. 100 kV, HAAT: 1,393 ft.
BPET-611 (new), Minot, N. Dak., Prairie
Public Television, Inc. Channel '0. ERP.
Vis. 100 kW, HAATi 1,111 ft.
Application deleted from public notice released May 26, 1978. mimeo No. 1196, 43 FR
24132.
BPET-600 (WNJB-TV), New Brunswick,
N.J., New Jersey Public Broadcasting Authority. Channel *58. Change transmitter
location: change ERP. Vis. 3040.9 kW,

- HAAT: 1,410.3 ft.: and request for waiver
* of § 73.610(d) of the Commission's rules.

[FR Doe. 78-20848 Filed 7-27-78; 8:45 am]

[6210-01]
FEDERAL RESERVE SYSTEM
GUARANTY CORPORATION
Formation of Bank Holding Co.

Guaranty
Corporation,
Denver,
Colorado, has applied for the Board's
approval under § 3(a)(1) of the Bank
Holding Company Act (12 U.S.C.
1842(a)(1)) to become a bank holding
'company by acquiring 80 per cent or
more of the voting shares of Guaranty
Bank & Trust Company, Denver, Colorado. The factors that are considered
In acting on the application are set
forth in § 3(c) of the act (12 U.S.C.
§ 1842(c)).
The application may be inspected at
the offices of the Board of Governors
or at the Federal Reserve Bank of
Kansas City. Any person wishing to
comment on the application should
submit views in writing to the Secretary, Board of Governors of the Federal Reserve System, Washington, D.C.
20551 to be received no later than
August 15, 1978.
.Board of Governors of the Federal
Reserve System, July 25, 1978.
GRIFFITH L. GARWOD,

Deputy Secretary of the Board.
[FR Doe. 78-20897 Filed 7-27-78; 8:45 am]
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3. AGENCY FORM NUMBER
-

[4110-89]
- DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE
Assistant Secretary for Information
COMMENTS ON COLLECTION OF INFORMATION AND DATA ACQUISITION ACTIVITY

Pursuant to Section 406(g)(2)(B),
General Education Provisions Act,
notice is hereby given as follows:
The U.S. Office of Education has
proposed collections of information
and data acquisition activities which
will request information from educational agencies or institutions.
The purpose of publishing this
notice in the FEDEkAL REGiSrER is to
comply with paragraph (g)(2)(B) of
the "Control of' Paperwork" amendment which provides that each educational agency or institution subject to
a request under the collection of information and data. acquisition activity
and their representative organizations
shall have an opportunity, during a 30day period before the transmittal of
the request to the Director of the
Office of Management and Budget, to
comment to the Administrator of the
National Center for Education Statistics on the collection of information
and data acquisition activity.
These data acquisition activities are
subject to review by the HEW Education Data Acquisition Council and the
Office of Management and Budget.
Descriptions of the proposed collections of information and data acquisi.tion activities follow below.
Written comments on the proposed
activities are -nvited. Comments
should refer to the specific sponsoring
agency and form number and must be
received on or before August 28, 1978
and should be addressed to Administrator, National Center for Education
Statistics, ATTN: Manager, Information Acquisition, Planning, and Utilization, Room 3001, 400 Maryland
Avenue SW., Washington, D.C. 20202.
Further information may be obtained from Elizabeth-M. Proctor of
the National Center for Education
Statistics, 202-245-1022.
MAR D. ELDRnhGE,
Administrator,National Center
for EducationStatistics.
DESCRIPTION OF A PROPOSED COLLECTION OF
INFOR&ATION AND -DATA AcuIsrrIoIN AcTIVITY

4. LEGISLATIVE AUTHORITY FOR THIS ACTIVITY
"(16) provides (A) that the applicant will
make periodic reports at such time. in such
form. and containing such information as
the Assistant Secretary may require by regulation, which regulation may require at
least.(I) In the case of reports relating
to performance, that the reports be consistent
with specific criteria related to the program
objectives, and
(1) That the reports include information
relating to educational achievement of children in the schools of the applicant, and (B)
that the applicant will keep such records
and afford such access thereto as(I) Will be necessary to assure the correctness of such reports and to verify them. and
(ii) Will be necessary to assure the public
adequate access to such reports and other
written materials.
(b) No application under this section may
be approved which is not accompanied by
the written comments of a committee established pursuant to clause (2)(B) of subsection (a). The Assistant Secretary shall not
approve an application without first afford.
ing the committee an opportunity for an Informal hearing If the committee requests
subh a hearing. (Pub. L. 92-318. section
710(a)(16) and section 710(b)); (20 U.S.C.
'1609(a)(16)
and
1609(b));
(45
CFR
185.13(k)). (Office of Education General
Provisions for Programs, 45 CFRPart 1OOa.
Subparts P, Q, and R.)
5. VOLUNTARY/OBLIGATORY NATURE OF

RESPONSES REQUIRED
Required of grantees.
6. HOW INFORMATION TO BE COLLECTED WILL RE
USED
Performance reports (OE 257, OE 116-2, 2-1, -2-2)--information will be used to measure the effectiveness of programs In meeting the objectives.
Financial status report (SF 269)-nformation will be used to determine the amount
of unspent funds that must be returned to
the US. Treasurer.
7. DATA ACQUISITION PLAN
a. lethod of collection: DaI.
b. Time of collection:
Program Progress Report. OE 257: 180
days after beginning of the budget period.
Financial Status Report, SP 269: Within
90 days after completion of the grant.
Districtwlde Advisory Committee Report,
OE 116-2-1: Within 90 days after completion of the grant.
Student Advisory Committee Report, OE
116-2-2: Within 90 days after completion of
the grant.
Frequency. Annually.
8. RESPONDENTS

a. Type: Local educational agencies. insti.

1. TITLE OF PROPOSED ACTIVITY

Program1inancial Status Report and Performance Reports for the Emergency
School Aid Act and Title IV of the Civil
Rights Act of 1964.
2. AGENCY/SBUEAU/OFFICE

U.S. Office of Education, Bureau of Elementary and Secondary Education, Equal
Educational Opportunity Programs.

OE Forms 257. 116-2, -2-1. -2-2.

tutions of higher education, other public
agencies and organizations, and private nonprofit organizations.
b. Number.
Program Progress Report: 1344.
Financial Status Report: 1344.
Distrietwide Advisory Committee Report:
935:
" Student Advisory Committee Report:

1150.

c. Estimated average man-hours per respondent:
Program Progress Report: 12 hours.
Financial Status Report: 2 hours.
Dlstrictwide Advisory Committee Report:
%hour.
Student Advisory Committee Report:
hour.
9. INFORIATION TO BE coLLECTED
Program Progress Report: The grantee
shall provide for each type of project a list
of major events and for each event, provide
the planned and actual starting and completion dates, a brief description of actual accomplIshments, and the difference between
proposed and actual accomplishments
(where applicable).
Financial Status Report: Provide financial
data for each program, function, and activity In the approved budget. Provide the total
Federal and non-Federal gross outlays, the
total Federal and non-Federal unliquidated
obligations, the total cumulative amount of
Federal funds authoized and the unobligated balance of Federal funds.
DIlstrlctwide Advisory Committee Report:
The chairperson of the committee shall provide information about the frequency of
committee meetings and visits to the program, the opportunity to make recommendations to school officials, frequency with
which recommendations were carried out,
and a description of any advisory committee
activity that made a significant contribution
to the success of the program.
Student Advisory
Committee Final
Report: The chairperson of the committee
shall provide information about the frequency of committee meetings, the opportunity to make recommendations to school officials, the frequency with which recommendations were carried out, and a description
of any advisory committee activity that
made a significant contribution to the success of the program. Also, the chairperson is
requested to indicate participation In a list
of activities suggested In the ESAA Student
Advisory Committee Handbook and to rate
the success of those activities.
Description of a Proposed Collection of Information and Data Acquisition Activity
1. TITLE OF PROOSED ACIVXXT
National direct student loan program
semi-annual default loan report.
2. AGENCY/BU .U/OFFICE
US. Office of Education/Bureau of Student Financial Assistance/Division of Program Operations.
3. AGENCY FORM NUBER
OE form 574.
4. LEGISLATIVE AUTHOR=T

FRo THIS ACTIVITY

Section 463. (a) "An agreement with any
Institution of higher education for the payment of Federal capital contributions under
this part shall: Provide that where a note or
written agreement evidencing a note has
been In default for (A) one hundred and
twenty days, In the case of a loan which is
repayable In monthly installments, or (B)
one hundred and eighty days. in the case of
a loan which Is repayable in less frequent
Installments, notice of such default shall be
given to the Commisoner in a report describing the total number of loans from
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such fund which are in such default, and
made to the Commissioner at least semi-annually."
(Pub. L. 92-318, Sec. 137(b), 20 U.S.C.
1087cc, as amended under Sec. 130(c), Pub.
L. 94-482, Education Amendments of 1976.)
S.VOLUNTARY/OBLIGATORY NATURE OF
RESPONSE
Required to obtain or maintain benefits.

4. LEGISLATIVE AUTHORITY FOR THIS ACTIVITY
"* * * the Commissioner shall conduct a
statistically valid survey for assessing the
effectiveness of individualized education
programs." Section 618, Pub. L. 94-142, 20
U.S.C. 1418.

6. HOW INFORMATION TO BE COLLECTED WILL BE
USED
Program management: This report will
serve to provide information about the capability of the institutions to establish and administer effective collections programs. The
data will be used to determine the effectivenets of the loan activities and to determine
whether the institutions are following the
steps necessary in the performance of due
diligence as stipulated in the regulations. It
will also be used in the formula to conipute
delinquence percentages and potential default rates.
Evaluation: (I) Compliance with established regulations pertaining to collection
practices, such as regular billing and followup procedures, and collection activities; (2)
institutional administrative capability; (3)
practices and policies established to carry
out due diligence.
Research:The data collected may be used
for the purposes of (1) establishing default
trends in various types of institutions by repayment method; (2) analysis and studies of
defaulted loans by educational organizations and OE; (3) comparison of default
ratios.
Condition of education: (1) Summaries of
categorical information for OE and organizations associated with the Education Community; (2) response to Congressional inquiries; (3) public dissemination.

6, HOW INFORMATION COLLECTED WILL BE USED

7.DATA ACQUISITION PLAN
(a) Method of collection: Mail.
(b) Time of collection: Winter (December
31) of each year.
(c)Frequency: Annually.
S. RESPONDENTS
(a) Type: Colleges and universities-vocational/technIcal and proprietary institutions of postsecondary education.
(b) Number: 4,000.
(c)Estimated average man-hours per respondent: 5.
9. INFORMATION TO BE COLLECTED

(1) Number of borrowers In default status.
(2) Principal amount outstanding.
(3) Principal amount in default.
DESCRIPTION OF A PROPOSED COLLECTION OF

INFORMATION AND DATA ACQUISITION AcTIrVIY
1. TITLE OF PROPOSED ACTIVITY
Survey of individual educational program
plans.
2. AGENCY/BUREAU/OFFICE
U.S. Office of Education/Bureau of Education for the Handicapped/Division of Innovation and Development.
3. AGENCY FORM NU6MBER

OE-631.

program the school has for handicapped
children.
DESCRIPTION OF A PROPOSED COLCTIoN or
INFORALTION AND DATA ACQUISITION Ac.
TIVITY ,

S. VOLUNTARY OBLIGATORY NATURE OF

1. TITLE OF PROPOSED ACTIVITY

RESPONSE

Fiscal-operations report 1977-1978 award
period (July 1, 1977 through Juno 30, 1978)
and application to participate-1979-1980
award period (July 1, 1979 through June 30,
1980)-national direct student loan, supplemental educational opportunity grants, and
college work-study programs.

Voluntary.
Evaluation: The Survey is one of several
evaluation studies authorized under Section
618, Pub. L. 94-142. This section specifically
mandates the survey, " * * * the Commissioner shall conduct a statistically valid
survey for assessing the effectiveness of individualized education programs."
The primary but not only objective of all
the evaluation studies Is.to provide Information for a annual congressional report. The
objective of this report is to describe who,
where, and how the beneficiaries of Pub. IL
94-142 are served; what administrative
mechanisms are used to provide these services; what-the consequences are of the law;
and the extent the intent of the law is being
met.
The specific objective of the' survey is to
assess the effectiveness of the individualized
education program by surveying the mandated program document. First, section 613
mandates that several aspects of a good
plan must be included in the program document. Thus, the survey will describe the
nature, prevalence, and variety of plans to
serve handicapped children. Second, .the
survey will describe the characteristics of
the children and associate these characteristics with their plans. Third, the survey will
describe the characteristics of schools and
associate these characteristics with the
plans they have for the handicapped children they serve. And forth, the survey will
discuss the adequacy of the public document to account for and communicate the
program to all those interested in the education of that handicapped child.
7. DATA ACQUISITION PLAN

a. Method of collection: Site visit.
b. Time of collection: November
through the end of February 1979.
c. Frequency. Biennial.

1978

8.RESPONDENTS
a. Type: Teachers, elementary/secondary.
b. Number. 6,600.
c. Estimated average man-hours per respondent: 20 minutes.
a. Type: Principals, elementary/ secondary.
b. Number: 480.
c. Estimated average man-hours per respondent: 30 minutes.
a. Type: Superintendent of State institutions.
b. Number: 100.
c. Estimated average man-hours per respondent: 30 minutes.
9. INFORIATION TO BE COLLECTED

The teachers will be asked about the child
characteristics, the nature of the plan as
she/he is currently using it, and his/her Involvement in the development of the plan.
The principal will be asked about the
school characteristics and the nature of the

2. AGENCY-BUREAU-OFFICE

Office of Education-Bureau of Student
Financial Assistance-Division of Program
Operations.
3. AGENCY FORM NULDER
OE Form 646 (This form Is a combination
of the fiscal-operations report, EO form
1152-1-4, and the tripartite application, OE

form 1036).
4. LEGISLArIVE AUTHORITY FOR THiS ACTIVITY
A."Include such other provisions as may
be necessary to protect the financial inter.
est of the United States and promote the
purposes of this part as are agreed to by the
Commissioner and the institution." (Pub, L.
92-318, 20 U.S.C. 1087 cc section 137(b),
CFR, section 144.18) national direct student
loan program; "include such other provisions as may be necessary to protect the financial interest of the United States and
promote the purposes of this subpart."
(Pub. L. 92-318, 20 U.S.C 1070b-2, section
131(b), CFR section 176.23) supplemental
educational opportunity grants program;
"include such other provisions as the Commissioner shall deem necessary or appropriate to carry out the purposes of this part,"
(Pub. L. 89-329, 42 U.S.C. 2754, section
444(8), CFR section 175.29) college workstudy program.
B. "Any institution of higher education
desiring to receive payments of Federal cap.
ital contributions from the apportionment
of the State in which it is located for any
fiscal year shall make an agreement under
section 463 and shall submit an application
therefore to the Commissioner, in accordance with the provisions of this part, The
Commissioner shall, from time to time, sot
dates before which such institutions must
file applications under this section." (Pub.
L. 92-318, Section 137(b), 20 U.S.C. 1087bb,
CFR 144.5) national direct student loan pro.
gram; "The Commissioner shall, from time
to time, set dates before which Institutions
in any State must file applications for allo.
cation, to such institution, of supplemental
grant funds from the apportionment to that
State for any fiscal year pursuant to stnbsection (a)(1)." (Pub. L. 92-318, section
131(b)(1), 20 U.S.C. 1070b-3, CFR 170.5)
supplemental
educational
opportunity
grants program; "include such other provi.
sions as the Commissioner shall deem neces.
sary or appropriate to carry out the purposes of this part" (Pub. L. 89-329, section
444(8), 42 U.S.C. 2754, CIFR section 175.5, 6,
7) college work-study program.
5. VOLUNTARY/OBLIGATORY NATURE OF
RESPONSE

Fiscal-operations portion required of all
Institutions which participated in the pro.
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NOTICES
grams during 197.7-1978. Application portion
required only if institution wishes to participate in the programs during 1979-1980.
6. HOW INFORMATION COLLECTED WILL BE USED

*

cial aid; (3) number of eligible students by
type and income category for the 1977-1978
award period; and (4) "first time" applicant
Information such as number and status of
students enrolled and length of course.

Program management: The information
DEscRIoN OF APROPOSED COLLECTION OF
contained in this form will be used to deterINFORMATiON AND DATA AcQuIsITION
mine a standard measurement of relative institutional financial need which will be the
1. TITLE OF PROPOSED ACTIVITY
basis to compute the amount of funds
Evaluation
of the OE criteria for the recneeded by applicant institutions to operate
ognition of accrediting and State approval
one or more of the campus-based programs
during the 1979-1980 award period. Previous agencies.
fiscal utilization and historical data, as pro2.AGENCY/BUREAU/OFFICE
vided by each institution, will be used as a
Office
of
Education/Office of Planning.
base to determine relative need and the
final institutional allocations. The data will Budgeting, and Evaluation/Postsecondary
also be used to assess program effectiveness Programs Division.
and accountability of fund expenditures to
3. AGENCY FORMI 1-UMIBER
OE under the authority previously cited. In
addition, the data will be used in conjunc663.
tion-with institutional program reviews to
4. LEGISLATIVE AUTHorT'Yo TilsAcTIViTy
assess the administrative capability of the
applicant and compliance enforcement.
"0 * 0 the Secretary shall transmit to (apEvaluation:(1) Data collected will allow a propriate congressional committees) an
standard measure of relative institutional
annual evaluation report which evaluates
need culminating in a level of funding for the effectireness of applicable programs
institutions requesting participation in one
* * * such report shall I * * contain inforor more of the programs; (2) Data will also mation on the progress being made I I * debe used to develop a data base sufficiently
scribe the cost and benefits of the applicacomprehensive and reliable to drive funding
ble program * * * identify which sectors of
formulas based on verifiable data input (3)
the public receive the benefits of such proExpenditure data will be used to calculate
gram " 0." (20 U.S.C. 1226C) Pub. L. 93past utilization of funds awarded; (4) Data 380, Sec. 417.
regarding collection activities relating to the
S. VOLUNTARY/OBLIGATORY NATURE OF
NDSL program will be used for the cbmpuRESPONSE
tation of institutional default rates and the
identification of poorly administered operVoluntary.
ations which may require on site monitoring
and additional training of institutional per6. HOW INFORMATION COLLECTED WILL-11E USED
sonneL
The U.S. Office of Education (USOE) Is
I Research: The data collected will be used
required by law to Identify those accrediting
for the purposes of (1) evaluation of the and state approval agencies that are "rellnew funding process; (2) initiation of a spe- -able authorities as to the quality of train.
cific procedure which will enable institu- ing" offered by the institutions or programs
tions to determine long-range disbursement
accredited. In determining which agencies
needs; and (3) development of a nationwide
to recognize as "reliable authority", USOE
data base to evaluate future funding alter- examines the organization and functioning
natives.
of the agencies with respect to a published
Condition of Education: (1) Summarize list of criteria. The primary purpose of the
and categorize information for the Office of
study for which the proposed question.
Education and Organizations associated
naires have been designed is to evaluate the
with the education community, (2) response criteria and procedures followed by USOE
to Congressional inquiry; and.(3) public dis- in relation to Its congressional charge.
semination.
The major concerns of the study are
7. DATA ACQUISITION PLAN
for the reliability and validity of the
a. Method of collection: Mail.
recognition process. The following
b. Time of collection: Fall-1978.
purposes are directed to those two
c. Frequency: Annually.
concerns and to recommendations for
8. RESPONDENTS
modifying the process. 'The proposed
a. Type: Colleges and universities voca- questionnaires are related to the first
tional/technical and proprietary institu- four of the following six purposes.
tions of postsecondary education.
1. Assess the validity of the proceb. Number:. 4,400 Universe.
c. Estimated average man-hours per re- dures and criteria used to recognize accrediting and state approval agencies,
spondent. 30.
or the observable basis for the infer9. INFORMATION TO BE COLLECTED
ences drawn from them.
(a) Fiscal data regarding all programs for
2. Assess the reliability, or the abthe period ending June 30, 1978. (1) Number
sence of error, in the application of
of'students receiving financial aid by ethnic,
the recognition process.
sex, and income categories; (2) amount
3. Assess the impact of the recognispent by type of student and income categories; and (3) funds authorized and expended
tion process on the functions and proby program.
cedures of the accrediting and state
(b) Application data: (1) Funds needed to
approval agencies.
operate programs; (2) historical information
4. Suggest modifications for the recregarding-total enrollment, cost of attendance, revenues, and other sources of finan- .ognition process that will provide for:

a. Weights to be assigned to the different criteria In arriving at a recognition decision;
b. Periodic review of the procedures,
criteria, and their weights.
5. Review, through an examination
of appropriate documents and correspondence,
a. The functions and responsibilities
of the private accrediting associations,
State agencies, and USOE;
b. The history of the recognition
process and the development of the
present set of criteria.
6. Assess the relationships between
the present procedures and criteria.
7. DATA ACQUISITIO1 PLAH

a. Method of collection: Mall.
b. Time of collection: October 15, 1978 to
November 30,1978.
- c. Frequency: One-time. ge
a.REsPo NDENTS

a. Type: Heads of accrediting and State
approval agencies for postsecondary education.
b. Number: 100 (Universe).
c. Estimated average man-hours per respondent: 2 hours
a. Type: Chairpersons of accrediting agencies or commissions.
b. Number:. 100 (Universe).
c. Estimated average man-hours per respondent: One-half hour.
a. Type: State education agencies (members of licensing agencies, coordinating
boards for postsecondary education. State
boards of education, directors of vocational

education. State directors of student financial aid. legislators and aids).
b. Number:. 50 (total).

c.Estimated average man-hours per re-

spondent: 2 hours.

a. Type: Federal agency and congressional
staff members.
b. Number:. 50.
c. Estimated average man-hours per respondent: 2 hours.
a. Type: College and university faculty
members who have been Involved with the
accrediting or State approval process.
b. Number:.50.
c. Estimated average man-hours per respondent: 2 hours.
a. Type: Experts on accreditation (not
presently directly Involved with accreditation).
b. Number:. 25.
c. Estimated average man-hours per respondent: 2 hours.
a. Type: Critics of accreditation.
b. Number:. 25.
c. Estimated average man-hours per respondent: 2 hours.
9. Z.iOR4ATION TO BE COLLEC
Heads of accrediting and State approval
agencies for postsecondary education:
Evidence on the reliability and validity
of the OE recognition process
Evidence on the accessibility to observation of the OE recognition criteria.
Changes In accrediting or approval
practices over the past ten years;, when
such changes occurred: was the change
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attributable to the recognition process
or independent of it.
Suggestions for modification of the
recognition process: extent of agreement
within the accreditation community on
about 50 suggested changes in the recognition process.
Expert judges of accreditation (State
agencies and legislators, Federal agency and
congressional staff members, postsecondary
school administrators and faculty members,

independent experts and critics of accreditation):
Comparative importance of accreditIng agency characteristics.

Evidence on the reliability and validity
of the OE recognition process.
Chairpersons of accrediting agency commissions or boards:
Evidence on the reliability and validity
of the OE recognition process.

c. Estimated average man-hours per respondent: 5.
9. INFORMATION TO BE COLLECTED

The amount of Federal funds to be released, for the supplemental educational opportunity grants and/or college work-study
programs. The amount of additional Federal -funds requested for the SEOG and/or
CWS programs.
(FR Doe. 78-20893 Filed 7-27-78; 8:45 am]

14110-021
Office of Education
NATIONAL ADVISORY COUNCIL FOR CAREER
EDUCATION
Meeting

DESCRIPTION OF A PROPOSED COLLECTION OF AGENCY: Office of Education, NaINFORtLATION AND DATA ACQUISITION Ac- tional Advisory Council for Career

TIVITY

1. TITLE OF PROPOSED ACTIVITY
Institutional release of funds/request for
additional funds under the supplemental
educational opportunity grants and/or college work-study programs.
2. AGENC/BUREAU/oFCE
Office of Education/Bureau of Student
Financial Assistance/Division of Program
Operations.
3. AGENCY FORM NUMBER
OE form 1286.
4. LEGISLATIVE AUTHORITY FOR THIS ACTIVITY
The supplemental educational opportunity grants statue states that, "funds allocated to an Institution for initial grants
which the institution anticipates will not be
used by the end of the period for which
such funds were made available may be reallocated on an equitable basis to other institutions in that State." Pub. L 95-205 (20

U.S.C. 10706-3), CFR section 176.4(b).
"Provided further, that funds contained
herein for work-study grants shall remain
available through September 30, 1979 * * *"
Pub. L. 95-26 (42 U.S.C. 2756), CFR section
175.4(b).
5. VOLUNTARY/OBLIGATORY NATURE OF
RESPONSE
Required to obtain benefit.
6. HOW INFORLIATION COLLECTED WILL BE USED
The information will be used to identify
those institutions that are unable to utilize
all of their Federal funds in either the supplemental educational opportunity grants
and/or college work-study programs during

the award period, and the amounts, if any,

that they are willing to release. The Information will also be used to identify those institutions with additional need for funds in
either or both programs.
7. DATA ACQUISITION PLAN
a. Method of collection: Mail.
b. Time of collection: Fall.
c. Frequency: Annually.
8. RESPONDENTS
a. Type: Institutions of higher education.
b. Number. Estimated 2,500.

Education.
ACTION: Notice..
SUMMARY: This notice sets forth the
schedule and proposed agenda of forth
coming meeting of the National Advisory Council for Career Education. It
also describes the functions of the
Council. Notice of the meeting is required pursuant to Section 10 (a) (2)
of the Federal Advisory Committee
Act (Pub. L. 92-463.) This document is
intended to notify the general public
of their opportunity to attend.
DATE: August 28, 1978.
ADDRESS: Room 300, FOB No. 6, 400
Maryland Avenue, SW., Washington,
D.C.20202.
FOR FURTHER IN-FORMATION
CONTACT:
br. Joseph Scherer, Office of Education, Office of Career Education,
Seventh and D Streets SW., Room
3100, FOB No. 3, Washington, D.C.
20202, 202-245-2547.
The National Advisory Council for
Career Education is established under
section 406 of the Education Amendments of 1974, Pub. L. 93-380 (88 Stat.
552, 553.) The Council is directed to:
Advise the Commissioner of Education on the implementation of Section
406 of the Education Amendments of
1974, sections 331-336 of the Education amendments of 1976, and the
Career Education Incentive Act and
carry out such advisory functions as it'
deems appropriate, including reviewing the operation of these sections and
all other programs of the Division of
Education pertaining to the development and implementation of career
education, evaluating their effective-,
ness in meeting the needs of career
education throughout the United
States, and in determining the need
for further legislative remedy in order
that all citizens may benefit from the
purpose of career education as de-

scribed in section 406 and In the
Career Education Incentive Act.
The Council with the assistance of
the Commissioner conducted a survey
and assessment of the current status
of career education programs, pro.
jects, curricula and metertals in the
United States and submitted to Congress a report on such survery.
The Assistant, Secretary shall, to the
extent practicable, seek the advice and
assistance of the Council cohcerning
the lifelong learning activities authorized by section 133, Part B, Title I of
the Higher Education Act of 1965, as
amended.
The meeting of the Council shall be
open to the public. The meeting will
be held on Monday, August 28, 1978
and will begin at 9 a.m. and end at 4:30
p.m. The meeting will be held at the
Federal Office Building No. 6 (FOB
No. 6), located at 400 Maryland
Avenue SW. (room 3000), Washington,
D.C. 20202.
The proposed agenda Includes:
(1) Current Issues and Collaboration In
Career Education.
(2) Legislative Update.
(3) Recent Developments in Career Education.
(4) Subcommittee and Task Force Re.
ports.
(5) New Business.
Records shall be kept of all Council
proceedings and shall be available 14
'days after the meeting for public Inspection at the Office of Career Education located at Seventh and D
Streets SW., room 3100, FOB No. 3,
Washington, D.C. 20202.
Signed at Washington, D.C., on July
25, 1978.
JOHN LINDIA,

Delegate,NationalAdvisory
Councilfor CareerEducation.
[FR Doe. 78-20891 Filed 7027-78; 8:45 am]
[4110-03]
Food and Drug Administratlon

(Docket No. 78a-0195]
ASPEN FIBER CORP.; FIBER FOR, INC.

Petition for AffirmatIon of Gras Status
AGENCY: Food and Drug Administration.
ACTION: Notice.
SUMMARY: Aspen Fiber Corp. and
Fiber For, Inc., have jointly filed'a petition (GRASP IF-3714) proposing
affirmation that ground whole aspen
and ground aspen parts used as a feedstuff for livestock are generally recognized as safe (GRAS).
DATE: Comments by September 26,
1978.
ADDRESS: Written comments to the
Hearing Clerk (HFA-305), Food and
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Drug Administration, Room 4-65, 5600
Fishers Lane, Rockville, Md. 20857.
FOR FURTHER INFORMATION
CONTACT.
William D. Price, Bureau of Veteri-

nary Medicine (HFV-123), Food and
Drug Administration, Department of
Health, Education, and Welfare,
5600 Fishers Lane, Rockvflle, Md.
20857, 301-443-3442.

SUPPLEMENTARY INFORMATION.

er the substance Is, or is not, generally
recognized as safe. A copy of the petition and received comments may be
seen in the office of the Hearing
Clerk, address'given above, from 9 am.
to 4 pan., Monday through Friday.
Dated: July 21, 1978. "
FRI) J. KMno.A,
ActingDirector,
Bureau of Veterinary.Medlcine.
EM Doc. 78-20714 Filed 7-27-78; 8:45 am]

Under the F'ederal Food, Drug, and

Cosmetic Act (sees. 201(s), 409, 701(a), [4110-03]
CIRCULATORY SYSTEM DEVICES PANEL
52 Stat. 1055, 72 Stat. 1784-1788 as
amended (21 U.S.C. 321(s), 348,Meeling
371(a))) and the regulations for affirmation of GRAS status (§ 570.35 (21 AGENCY: Food and Drug AdministraCFR 570.35)), notice is given that tion.
Aspen Fiber Corp., Box 14, Marcell,
Minn. 56657, and Fiber For, Inc., R.D.
No. 4, Box 207, Prior Lake, Minn55372, have jointly filed a petition for
GRAS affirmation (GRASP MF-3714)
which has been placed on public display at the Office of the Hearing
Clerk. The petition proposes affirmation that ground whole aspen and
ground aspen parts are GRAS as an
animal feed.
The petition states that ground
whole aspen ig composed of the entire
tree, including leaves, branches, trunk,
and" bark, but excluding roots and
stump. Aspen parts may likewise include leaves, branches, trunk,- and
bark, but not in the precise ratio as in
the harvested-whole tree, whose parts
also vary somewhat with tree age and
size. Roots and stump are excluded to
avoid possible contamination of dirt
and rocks in the product. No processing other, than that which physically
changes the final particle size shall
change the product. A mature harvestable aspen tree with a normal ratio of
*plant parts as occurring in the forest
should contain no less than 0.6 percent crude protein and 2.0 percent fat,
and no more than 60.0 percent fiber.
Any petition that meets the format
requirements outlined in § 570.35 is
filed by. the Food and Drug Administration. There is no prefiling review of
the adequacy of data to support a
GRAS conclusion. Thus the filing of a
petition for GRAS affirmation should
not be interpreted as a preliminary indication, of suitability for affirmation.
Interested persons may, on or before
September- 26, 1978, review the petition and/or file.comments, preferably
four copies, with the Hearing Clerk

(HFA-305), Food and Drug Adminis-

tration, Room 4-65, 5600 Fishers Lane,
Rockville; Md. 20857. Comments
should be identified with the Hearing
Clerk docket number found in brackets in the heading of this document
and should include any available information helpful in determining wheth-

Committee name
Circulatory System Devlc
Panel.

ACTION: Notice.
SUMMARY: This notice announces a
forthcoming meeting of a public advisory committee of the Food and Drug
,Admil tratlon (FDA). This notice
'also sets forth a summary of the pro,cedures governing committee meetings
and methods by which interested persons may participate in open public
hearings conducted by the committees
and Is Issued under section 10(a (1)
and (2) of the Federal Advisory Committee Act (Pub. L. 92-463, 86-Stat..
770-776 (5 U.S.C. App. I)), and FDA

regulations (21 CFR Part 14) relating

to advisory committees. The following
advisory committee meeting is announced:

Date. time, and place
Au=. 11. 9 nm. room
1409. FB-8. 200 C
Street SW,
Washington. D.C.

General function of the committee.
Reviews and evaluates available data
concerning the safety and effectiveness of devices currently in use and
makes recommendations for their regulation.
Agenda.-Open public hearing.Inter-

ested persons are encouraged to present information pertinent to the classification of cardiovascular devices to
-the executive secretary. Submission of
data relative to tentative classification
findings is also invited. Those desiring
to make formal presentations should
notify the executive secretary by July
128, 1978, and submit a brief statement
[of the general nature of the evidence
or arguments they wish to present, the
1names and addresses of proposed participants, references to any data to bb
relied on, and also an indication of the
approximate time required to make
1their"comments.
SOpen committee discussion. The
,Panel members will discuss the development of product development proto"col guidelines
for prosthetic heart
,valves, vascular graft prostheses, oxygenators, and pacemakers. This will be
a continuation of the discussions on
-product development protocols which
were held at the Panel's June 30, 1978
meeting.
Closed committee deliberations. The
Panel members will review new drug
applications and premarket approval
applications for cardiovascular devices.
This portion of the meeting will be
closed to permit discussion of trade
secret data (5 U.S.C. 552b(c)(4)).

Type of meeting and contact person
Open public hearing 9 am. to 10 aL4 open committee dIzuzzlon 10 axm. to 11 am. claaed committee dellbemtlona 11 am. to 4 p.
Glenn A.
Rahmoeller (HFK-450). 8757 Georgia Ave..
Sliver Spring. Ld. 20910.301-4M-7559.

Each public advisory committee
meeting listed above may have as
many as four separable portions: (1)
An open public hearing, (2) an open
committee discussion, (3) a closed
presentation of data, and (4) a closed
committee deliberation. Every advisory committee meeting shall have an
open public hearing portion. Whether
or not it also includes any of the other
three portions will depend upon the
specific meeting involved. The dates
and times reserved for the separate
portions of each committee meeting
are listed above.
The open public hearing portion of
each meeting shall be at.least 1 hour
long unless public participation does
not last that long. It is emphasized,
however, that the 1 hour time limit
for an open public hearing represents
a minimum rther than a maximum
time for public participation, and an
open public hearing may last for whatever longer period the committee
chairman determines will facilitate the
committee's work.
Meetings of advisory committees
shall be conducted, insofar as is practical, in accordance with the agenda
published in this FPmERA Rmssx
notice. Changes inthe agenda will be
announced at the beginning of the
open portion of a meeting.
Any interested person who wishes to
be assured of the right to make an
oral presentation at the open public
hearing portion of a meeting shall
inform the contact person listed
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above, either orally or in writing, prior
to the meeting. Any person attending
the hearing who does not in advance
of the meeting request an opportunity
to speak will be allowed to nake an
oral presentation at the hearing's conclusion, if time permits, at the chairman's discretion.
Persons interested in specific agenda
items to be discussed in open session
may ascertain from the contact person
the approximate time of discussion.
A list of committee members and
summary minutes of meetings may be
obtained from the Public Records and
Documents Center (HFC-18), 5600
Fishers Lane, Rockville, Md. 20857, between the hours of 9 a.m. and 4 p.m.,
Monday through Friday. The FDA
regulations relating to public advisory
committees may be found in 21 CFR
Part 14.
The Commissioner, with the concurrence of the Chief Counsel, has determined for the reasons stated that
those portions of the advisory committee meetings so designated in this
notice shall be closed. The Federal Advisory Committee Act (FACA), as
amended by the Government in the
Sunshine Act (Pub. L. 94-409), permit
such closed advisory committee meetings in certain circumstances. Those
portions of a meeting designated as
closed, however, shall be closed for the
shortest possible time, consistent with
the intent of the cited statutes.
The FACA, as amended,, provides
that a portion of a meeting may be
closed where the matter for discussioninvolves a trade secret; commercial or
financial information that is privileged
or confidential; information of a personal nature, disclosure of which
would be a clearly unwarranted invasion of personal privacy; investigatory
files compiled for law enforcement
purposes; information the premature
disclosure of which would be likely to
significantly frustrate implementation
of a proposed agency action; and information in certain other instances not
generally relevant to FDA matters.
Examples of portions'of FDA advisory committee meetings that ordinarily
may be closed, where necessary and in
accordance with FACA criteria, include the review, discussion, and evaluation of drafts of regulations or guidelines or similar preexisting internal
agency documents, but only if their
premature disclosure is likely to significantly frustrate, implementation of
proposed agency action; review of
trade secrets and confidential commercial or financial information submitted
to the agency; consideration of matters involving investigatory files compiled for law enforcement purposes;
and review of matters, such as personnel records or individual patient records, where disclosure would consti-

tute a clearly unwarranted invasion of
personal privacy.
Examples of portions of FDA advisory committee meetings that ordinarily
shall not be closed include the review,
discussion, and evaluation of general
preclinical and clinical test protocols
and procedures for a class of drugs or
devices; consideration of labeling requirements for a class of marketed
drugs or devices; review of data and information on specific investigational
or marketed drugs and devices that
have previously been made public;
presentation of any other data or information that is not exempt from
public disclosure pursuant to the
FACA, as amended; and, notably, deliberative sessions to formulate advice
and recommendations to the agency
on matters that do not independently
justify closing.
Dated: July 20, 1978.
DONALD KENmmDy,

Commissionerof Food and Drugs.
F

Doc. 78-20622 Filed 7-27-78; 8:45 am]

[4110-03]
[Docket No. 78N-01791
KAHLE TURKEY FARMS & HATCHERY
Applications For Animal Feeds Bearing or Containing New Animal Drugs; Opportunity For
Hearing

AGENCY: Food and Drug Administration.
ACTION: Notice.
SUMMARY: This is a notice of opportunity for hearing on the proposal by
the Director of Bureau of Veterinary
Medicine to withdraw approval of all
applications for animal feeds bearing
or containing new animal drugs (form
FD-1800) for Kahle Turkey Farms &
"Hatchery, R.F.D. No. 1, Fort Jennings,
Ohio 45844. The reason for the proposed withdrawal is that new information shows that the firm's methods
and controls used for manufacturing
and processing such feeds are not adequate to assure and preserve the identity, strength, quality, and purity of
the new animal drugs therein nor were
they made adequate within a reasonable time after receipt of written
notice specifying the deficiencies.
DATE: A written appearance requesting a hearing and data and analysis
upon which a request for a hearing
relies must be submitted by August 28,
1978.
ADDRESS: Written requests to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Room 4-65, 5600
Fishers Lane, Rockeville, Md. 20857.'
FOR FURTHER INFORMATION
CONTACT:

Frank Pugliese, Bureau of Veterinary Medicine (HFV-234), Food and
Drug Administration, Department of
Health, Education, and Welfare,
5600 Fishers Lane, Rockeville, Md.
20857, 301-443-3460.
SUPPLEMENTARY INFORMATION:
Kahle Turkey Farms & Hatchery
raises turkeys and also manufactures
medicated feeds to be fed to the turkeys that It raises. The firm holds
three approved medicated feed applications (form FD-1800) for the manufacture of medicated feeds bearing or
containing a new animal drug as required by section 512(m) of the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 360b(m)) as follows:
1. F 39-529V for'animal feeds containing 0.0375 percent carbarsone (not
U.S.P.); approved August 1, 1968,
2. F 43-568V for animal feeds containing 0.0375 percent carbarsone (not
U.S.P.) and 0.01875 percent zoalene;
approved March 9, 1970.
3. C 49-338V f6r animal feeds containing 0.0375 percent carbarsone (not
U.S.P.) and 0.0011 percent bacitracin
(as bacitracin methylene disalicylate);
approved March 15, 1972.
For a feed manufacturer to obtain
approval of the Food and Drug Administration (FDA) for the manufacture of a medicated feed bearing or
containing a new animal drug, It must
submit a form FD-1800 for each medl
cated feed that It wishes to produce.
Such application requires, among
other things, that certain assays be
performed at periodic intervals and
that the sponsor comply with the current good manufacturing practice regulations as set forth In part 225 (21
CFR pt. 225).
The current good manufacturing
practice regulations in part 225 are criteria for the manufacturing of medicated feeds to assure that such drugs
meet the requirements of the act as to
safety and that they have the Identity
and strength and meet the quality and
purity characteristics they purport or
are represented to possess.
On March 14 through 17, 1977, FDA
conducted an Inspection of the Kahle
Turkey Farm. A copy of the findings
of the investigator, which were given
to Mr. Kahle, manager of the farm, included the following:
1. No. production records were maintained for the manufacture of feeds
containing the drug carbarsone.
2. No production records were maintained for other medications used as
water or feed additives.
3. No assay results of finished carbarsone medicated feeds were available for observation.
4. No assay results of finished medicated feeds using other medications
were performed.

In a regulatory letter, dated May 13,
1977, FDA notified the firm that the
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conditions and lractices noted during
the March inspection were violations
of section 501(a)(2)(B) of the Food,
Drug, and Cosmetic Act -(21 U.S.C.
351(a)(2)(B)) as follows:
1. Failure to maintain daily inventory records for each drug used, as required by § 225.42 (21 CFR 225.42).
2. Failure to perform periodic assays
of the drug components in the medicated feeds manufactured, as required
by § 225.58 (2f CFR 225.58).
3.. Failure to maintain a master
record file and production records of
medicated feeds manufactured, as required by § 225.102 (21 CFR 225.102).
The Food and Drug Administration
requested that the firm take prompt
action to correct the violations.
As a followup to the regulatory
letter, FDA inspected Kahle Turkey
Farns on August 3 and 4, 1977. A copy
of the investigator's findings, whichwere given to Mr. Kahle, included the
following.
1. No daily inventory record for each
drug used was maintained.
2. No periodic assays were run on
medicated feeds for drug components.
3. Neither a master record file nor
production records for medicated
feeds manufactured were maintained.
4. No receipt record was maintained
for incoming lots of drugs received.
The Directpr of the Bureau of Veterinary Medicine notified the firm by
letter, dated October 26, 1977, that because of its continuing violations of
the Federal Food, Drug, and Cosmetic
Act- for conditions previously brouglit
to' the attention of the firm, the
agency intended to withdraw the
firm's medicated feed applications
unless the violations were promptly
corrected. The Director requested that
the firm reply within 10 days with a
plan as to what it intended to do to
correct the violations noted. The firm
responded on or about November 18,
1977 that it was keeping records and
was trying to comply with the agency's demands.
On February 9 through 14, 1978,
FDA reispected the firm and the investigators noted the following:.
1. Daily inventory record for each
-drug
used was not maintained.
2. Master record files or production
records for medicated feeds manufactured were not maintained
3. No leriodic, assays were run for
medicated feeds for drug components. The investigators stated that although the firm had started to keep
inventory records and production records, such recordkeeping was discontinued on October 15, 1977.
Therefore, 'notice is given to" the
above-listed firm and to any other interested persons who may be adversely
affected that the Director proposes to
issue
an
order " under
section
512(m)(4)(B)(ii) of the Federal Food,

Drug, and Cosmetic Act (21 U.S.C.
360b(m)(4)(B)(il)), withdrawing approval of the listed applications and
all amendments and supplements
thereto on the grounds that new information shows that the methods used
in, and the controls used for, the manufacture and processing of animal
feeds bearing or containing new
animal drugs are inadequate to assure
and preserve the Identity, strength,
quality, and purity of the new animal
drugs contained therein, and were not
made adequate within a reasonable
time after receipt of written notice
specifying such deficiencies.
* If the holder of the approvals or any
other interested person elects to avail
himself or herself of an opportunity
for hearing under section 512(m)(4)(B)
of the act and §514.200 (*1 CFR
514.200), that person must file with
the hearing clerk (HFEA-305), Food
and Drug Administration, Room 4-65,
5600 Fishers Lane, Rockvlle, Md.
20857, a written appearance requesting
such a hearing and giving the reason
why the applications should not be
withdrawn, Le., show that the required
-records were being kept and that the
required assays were being done, by
August 28, 1978.
The failure of the holder of the approvals to file timely written appearance and request for -hearing as required by § 514.200 constitutes an election not to avail himself or herself of
the opportunity for a hearing, and the
Director of the Bureau of Veterinary
Medicine will summarily enter a final
order withdrawing the approvals.
A request for hearing may not rest
upon mere allegations or denials, but
it must set forth specific facts showing
that there is a genuine and substantial
issue of fact that requires a hearing.
If it conclusively appears from the
face of the data, information, and factual analyses In the request for hearing that there is no genuine and substantial issue of fact that.precludes
the withdrawal of approval of the application, or when a request for hearing is not made in the required format
or with the required analyses, the
Commissioner df Food and Drugs will
enter summary Judgment against the
person who requests a hearing,
making findings and conclusions, denying a hearing.
If review of the data or Information
submitted by the applicant or any
other interested persons warrants the
conclusion that there exists substantial evidence demonstrating the firm
was in compliance with the requirements of current good manufacturing
practice, the Commisioner will rescind this notice, of opportunity. for
hearing for that product. The Commissioner reserves the right to verification of such data and Information

32867
before reaching a decision to rescind
the notice.
If a hearing Is requested and is justified by the applicant's response to this
notice of opporuntity for hearing, the
issues will be defined, an administrative law Judge will be assigned, and a
written notice of the time and place at
which the hearing will commence will
be issued as soon as practicable.
Four copies of all submissions pursuant to this notice must be filed with
the hearing clerk, Food and Drug Administration. Except for data and information prohibited from public disclosure under 21 U.S.C. 331(j) or 18
U.S.C. 1905, responses to this notice
may be seen In the office of the hearing clerk (HFA-305), Food and Drug
Administration, between 9 am. and 4
p.m., Monday through Friday.
This notice is issued under the Federal Food, Drug, and Cosmetic Act
(sec. 512(m), 82 Stat. 343-351 (21
U.S.C. 360b(m))) and under authority
delegated to the Commissioner of

Food and Drugs (21 CFR 5.1) and redelegated to the Director of the

Bureau of Veterinary Medicine (21
CFR 5.84).
Dated: July 21, 1978.
Faxn J. KnrGA
- ActingDirectorBureauof
Veterinary Medicfne[FR Doc. 78-20712 Fled 7-2-78; 8:45 am]

[4110-031
[Docket No. 77N-02451
RECYCLED ANIMAL WASTE
Request for Data, Information, and Views;
Exfension of TIme for Submissions

AGENCY: Food and Drug Administration.
ACTION: Notice.
SUMMARY: This notice extends to
September 25, 1978 the time for submitting data, information, and views
concerning a notice regarding use of
animal waste as animal feed..
DATE: Written submissions by September 25, 1978.
ADDRESS: Written submissions to
the Hearing Clerk (BFA-305), Food
and Drug Administration, Room 4-65,
5600' Fishers Lane, Rockville, Md.
20857.

FOR FURTHER
CONTACT.

INFORMATION

Veterinary Drugs, Jack Taylor,
Bureau of Veterinary Medicine
(HFV-136), Food and Drug Administration, Department of Health. Education, and Welfare, 5600 Fishers
Lane, Rockvlle, Md. 20857, 301-4435247.
Foods: William Horwitz, Bureau of
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Foods (HFF-101), Food and Drug
Administration,
Department
of
Health, Education, and Welfare, 200
C Street SW., Washington, D.C.
20204, 202-245-1301.
SUPPLEMENTARY INFORMATION:
In a notice published in the FzDERAL
REGISTER of December 27, 1977 (42 FR
64662), the Commissioner of Food and
Drugs requested data, information,
and views regarding use of animal
waste as animal feed. The notice provided that written submissions be submitted by June 26, 1978.
A joint annual meeting of the
American Dairy Science Association
and the American Society of Animal
Science was held July 9-13, 1978 at
Michigan State University, East Lansing, Mich. As part of this meeting, a
symposium was held on the management and utilization of animal waste,
including use of processed animal
waste products'as feed. To include the
information obtained at the symposium and to enable persons attending
the symposium to submit their views
on the December 1977 FEDERAL REGISTER notice, the Commissioner concludes that a 90-day extension for gubmitting data, information, and views is
justified. Therefore, the period of time
for submitting comments is extended
to September 25, 1978. ,
This notice is issued under the Federal Food, Drug, and Cosmetic Act
(sec. 512, 82 Stat. 343-351 (21 U.S.C.
360b)) and under authority delegated
to the Commissioner (21 CFR 5.1).
Dated: July 21, 1978.
WILLIAm F. RANDOLPH,

Acting Associate Commissioner,
RegulatoryAffairs.
[FR Doe. 78-20713 Filed 7-27-78; 8:45 am]

[4110-03]
SCHERING CORP.
Utonex (Ethlnyi-Estradlol and Nitro- furathiazde) Suspension and Suppositories; Withdrawal of Approval of New Animal Drug
Applications

AGENCY: Food and Drug Administration.
ACTION: Notice.
SUMMARY: This notice withdraws
approval of new animal drug applications (NADA's) 13-003 and 13-660,
that provided for use of Utonex Metritis Suspension and Utonex Metritis
Suppositories,
respectively.
These
products are intended for treating metritis in cows. This action is taken in
response to a request by Schering
Corp., the sponsor.
EFFECTIVE DATE: July 28, 1978.
FOR FURTHER INFORMATION
CONTACT:

Frank Pugliese, Bureau of Veterinary Medicine (HFV-234), Food and
Drug Administration, Department of
Health, Education, and Welfare,
5600 Fishers Lane, Rockville, Md.
20857, 301-443-3460.

SUPPLEMENTARY INFORMATION.

missioner of Food and Drugs (21 CFR
5.1) and redelegated to the Director of
the Bureau of Veterinary Medicine (21
CFR 5.84), and in accordance with
§ 514.115 of the new animal drug rega
lations (21 CFR 514.115), notice Is
given that approval of NADA's 13-003
and 13-.660 and all supplements for
Utonex Metritis Suspension and
Utonex Metritis Suppositories
is
hereby withdrawn, effective July 28,
1978.
Dated: July 21, 1978.

Schering Corp., Galloping Hill Road,
Kenilworth, N.J. 07033, is the sponsor
of NADA 13-003 that covers Utonex
Metritis Suspension intended for intrauterine use in bovine animals for
the treatment of metritis and metritis
complicated by retained placenta.
PFRED 3. KINGIA,
Each milliliter of the product contains
Acting Director,Bureau of
0.1 milligram (mg) of ethinyl estradiol
Veterinary Medicine.
and 1 mg of nitrofurathiazide. The ap[FR
Doc.
78-20711
Filed 7-27-78; 8:45 am]
plications became effective on March
5, 1962. The firm is also the sponsor of
NADA 13-660 covering Utonex Metritis Suppositories. Each suppository [4110-03]
contains 3 mg of ethinyl estradiol and
DEPARTMENT OF HEALTH,
30 mg of nitrofurathiazide. The prodEDUCATION,
AND WELFARE
uct is used in the same manner as the
suspension. This NADA was originally
Food and Drug Administration
approved on February 1, 1963.
Utonex Metritis Suspension was sub(Docket No. 77N-03333
ject to review by the National AcadeHEARING AIDS
my of Sciences-National Research
Council (NAS/NRC) Drug Efficacy Opportunity for Oral Hearing on Proposed
Study Group, and the findings of that
Action on State Applications for Exemption
review and the Food and Drug Adminfrom Preemption of State and Local Requireistration's conclusions were published
ments
in the FEDERAL REGISTER of August 25,
AGENCY: Food and Drug Administra1970 (35 FR 13544). The NAS/NRC
review evaluated the products as prob- tion.
ably effective for the treatment of me- ACTION: Notice.
tritis and metritis complicated by retained placenta in the bovine. The SUMMARY: This notice announces an
sponsor was also notified that tissue opportunity for interested persons to
residue data might be needed. On De- request an oral hearing on a proposed
cember 17, 1971, the agency informed rule on State applications for exempthe firm that because the nitrofurath- tion from preemption of State and
iazide component was a potential car- local requirements governing the lacinogen, either a suitable analytical beling and conditions of sale of hearmethod or data showing the drug not ing aids. This action is being taken in
to be a carcinogen was necessary. The accordance with section 521 of the
firm agreed to provide the essential Federal Food, Drug, and Cosmetic Act
data by their letter of May 10, 1972.' (21 U.S.C. 360k). The proposed rule Is
The firm subsequently initiated a 2- published elsewhere in this issue of
year study in rats and a 1 -year study the FEDERAL REGISTER.
in mice to establish safety of the prod- DATES: Requests for an oral hearing
ucts. The final report of the rat study, by August 28, 1978.
submitted on April 15, 1977, was found
inadequate, and the firm was so noti- -ADDRESS: Written requests (preferfied on February 8, 1978. The final ably four copies) to the Hearing Clerk
report of the mouse study was submit- (HFC-20), Food and Drug Administra.
ted February 9, 1978, 'and was also tion, room 4-65, 5600 Fishers Lane,
found inadequate. On May 25, 1978, Rockville, Md. 20857.
the agency informed the firm that to
FURTHER INFORMATION CONpermit the continued marketing of the TACT:
drug in view of unresolved questions
Joseph M. Sheehan, Bureau of Mediregarding the safety of the drugs was
cal Devices (HFK-70), Food and
not in the public interest. The firm reDrug Administration, 8757 Georgia
plied by letter of June 8, 1978, advising
Avenue, Silver Spring, Md, 20910,
that distribution of the products had
301427-7114.
been discontinued and requesting
withdrawal of aidproval of the applica- SUPPLEMENTARY INFORMATION:
tions.
The Food and Drug Administration
Therefore under the Federal Food, announces an opportunity for oral
Drug, and Cosmetic Act (sec. 512(e), 82 hearing on its proposal on the State
Stat. 345-347 (21 U.S.C. 360(b))) and applications for exemption from preunder/ authority delegated to the Con- emption of State and local require-
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ments governing the labeling and conditions of sale of hearing aids. The
proposal affects the applications of
the following State and local governments: Arizona, California, Connecticut, District of Columbia, Florida,
Kentucky, Maine, Minnesota, Mississippi, Nebraska, New Jersey, New
Mexico. New York, Ohio, Oregon,
Pennsylvania, Texas, Washington, and
West Virginia. Interested persons may
request an oral hearing on or before
August 28, 1978.
Elsewhere in this Issue of the FPm -AL REGIsTER, the Commissioner of
Food and Drugs is proposing to grant
or to deny each State application requesting an exemption from Federal
preemption for certain State laws and
regulations pertaining to hearing aids,
allowing 60 days for comment. To
enable expeditious review of any request for an oral hearing, the Commissioner has limited the period for requesting an oral hearing to the first 30
days of the comment period. Upon a
determination that an oral hearing
should be held, the Commissioner
shall publish a notice in the FEDERAL
REGIsTER of the time, date, and place
of the hearing. The procedures to
govern any such oral hearing are
those applicable to -a public hearing
- before the Commissioner under Part

15 (21 CFR Part 15).

Interested persons may on or before
August 28, 1978, submit .requests for
an oral hearing on the subject matter
to the -Hearing
Clerk, address above.
All requests should be. identified with
the Hearing Clerk docket number
found in- brackets in the heading of

the drugs are not shown to be safe for fled): Cutter Laboratories, Inc.. 4th
use as a dietary supplement of protein. and Parker Streets, Berkeley. Calif.
Protein hydrolysate solutions are ster- 94710.
ile parenteral solutions of amino acids
5. That part of NDA 5-419.pertainand short-chain peptides, derived from 'ing to Travanin Injection containing 5
natural protein sources such as fibrin percent protein hydrolysate; Travenol
or casein, and are administrered intra- Laboratories, Inc, Morton Grove, Ill.
venously.
60053.
In a notice of opportunity for hearDATE, Hearing requests due on br
Ing
(NOH) (DESI 3590; Docket No.
before August 28, 1978.
76N-0112), also published in the FEDADDRESS:
Communications
for- mAL REmsr of September 21, 1976
warded in response to this notice (41 FR 41133), the Director announced
should be Identified with the reference his conclusion that all combination
number DESI 3590, directed to the at- products containing protein hydrolytention of the appropriate office sates and single-entity products connamed below, and addressed to the taining other than 5 percent protein
Food and Drug Administration. 5600 hydrolysates lack substantial evidence
Fishers Lane, Rockvllle, Md. 20857.
of effectiveness. In response to the
Requests for Hearings (Identify with the NOH, Tiavenol Laboratories submitappropriate Docket number appearing In ted a hearing request for the products
the heading of this notice): Hearing Clerk. described below. Since no other hearFood and Drug Administration (HFA-305). Ing request was received, approval of

room 4-65.

Requests for opinion of the applicability
of this notice to a specific product: Division
.of Drug Labeling Compliance (HD-310),
Bureau of Drugs.
Other communications regarding this
notice: Drug Efficacy Study Implementa.
tion Project Manager (HFD-501), Bureau of
" •
D rugs.
FOR FURTHER INFORMATION
CONTACT:
Ronald L. Wilson, Bureau of Drugs
(HFD-32), Food-and Drug Administration, Department of Health, Education, and Welfare, 5600 Fishers

Lane, Rockville, Md. 20857, 301-4433650.

SUPPLEMENTARY INFORMATION:

In a notice (DESI 3590; Docket.No.
76N-0184) published in the FmERAL
R smm of September 21, 1976 (41
FR 41132), the Director of the Bureau
'Of Drugs announced his conclusion
that the following single-entity 5-percent protein hydrolysate parenteral
solutions are effective for use as an adJunct in the prevention of nitrogen
loss or in the treatment of a negative
- Acting Commissioner
of Food and .Drug& nitrogen balance:
1. That part of NDA 3-590 pertain[FR Doc. 78-20860 Filed 7-27-78; 8:45 am]
ing to Amigen injection containing 5
percent protein hydrolysate; Mead
Johnson Laboratories, Division Mead
[4110 -03]
Johnson & Co., 2404 Pennsylvania
Evansville, Ind. 47721.
[Doclket Nos. 76N-0184 and 76N-0112; DESI Street,
2. That part of NDA 5-932 pertain- 35901 ,- Ing to Aminosol injection containing 5
PARENTERAL PROTEIN SUPPLEMENTS
percent protein hydrolysate (modified); Abbott laboratories, Inc., 14th
CONTAINING-PROTEIN HYDROLYSATE

this notice.
-, This

notice is issued under the Federal -Food, Drug, and Cosmetic Act
(sec. 521, 90.Stat. 574 (21 U.S.C. 360k))
and under authority delegated to the
Cbmmissioner (21 CPR 5.1).
Dated: July 6, 1978.
SMwnr GARDnMM

Opporhinity for-Hearing on Proposal To
Withdraw Approval of New Drug Applications

32869

and Sheridan Rd., N. Chicago, Ill.

60064.
3. That part of NDA 6-170 pertainAGENCY: Food and Drug Administra- ing to Hyprotigen injection containing
5 percent protein hydrolysate (modition (FDA).
fied); McGaw Laboratories. . 1015
ACTION: Notice.
Grandvlew Avenue, Glendale, Calif.
SUMMARY: This notice proposes to 91201.
withdraw approval of the new drug ap4. That part of NDA 6-726 pertainplications for -allparental protein hy- .ing tp the C.P.H. injection containing
drolysate solutions on the basis that 5 percent protein hydrolysate (modi-

the other drug products listed in the
September 21, 1976 NOH (Docket No.
76N-0112) was withdrawn in the FmxnAL REGIS
of February 4, 1977 (42
FR 6908).
That part of NDA 5-419 pertaining
to Travamin Injection containing 5
percent protein hydrolysate and 5 percent dextrose; Travenol Laboratories,
Inc.
Travamin Injection containing 10
percent protein hydrolysate (no NDA);
Travenol Laboratories, Inc.
Travamin Injection containing 5 percent protein hydrolysate, 12.5 percent
fructose, and 2.4 percent alcohol (no
NDA); Travenol Laboratories, Inc. The
September 21, 1976 NOH (Docket No.
76N-0112) proposed to withdraw approval of the new drug applications on
the basis that substantial evidence of
effectiveness is lacking for the drugs.
The Director is hereby amending that
notice to include the additional
ground of a lack of evidence of safety.
This amendment applies only to the
two combination products and one
single-entity product that are the subJect of the hearing request submitted
by Travenol Laboratories in response
to the NOEL In addition, the Director
concludes that all the single-entity
products containing 5 percent protein
hydrolysate that were the subject of
the other September 21. 1976 notice
(Docket No. 76N-0184) also lack evidence of safety. The Director therefore proposes to withdraw approval of
the new drug applications for all protein hydrolysates on the ground that
new evidence, not contained in the applications or not available to the Food
and Drug Administration until after
the applications were approved, evaluated together with the evidence available when the applications were approved, shows that the drug lfroducts
are not shown to be safe for use under
the conditions for use upon the basis
of which the applications were ap-

FEDERAL REGISTER, VOL 43, NO. 146--FRIDAY, JULY 23, 1978

32870

NOTICES

proved. Specifically, the Director
refers to the following adverse effects,
which give an unfavorable benefit-torisk ratio for these drugs, and the fact
that a more effective alternative drug
product having less potential for risk
Is readily available.
A. Studies have conclusively demonstrated that protein hydrolysates contain large amounts of ammonia (Refs.
1, 3, 7). Although hyperammonemia is
usually clinically asymptomatic, it
may nevertheless damage the liver
(Ref. 3).
B. Fever (Refs. 5, 9) and elevation of
liver enzymes have been observed in
patients infused with protein hydrolysates (Refs. 3, 14, 17).
C. Fungi and bacteria proliferate
rapidly at room temperature in parenteral mixtures prepared from casein
hydrolysates and dextrose, while 'they
fail to multiply or grow very slowly in
similar solutions of synthetic amino
acids (Ref. 6).
D. Thirty to fifty percent of the content is peptides (Refs. 4, 13), and hypersensitivity has been reported on
several occasions (Refs. 4, 9).
E. The titratable acidity of protein
hydrolysates is high and this may contribute to the potential to cause metabolic acidosis (Ref. 19).
F. The high levels of acidic amino
acids in protein hydrolysates, were associated with hypothalamic lesions in
Immature mice (Ref. 10).
G. The crystalline amino acid solutions for parenteral use are alternative
drug products that have less potential
for risk. In addition, studies have
shown that about 2 times more of the
hydrolysates are necessary to achieve
the same level of nitrogen balance as
compared to the crystalline solutions
(Ref. 11), as 30 to 50 percent of the
peptides are excreted in the urine
(Refs. 13, 15). The amino acid solutions also have the advantage of increased effectiveness because they can
be tailored to the patient's needs.
H. The casein hydrolysates are imbalanced in their composition, being
poor in aromatic and S-containing
amino acids (Refs. 4, 16) and arginine,
and containing excessive amounts of
glutamic acid (Ref. 12), which can
cause vomiting (Ref. 12) and, in immature mice, brain damage (Ref. 10).
Moreover, their composition is not reproducible (Refs. 8, 15), since it is difficult to. standardize the hydrolytic
process. The poor nutritional effectiveness and the high ammonia content of the hydrolysates may be the
reason that studies have shown that
there is no increase in the survival
rate of infants who received 'hydrolysates as compared to infants supplemerited with only 10 percent glucose
(Ref. 2). The fact that protein hydrolysates cost less than the crystalline
amino acid solutions is far outweighed

by their lesser nutritional effectiveness and high ammonia content.
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Copies of these references are available for public examination In the
office of the Hearhfig Clerk, and may
be seen during working hours Monday
through Friday.
Therefore, notice is given to the
holder(s)
of
the
new
drug
application(s) and to all other interested persons that the Director of the
Bureau of Drugs proposes to issue an
order under section 505(e) of the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 355(e)), withdrawing approval
of the new drug application(s) and all
amendments and supplements thereto
on the ground that new evidence Of
clinical experience, not contained In
such application(s) or not available to
the Director until
after such
application(s) was approved, evaluated
together with the evidence available to
the Director when the application(s)
was approved, shows that such drug(s).
is not shown to be safe for use under
the conditions of use upon the basis of
which the application(s) was approved.
In addition to the holder(s) of the
new drug application(s) specifically
named above, thIs notice of opportunity for hearing applies to all persons
who manufacture or distribute a drug
product that is identical, related, or
similar to a drug product named
above, as defined in 21 CFR 310.6. It is
the responsibility of every drug manufacturer or distributor to review this
notice of opportunity for hearing to
determine whether It covers any drug
product that the person manufactures
or distributes. Such person may request an opinion of the applicability of
this notice to a specific drug product
by writing to the Division of Drug Labeling Compliance (address given
above).
In addition to the ground(s) for the
proposed withdrawal of approval
stated above, this notice of opportunity for hearing encompasses all issues
relating to the legal status of the drug
products subject to it (including identical, related, or similar drug products
as defined in 21 CFR 310.6) e.g., any
contention that any such product is
not a new drug because it Is generally
recognized as safe and effective within
the meaning of section 201(p) of the
act or because it is exempt from part
or all of the new drug provisions of
the act pursuant to the exemption for
products marketed prior to June 25,
1938, contained in section 201(p) of

FEDERAL REGISTER, VOL 43, NO. 146-FRIDAY, JULY 28, 1978

32871

NOTICES
the act, or pursuant to section 107(c)
of the Drug Amendments .of 1962, or
for any other reason.
In accordance with the provisions of
section 505 of the act (21 U.S.C. 355)
and the regulations promulgated
thereunder (21 CFR Parts 310, 314),
the applicant(s) and all other persons
subject to this notice pursuant to 21
CFR 310.6 are hereby given an opportunity for a hearing to show -why approval of the new drug application(s)
should not be withdrawn and an opportunity to raise, for administrative
determination, all issues relating to
the legal status of a drug product
named above and of all identical, related, or similar drug products.
An applicant or any other person
subject to this notice pursuant to 21
CFR 310.6 who decides to seek a hearing shall file (1) on or before August
28, 1978, a written notice of appearance arld request for hearing, and (2)
on or before September 28, 1978, the
data, information dnd analyses on
which the person relies to justify a
hearing, as specified in 21 CFR
314.200. Any other interested person
may also submit comments on this
notice. The procedures and requirements governing this notice of oppor-

of the data, information, and factual
analyses in the request for the hearing
that there Is no genuine and substantial Issue of fact which precludes the
withdrawal of approval of the application, or when a request for hearing is
not made in the required format or
with the required analyses, the Commissioner wil enter summary judgment against the person(s) who requests the hearing, making findings
and conclusions, denying a hearing.
All submissions pursuant to this
notice shall be filed in quintuplicate.
Such submissions, except for data and
information prohibited fron public

tunity for hearing, a notice of appear-

ance and request for hearing, a submission of data, information, and analyses to Justify a hearing, other comments, and a grant or denial of hearing, are.contained in 21 CFR 314.200.
The failure of an applicant or any
other peson subject to this notice pursuant to 21 CFR 310.6 to file timely
written appearance and request for
hearing as required by 21 CFR 314.200
constitutes an election by the person
not to make use of the opportunity for
a hearing concerning the action proposed with respect to the product and
constitutes a waiver of any contentions concerning the legal status of
any such drug product. Any such drug
product may not thereafter lawfully
be marketed, and the.Food and Drug
Administration will intitate appropriate regulatory action to remove such
drug products from the market. Any
new drug product marketed without
an approved NDA Is subject to regulatory action at any time.
A request for a hearing may' not rest
upon mere allegations or denials, but
must set forth specific facts showing
that there Is a genuine and substantial
issue of fact that requires a hearing. If
it conclusively appears from the face

disclosure pursuant to 21 U.S.C. 331(j)

or 18 U.S.C. 1905, may be seen in the
office of the Hearing Clerk between 9
a.m. and 4 p.m., Monday through
Friday.
This notice is Issued under the Federal Food, Drug, and Cosmetic Act

(sec. 505. 52 Stat. 1052-1053, as amended (21 U.S.C. 355)), and under authority delegated to the Director of the

Bureau of Drugs (21 CFR 5.82).

Dated: July 20.1978.
J. Ricmm CEOuT,
Direcoi;BureauofDrug&
CPM Doc. 78-20363 niled 7-27-78: B-45 am]

[6712-01]
FEDERAL COMMUNICATIONS COMMISSION
MEXICAN STANDARD BROADCAST STATIONS
Notificallon Ust

List of New Stations, proposed changes in existing stations, deletions, and corrections In assignments of Mexican
standard broadcast stations modifying the assignments of Mexican broadcast stations contained In the appendix to the
-recommendations of the North American Regional Broadcasting Agreement Engineering Meeting, January 30, 1941.
JuNE 1, 1978.
imsxcm LasT No. 284

Power

Location

Call letters

watts

Antenna
radiation
mv/
m/kw

Schedule

U

10.000D/
DA-D.150N ND-N-190-

Tepic, Nay. N. 21"31'10" W.
10f5Z28"

XEE

Puerto Vallarta. Jal, N.
20 40". W. 105"1450".
(proposal deleted. PO .50
kWD. ND-DI75. 108/90/100)

5.000

ftew)

Cordoba, Ver..N. 18"40r.W.

.250

XEOA O

W.
Irapuato. Gto.. N. 2"038"00",
101"2142-

L000

Cd Obregon. Son. N. 27*34"2*.
W. 109"5704- (sharzes antenna
with XEHX on 1460 kHz)

1.000D/
.250N

m

DA-D

650 kilt
D

II

ND-D-175

770 kHz
D

HI

96'5532"

Proposed date of change
or cnmmencenentof

Ground systems

Antenna
height
(feet)

550 kIts
X:2 NC

Class

Number
of radLa

448

Length
(feet)

120

446

Immediately.

120

294

12±L78.

-

-

228

870 k It
DA-D

_

operation

ImmedLately.

D

910 kff
0HO

IELCM

LAro Cardenas. Mich. N.
1704-217, W. IOr13s

XEVQ

Culiacan. Sin. N. 24'5124".w.
107"23"47". (shars antenna
with XESA on 1360 krz)

ND-U-183-

U

920 kitz

i

205

120

233

Do.

.500

ND-1-190 -

D

M

267

120

267

Do.

5.000D/
.100N

ND-U-183-

920 klts
U

M

240

120

246

Do.
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MTEXIcAN LIST No. 284-Continued

Call letters

Antenna
radiation
mV/
m/kw

Power

Location

watts

Schedule

(feet)

Proposed date of change
or commencement of

Ground systems

Antenna
height

Class

Number
of radials

operation

Length
(feet)

DA-N .............

930 kHz
N

III

1.000D/
.100N

ND-U-175.

950 kHz
U

HI

220

90

180

12.1.78,

Valladolid, Yuc. N. 20"40'40". W.
88*12'32"

1.000D/
.250N

ND-U-190.

990 kHz
U

II

249

120

249

Immediately.

Esperanza, Son. N. 2733'29'. W.
109°56°15". (PO 0.250 kWU,
ND-U-175)

.500D/
.250N

ND-U-175.

1010kHz
U

II

194

90

236

12.1.78.

I-B

440

120

246

Immediately.
I

XEGEM

Toluca, Mex., N. 19"17133", W.
'99*3938'

XEZB

Oazaca, Oax.,
N. 17"03'52", W.
,
96°43'06" (PO 1120 kHz, 0.500
kWD. ND-D-175)

2.000N

........ ................

..... ,..............

Do.

1060 kHz

XEEP

Mexico, D.F., N. 19"21'43". W.
99'01'4". (PO 20 kWU, ND-U231)

XEZB

Oaxaca, Oax., N. 1"/03'52". W.
9Y43'06", (change in
frequency to 950 kHz)

.500

ND-D-175 .....

1120 kHz
D

11

220

90

180

12,1.78.

XEGV

Villa Del Puebl, Qro., N.
20-32'09", W. 100-25'54"

.500

ND-D-190 .....

4120 kHz
D

II

220

120

220

Immediately.

31

220

90

180

Do.

215

120

197

Do.

XEZAZ

",

Zacatecas, Zac., N. 22*44'41 W.
10r31'31"

XEZL

Jalapa, Ver., N. 19"32"51", W.
96'5Z21", (PO 10 kWD. NDb-180)

XEYI

Cancun, Q. R., N. 21"0658", W.
86*56'11"

XEYM

Uman, Yuc., N. 20"5212", W.
8944'41"

50.0O0D/
ND-D-231 .....
50.OOON DA-N .................

1120 kHz
.250

ND-D-175 .)

10.00OD/
ND-D-180 .....
10.OOON DA-N .................
1.000 - DA-D ............

H .................
...........

Do.

IH1

194

120

194

DO.

ND-U-19a.....

HI

192

120

192

12.1.78.

1330 kllz
U

HI

185

120

185

Immediately.

ND-U-168.

1340 kR'z
U

IV

197

120

91

Do.

ND-U-187.

1360 kHz
U

1I

223

120

133

Do.

1.000

ND-D-199 .....

1360 kHz
D

HI

295

120

131

12.1.78.

111

246

120

246

Immediately.

XEUAS

Culiacan, Sin., N. 24*48*34", W.
107"23"58"

5.OOOD/
ND-D-190 .....
1.OOON DA-N ................

Pledrs Negras, Coah. N.
28"41'55", W. 100"31'35!"

1180 kHz
D

1280 kHz
1U

5.oooD/
. .250N

XEIK

H1

ND-U-190.....

2.500D/
.500N

Zacatecas, Zac., N. 22"46"21"; W.
I23739-, (PO 0.250 kW, NDU-181)

Cd Obregon, Son., N. 27"293 7
W. 109'55"40"

1130 kHz
U

1270 ktz
U

XELK

XEOS

U

.250D/
.250N
.500D/
.250N

XEJ

Puerto Vallarta, Jal.. N.
20"36-40". W. 105-14'50" (see
assignment on 650 kHz)

XESA

Culiacan, Sin.. N. 24"51'24", W.
107"23"47", (shares antenna
with XECQ on 920 kHz)

LOOOD/
.500N

ND-U-219 ......

1360 kHz
U

XEXM

Jeres. Zac., N. 22"38'51'. W.
102"59'48" (PO I kWD, ND-D190)

1.OOOD/
.100N

ND-U-19b.

1360 kHz
U

I

180

120

180

Do.

XEKOK

Las Cruces, Gro.. N. 16"56"55",
W. 99*4954"

1.000

ND-D-190.

1380 kHz
D,

1I

197

120

180

Do.

1.00OD/
.250N

ND-U-175.

1450 kHz
U

IV

230

90

230

Do.

.250

ND-D-190

1520 kHz
. D

H

161

120

161

Do.

ND-U-175.....

1540 kHz
U

H

213

120

213

Do.

'XEBP
XEUAA
XEHOS

Torreon, Coah., N. 25'32'18", W.
10327'55"
Aguascalientes, Ags.. N.
21-54'44" W. 102-1901"
Hermosillo, Son.. N. 29"04"29".
W. 110"57'36"

5.OOOD/
5.000N

WALLACE E. JOHNSON,

Chief,BroadcastBureau,
FederalCommunications Commission.
[FR Doc. 78-20847 Filed 7-27-78; 8:45 am]
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[4110-121
DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE
Officd of the Secretary
SOCIAL SECURITY ADMINISTRATION
Statement of Organization, Functions, and
Delegations of Authority

Part S (formerly Part 4) of the
Statement of Organization, Functions,
and Delegations of Authority for the
Department of Health, Education, and
Welfare contains the Statement of Organization, Functions, and Delegations
of Authority for the Social Security
is
Notice
(SSA).
Administration
hereby given that the organization of
the Office of Family Assistance published in the FEDERAL REGisTER (p.
32846-7) of June 28, 1977, is amended
to reflect organizational changes necessary to permit the Associate Commissioner,'OFA to devote more of his
time and energy to interfaces with
other components of SSA, to active
leadership in program direction and
program development in the regions,
and to working with other Federal
agencies as well as non-government
bodies toward more effective and efficient income maintenance programs in
the States and other jurisdictions.
The changes made establish a
second Deputy Associate Commissioner and eliminate the two positions of
Office Director. These changes affect
section SF-10 and section SF-20 as indicated below.
Section SF-10 Office of Family Assistance (Organization) The Office of
Family Assistance, under the leadership of the Associate Commissioner
for Family Assistance consists of the:
A. Associate Commissioner for
Family Assistance
B. Deputy Associate Commissioner
for Family Asistance
C. Deputy Associate Commissioner
for Family Assistance
D. Immediate Office of the Associate
Commissioner for Family Assistance
which includes the: 1. Regional, Lial.
son Staff "
E. The Special Programs Staff
F. The Division of Policy
G. The Division of Procedures
H. The Division of- Financial Man.agement
I. The Division of Management Sup-.
port
J. The Division of Planning, Evalua..
tion and Statistical Analysis
Section SF-20 Office of Family As.
sistance (Functions)

A. 1. The Associate Commissioner
for Family Assistance is directly responsible to the Commissioner of
Social Security (the Commissioner)
for performance of OFA's mission pnd
provides general supervision to the
principal components of OFA.
2. During the absence or disability of
the Associate Commissioner for
Family Assistance (the Associate Commissioner) the Deputy Associate Commissioner designated by the Associate
Commissioner shall act as Associate
Commissioner. In the event of a vacancy in the position of Associate Commissioner, the Deputy Associate Commissioner designated by the Commissioner shall act as Associate Commissioner.
3. In the event of the absence or disability of the Associate Commissioner
and both Deputy Associate Commissioners an OFA executive designated
by the Associate Commissioner shall
serve as acting head of OFA.
4. Should the positions of Associate
Commissioner and both Deputy Associate Commissioners become vacant,
an SSA official designated by the
Commissioner shall serve as acting
head of OFA.
B. The Deputy Associate Commissioner for Family Assistance Assists
the Associate Commissioner n carrying out his responsibilities and performs such other duties as the Associate Commissioner may prescribe. In
addition has specialized duties In dayto-day program policy activities. Such
specialized duties would not lessen the
deputy's OFA-wide respohsibility.
C. The Deputy Associate CommissionerforFamily Assistance."
Assists the Associate Comm'ioner
in carrying out his responsibilities and
performs such other duties as the Associate Commissioner may prescribe.
In addition, has specialized duties in
day-to-day program implementation
activities. Such speciallz d duties
would not lessen the deputy's OFAwide responsibility.
D. The Immediate Office of the Associate Commissionerfor Family Assist-

1. Administers the Cuban and Indochinese Refugee Programs including
the development of regulations, pollces and procedures and making arrangements for:. financial assistance,
emergency
services,
resettlement
health services, assistance to public
schools In Impacted areas, loans to refugee students and protective care of
minors. Develops regulations and
guidelines pertaining to these programs.
2. Directs Federal program activities
relating to the repatriation of U.S.
citizens from foreign countries. Coordinates the return of repatriates
with Department of State. Coordinates the provision of services to repatriates with regional offices. Approves
claims by State agencies for reimbursement, and makes determinations
whether repayment by the repatriate
is appropriate. Develops regulations
and guidelines pertaining to the program.
F. The Division of Policy (SFP-2):
1. Develops regulations and policies

to implement laws governing family

assistance programs and coordinates
with the SSA Office of Policy and
Regulations (OPR) on the issuance of
such regulations. These regulations
govern Federal/State income maintenance programs including policies to
safeguard the rights of individuals and
'families; Le., dependent and -needy
children In their own homes, in protective care in AFDC family foster
homes, In child care institutions, and
for emergency assistance to needy
families with children.
2. Develops, analyzes, and recommends concepts for new legislation
concerning family assistance programs
and coordinates these activities with
the SSA Office of Program Evaluation
and Planning.
3. Evaluates State Plan materials for
consistency with Federal policies and
recommends Frevisions to assure consistency with Federal law and regulations. Reviews and evaluates program
management and quality control reports to determine program policy efance:
fectiveness and develops proposals for
1. Th Regional Liaison Stf
a. Assures continuous and effective policy changes, proposed regulatory
communications between central and and/or legislative changes.
4. Supports office of general counsel
regional offices on program and manand other legal authorities in litigaagement concerns.
b. Assures that regional concerns tion involving family assistance proand needs are given attention for reso- grams..
lution by central office components
5. Conducts review of Identified comand/or the regional offices.
pliance and reconsideration issues, recE. The Special Program Staff (dFP- ommends and manages appropriate
action.
1):
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6. Provides technical assistance and
consultation to regions and States concerning Federal policies.
G. The Division of Procedures(SFP3):
1. Develops, issues and interprets
operational procedures, relative to
income .maintenance regulations and
which are designed to provide States
with leadership and guidance in the
most efficient and effective techniques
of administering OFA programs.
2. Review proposed income maintenance legislation and regulations for
procedural implementation impacts
and feasibility.
3. Reviews and approves applications
from States for Federal financial participation in the acquisition of ADP
equipment or the design of a:utomated
information systems in support of
OFA programs.
4. Reviews amd evaluates the utilization of State and local agency manpower devoted to OFA program administration.
5. Provides technical assistance and
consultation to the States concerning
such matters as operational procedures, systems analysis, program training and establishing models and guides
for States regarding income maintenance methods.
H. The Division of FinancialManagement (SFM-1):
1. Reviews State budget forecast and
expenditure reports and related financial management activities and analyzes the consequences of these reports for the Federal budget.
2. Exercises financial control over
grants to States for public assistance
provided under OFA programs.
3. Provides training, technical assistance, and guidance to OFA regional
components on matters pertaining to
Federal/State financial management
activites.
4. Establishes and issues program
fiscal and accounting policies and procedures.
5. Prepares, presents, and executes
the total OFA budget.
6. Analyzes and present cost data for
activities funded under OFA programs.
I. The-Divisio7 of Management Support (SFM-2):
1. Plans, organizes, and directs
OFA's internal manpower utilization,
organization, and training programs,
in accordance with Federal, HEW, and
SSA personnel management regulations, policies, and procedures.
2. Analyzes the organizational effectiveness of OFA components and insures uniform and effective manpower
utilization and position management.
3. Manages the OFA repository of
State plans for AFDC programs and
periodically prepares and publishes
"Characteristics
of State AFDC

Plans" and related analyses and reports.
4. Prepares the program budget for
the U.S. repatriate program and performs related financial management
activities.
5. Prepares and executes the salaries
and expenses budget for the OFA.
6. Analyzes OFA facilities, space,
and, equipment needs and initiates necessary actions to provide same. Provides management services in the
areas of forms; issuances; mail; reports; travel; safety; records; and property management.
7. Coordinates the review, preparation, and publication of OFA operational instructions to insure consistency, lack of duplication, receipt, and
access to such material by OFA audiences. Coordinates the issuance process of the OFA regulations and program policies with the SSA Office of
Policy and Regulations.
J. The Division of Planning,Evaluation, and StatisticalAnalysis (SFM-3):
1. Develops OFA emergency, longrange, and short-range plans to assure
effective continuity-of OFA activities.
Prepares trend analyses and reports,
and energy and environmental impact
statements.
2. Specifies program information
needs and provides program input to
SSA research efforts. Assesses the
practical application of.research findings to OFA program administration,
3. Develops statistical information
relative to State, regional, and national program administratidn. Based
upon such information, data developed by the Office of Research and
Statistics, and other reports, evaluates
program effectiveness, identifies potential program abuse, reports findings and recommends actions aimed at
improving program hdministration and
integrity.
4. Develops projects concerning
client populations and program activities to meet the needs of OFA components and State agencies.
-5.Develops a coordinated and conprehensive program for -identifying
major OFA operational planning objectives and monitors the implementation of such goals.
6. Coordinates external audits and
audit reporting requirements with the
SSA Office of Management and Administration,
7. Provides technical assistance and
consultation to regions and States concerning planning, evaluation, statistical analyses, and related matters.
Dated: July 18, 1978.
LEONARD D. ScHAEFFrz,
AssistantSecretaryfor
ManagementandBudget.
[FR Doc. 78-20938 Filed 7-27-78; 8:45 am]

[4110-88]
Alcohol, !Drug Abuse1 and Mental Health
Administration

MINORITY

DVISORY COMMITTEE, ADAMHA
Meeting Cancellation

In PR I oc. 78-19146 appearing on
page 29989 in the issue of Wednesday,
July 12, I.978, the August 2-4, 1978
meeting cf the Minority Advisory
Committee ADAMHA was announced.
This meet ng has been postponed and
will be rest -heduled at a later date.
Dated: J ily 26, 1978.
CAROLYN T. EvAns,

Comm ittee Management Officer,
Alco;hol, Drug Abuse, and
Men tal Health Administration.
[FRDoe.7 1-21143 Filed 7-27-78; 10:03 am]
[4310-84]
DEPAR1 MENT OF THE INTERIOR
Bur eau of Land Management
OUTER CONTINENTAL SHELF, GULF OF
MEXICO

Proposed Oil and Gas Lease Sale No. 65
In conne ction with oil and gas leas,
ing on the Outer Continental Shelf,
the Secret ary.of the Interior has established a new policy relating to sale
notices to further and enhance consultation with the affected coastal States.
That polic y includes providing the affected Sta tes with the opportunity to
review the draft proposed sale notice
prior to iits final publication in the
FxnrAL R EGISTER. The following is a
draft sale notice for proposed sale No,
65 in the offshore waters of the eastem Gulf o f Mexico area. This notice is
hereby putlished as a matter of infermation to t;he public.
APNoL. E. PE=r,
Acting Director,
Bu reau ofLand
Management.
Approvec I: July 24, 1978.
CECIL I ). ANDRUS, .
Secre,tary of the Interior.
PR OPOSED SALE NoTICE
1. Authority. This notice is published
pursuant to the Outer
Shelf Lan IsAct (43 U.S.C.Continental
1331-1343)
and the re gulations issued thereunder
(43 CFR 33 00).
2. Filing of Bids. Sealed bids will be
received by the Manager, New Orleans
Outer Con tinental Shelf (OCS) Office,
Bureau of Land Management, Hale
Bggs Federal Building, 500 Camp
Street, Su Ite 841, New Orleans, La.
mail or ini may be delivered, either by
)erson, to the above address
until 4:15 1p.m., c.s.t., October -, 1978;
or by persc)nal delivery to the Tulane
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Room, Grand Hotel, 1500 Canal 65-91, 65-92, 65-93, 65-94, 65-95, 65-96,
Street, New Orleans, La. 70140, be- 65-97, 65-107, 65-109, and 65-110 must
tween the hours of 8:30 am, cs.t., and be submitted on a cash bonus bid basis
9:30 a m., cs.t., October -, 1978. Bids with the percent royalty due in
received by the Manager later than amount or value of production saved,
the times and dates specified above - removed or sold fixed according to the
will be returned unopened to the bid- sliding scale formula described below.
ders. Bids may not be modified or This formula fixes the percent royalty
withdrawn unless written modification at a level determined by the value of
or withdrawal is received by the Man- lease production during each calendar
ager prior to 9:30 am., cs.t., October quarter. For purposes of determining
-, 1978. All bids must be submitted the royalty percent due on production
and will be considered in accordance during a quarter, the value of producwith applicable regulation, including tion during the quarter wll be adjust43 CFR 3300. The list of restricted ed for inflation as described below.
joint bidders which applies to this sale The determination of the value of the
was published in 43 FR 15500, April production on which royalty is due
13, 1978, as corrected in 43 FR 16427, will be made pursuant to 30 CFR
April 18, 1978.
250.64.
3. Method of Bidding. A separate bid
The fixed sliding scale formula operin a sealed envelope labeled* "Sealed ates in the following way: when the
Bid for Oil and -Gas Lease (insert -quarterly value of production, adjustnumber of tract), not to be opened ed for inflation, Is less than or equal to
until 10 am., cs.t., October -,-1978," $13.236229 million, a royalty of
must be submitted for each tract. A 16.66667 percent in amount or value of
suggested form appears in paragraph production saved, removed, or sold will
17 of this notice. Bidders are advised be due on the unadjusted value or
that tract numbers are assigned solely amount of production. When the adfor administrative purposes and are justed quarterly value of production Is
not the same as block numbers found equal to or greater than $13.236230
" on official protraction diagrams. All million, but less than or equal to
bids received shall be deemed submit- $1662.854082 million, the rdyalty perted for a numbered tract. Bidders cent due on the unadjusted value or
must submit with each bid one fifth of amount of production is given by
the cash bonus in cash or by casfiier's
A b-PLn (VdS)]
check, bank draft, certified check, or
money order payable to the order of
where
the Bureau of Land Management. No
it,= the Percent royalty that Is due and payable on the unadJusted amount or
'bid for less than a full tract as devalue of all producUon saved. removed
scribed in paragraph 13 will be considor sold In quarterS.
ered. Bidders submitting joint bids
b 1
10.0.
La - natural logarithm.
must state on the bid form the proporV = the value of production In quarter j. adtionate interest of each participating
Justed for Inflation. In nllions of dolbidder, in percent to a maximum of
lama
five decimal places, as well as submit a
sworn statement that the bidder is
qValified under 43 CFR 3302. The sug- When the adjusted quarterly value of
gested form. for this statement to be production is equal to or greater than
used in joint bids- appears in para- $1662.854083 million, a royalty of
graph 18. Other documents may be re- 65.00000 percent in amount or value of
quired of bidders under 43 CFR 3302.4. production saved, removed or sold will
Bidders are warned against violation be due on the unadjusted quarterly
of 18 U.S.C. 1860, prohibiting unlawful value of production. Thus, in no incombination or intimidation of bid- stance will the quarterly royalty due
ders.
exceed 65.00000 percent in amount or
4- Bonfis Bidding With a Fixed Slid- value of quarterly production saved,
removed or sold.
ing Scale Royalty. Bids on tracts 6525, 65-26, 65-27, 65-28, 65-30, 65-31,
In determining the quarterly per65-79, 65-80, 65-81, 65-82, 65-89, 65-90, cent royalty due, Rj, the calculation

will be carried to five decimal places
(for example, 20.17329 percent). This
calculation will incorporate the adjusted quarterly value of production, V1, in
millions of dollars, rounded to the
sixth digit; I.e., to the nearest dollar
(for example, 15.392847 millions of
dollars).
The form of the sliding scale royalty
schedule is illustrated in Figure 1.
Note that the effective quarterly royalty rate depends upon the inflation
adjusted quarterly value of production. However, this rate is applied to
the unadjusted quarterly value of production to determine the royalty payments due.
In adjusting the quarterly value of
production for use in calculating the
percent royalty due on production
during the quarter, the actual value of
production will be adjusted to account
for the effects of inflation by dividing
the actual value of production by the
following inflation adjustment factor.
The inflation adjustment factor used
will be the ratio of the GNP fixed
weighted price index for the calendar
quarter preceding the quarter of production to the value of that index for
the quarter preceding the Issuance of
the lease. The GNP fixed weighted
price index s published monthly in
the Survey of Current Business by the
Bureau of Economic Analysis, U.S. Department of Commerce. The percent
royalty will be due and payable on the
actual amount or value of production
saved, removed, or sold as determined
pursuant to 30 CFR 250.64. The
timing of procedures for inflation adJustments and determinations of the
royalty due will be specified at a later
date. Table 1 provides hypothetical examples of quarterly royalty calculations using the sliding scale formula
Just 'described under two different
values for the quarterly price index.
Leases awarded on the basis of a
cash bonus bid with fixed sliding scale
royalty will provide for a yearly rental
or minimum royalty payment of $3
per acre or fraction thereof.
Bidders for these tracts should recognize that the Department of Energy
Is authorized, under section 302 (b)
and (c) of the Department of Energy
Organization Act, to establish production rates for all Federal oil and gas
leases.
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Figure 1
Form of the Sliding Royalty Schedule

Quarterly
Royalty Rate
(Percent of
unadjusted
quarterly
value of
production)

65.00000

16.66667

Semi-Log
.10

100

1000

10000

Adjusted Quarterly Value of Production (mil. $)

TABLE 1.

(1)

Acbal Value of
Quarterly Production
(illions of dollars)
10.000000

(2)
GNP Fixed Weighted
Price Index

90.000000
270.000000
810.000000

200.0
200.0
200.0
200.0
200.0

10.000000
30.000000
90.000000
270.000000
810.000000

250.0
250.0
250.0
250.0
250.0

30.000000

HYPOTHETICAL QUARERLY RYALTY CALTCTflONS

(3)
Inflation Factor I

5/3
5/3
5/3

5/3
5/3

-

(4)
(5)
Adjusted Value of 2 Percent
Quarterly Production Royalty
(V.
m1. $)
Rate (Ri)

(6)

Royalty Paymwnt

(millions of
dollars)

7.500000
22.500000
67.500000
202.500000
607.500000

16.66667
21.97225
32.95837

1.666667
6.591675
29.662533

43.94449
54.93061

118.650123

6.000000
18.000000
54.000000
162.000000
486.000000

16.66667

1.666667
5.922243
27.654237
112.625262
426.863358

19.74081
30.72693
41.71306
52.69918

444.937941

1 Column (2) divided by 150.0 (assumed value of GNP fixed weighted price index at time leases are issued).
2 Column (1)divided by Inflation Factor.
'3

Column (1)times Column

(5); All values are rounded for display purposes only.
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1

5. Bonus bidding with a fixed constant royalty. Bids on the remaining
tracts to be offered at this sale must
be on a cash bonus basis with a fixed
royalty of 16% percent. Leases which
may be issued will provide for a yearly
rental payment or minimum royalty
payment of $3 per acre or fraction
thereof. A suggested cash bonus bid

cash bonus bid together with the first
year's annual rental, and satisfy the
bonding requirements of 43 CFR
3304.1 within the time provided In 43
CFR 3302.5.
12. Protractiondiagrams. Tracts offered for lease may be located on the
following official protraction diagrams
which are available from the manager,
New Orleans Outer Continental Shelf
Office, at the address stated In paragraph 2. They sell for $2 each.

form is shown in paragraph 176. Equal opportunity. Each bidder
must have submitted by 9:30 azm.,
c.s.t., October -, 1978, the certification required by 41 CFR. 60-1.7(b) and
Ou R CoNinMrTAL SYM.F OFFVIAL
Executive-OrderNo. 11246 of SeptemPROTRACTXON DIAGRAMS
ber 24, 1965, as amended by Executive
Pensacola.
NH
16-5.
(1)
Order No. 11375 of October 13, 1967,
(2) NH 16-8. Destin Dome.
- on the compliance report certification
(3) NH 16-12. Florida MLddle Ground.
form, form 1140-8 (November 1973),
(4) NG 16-3, The Elbow.
and the affirmative action representa(5) NG 16-6.
(December
1140-7
form
form,
tion
(6) NH 17-10. Tarpon Springs.
1971).
(7) NG 17-1. St. Petersburg.
(8) NG 17-4, Charlotte Harbor.
7. Bid opening. Bids will be opened
on October -, 1978, beginning at 10
13. Tract descriptions.The tracts ofam , cs.t., at the address stated in
for bid are as follows:
fered
bids
of
the
paragraph 2. The opening
is for the sole purpose of publicly anNoTv: There may be gaps in the sequence
nouncing and recording bids received of the numbers of the tracts listed. Some of
and no bids will be-accepted or reject- the blocks Identified In the final environed at that time. If the Department Is mental statement may not be Included In
prohibited for any reason from open- this notice.
ing any bid before midnight, October
PRoTRcToN DuAMw.
6cS Om AcL
PENsacoLA RH 16-5
-, 1978, that bid will be returned unopened to the bidder, as soon thereafter
CApproved Oct. 10.1972 revised Dec. 2. 1978
as possible.
8. Deposit of payments. Any cash,
Acreage
Description
Block
Tract
cashier's checks, certified checks, bank
No0.
drafts, or money orders submitted
with a bid may be deposited in a sus5760
All
882
65-1
5,760
Al
883
65-2
pense account in the Treasury during
5760
Ali
884
65-3
the period the bids are being consid5760
All
885
65-4
ered. Such a deposit does not consti5760
All
888
65-5
tute and shall not be construed as ac5760
All
926
*
65-6
5760
Ali
927
65-7
ceptance of any bid on behalf of the
5760
All
928
65-8
United States.
5760
All
929
65-9
9. Acceptance or rejection of bids.
5760
All
930
65-10
5760
All
970
65-11
The United States reserves the right
57C
All
971
65-12
- to reject any and all bids for any tract.
5760
All
972
65-13
In any case, no bid for any tract will
5760
All
973
65-14
5760
be accepted and no lease for any tract
All
974
65-15
will be awarded to any 13idder unless:
(a) The bidder has complied with all
OCS OFFICI L Pno-amcnor DIAGRAM,
requirements of this notice and appliDasr-N DoME NH 16-8
cable regulations;
EApproved Oct. 10.1972 revLed Aug. L 1973; Dec.
(b) The bid is the highest valid cash
2.1976]
bonus bid; and
(c) The amount of the bid has been
Acreage
DescrIption
Block
Tract
determined to be adequate by the SecNO.
retary of the Interior.
No bid will be considered for accept5760
All
313
65-21
ance unless it offers a cash bonus in
5760
All
314
65-22
57C0
the amount of $25 or more per acre or
All
357
65-23
57CC
All
358
65-24
fraction thereof.
57C0
All
473
65-25
10. Withdrawal of tracts.The United
570
All
474
65-26
States reserves the right to withdraw
570
All
518
65-27
5760
All
519
65-28
any tract from this sale prior to issu5760
All
529
65-29
ance of a written acceptance of a bid
5760
All
562
65-30
for that tract.
576C
All
563
65-31
5454.72
All
573
11. Successfl bidders. Each person
65-32
•
57CC
Al
574
65-33
who has submitted a bid accepted by
5760
All
618
65-34
the Secretary of the Interior will .be
5760
All
661
65-35
5760
required to execute copies of the lease
All
662
65-36
specified below, pay the balance of the

OCS OFFICIAL PRoTRAcTIoN DIAGRAFLOImA M DDL GRoUorD NH 16-12
EAprored Oct. 10.1972; rev se Aug. 1.1973 Dec.
2.19761
Tract
No.

Block

Deacripton

Axreg

65-41
65-42
65-48
65-49
65-50
65-51
65-57
6558
65-63
65-64
65-9
65-70

358
359
402
403
404
405
446
447
490
491
534
535

All
All
All
All All
All
All
All
An
All
All
AU

5760
5760
5760
5760
5760
5760
5760
5760
576
5760
5760
5760

OCS OFrIrC.

PaoTacToI

DAGRA .

M

Ezzow NG 16-3
1.19= Dec.
CApproved Oct. 10.1972; rev -ze4Aug.
2.15161
Tract

No.

-

Block

Descripton

Acreage

65-71

567

An

5134.58

65-72
65-73
65-74

609
696
697

All
An
An

5760
5760
5760

65-75

7"39

All

5760

65-76
65-77
65-78

783
827
871

Al
Al
All

5760
5760
5760

OCS OFFIcIAL PRoTRAcIox DlAasm. NG
16-6
rApproved June 5. 1974: revled Dec. 2.19761
Tract
No.

Block

- De:c1ption

65-79
65-80
65-81
65-82
65-83
65-84
65-85
65-80
65-87
65-83

258
259
302
303
609
610
611
653
654
687

An
An
All
An
All
An
An
An
All
An

Acreage

5760
5760
5760
5760
5760
5760
5760
5760
5760
57C0

OCS OczAcLPaoTzcncoxo-raRAM

TARPON SPRans NH 17-10
CApproved Oct. 10.1972; re7L-ed Dec. 2.1961
Tract

Block

65-89
65-90
65-91
65-92
65-93

233
234
277
273
279

Descriptfn

An
Ali
All
All
An

Acreage

5760
5760.
5760
5760
5760
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OCS OFFICIAL PROTRACTION DIAGRAM, ST.
PETERSBURG NG 17-1
[Approved Oct. 10, 1972; revised Dec. 2, 1976]
Tract
No.

Block

65-94
65-95
65-96
65-97
65-98
65-99
65-100
65-101

661
662
705
706
753
754
797
798

Description
All
All
All
All
All
All
All
All

Acreage
5760
5760
5760
5760
5760
5760
5760
5760

OCS OFFICIAL PROTRACTION DIAGRAM,
CHARLOTTE HARBOR NG 17-4
[Approved Oct. 10. 1972; revised Dec. 2, 19761
Tract
No.

Block

65-102
65-103
65-104
65-105
65-106
65-107
65-108
65-109
65-110
65-111
65-112
65-113
65-114
65-115
65-116

143
144
145
187
188
221
231
265
266
627
628
671
672
715
716

Description
All
All
All
All
All
All
All
All
All
All
All
All
All
All
All

Acreage
5760
5760
5760
5760
5760
5760
5760
5760
5760
5760
5760
5760
5760
5760
5760

14. Lease Terms and Stipulations.
Leases issued as a result of this sale
will be on Form 3300-1 (December
1976), available from the Manager,
NewOrleans Outer Continental Shelf
Office, at the address stated in paragraph 2. For leases resulting from this
sale for tracts offered on a cash bonus
basis with fixed sliding scale royalty
listed in paragraph 4 of this Notice of
Sale, Form 3300-1, will be amended as
follows:
SEC. 3(b)(1) Royalty on Production. To
pay the lessor a royalty of that percent in
amount or value of production saved, removed or sold from the leased area as determined by the sliding scale royalty formula
as follows. When the quarterly value of production, adjusted for inflation, is less than
or equal to $13.236229 million, a royalty of
16.66667 percent in amount or value or production saved, removed or sold will be due
on the unadjusted value or amount of production. When the adjusted quarterly value
of production Is equal to or greater than
$13.236230 million, but less than or equal to
$1662.854082 million, the royalty percent
due on the unadjusted value or amount of
production is given by
Rj=b[Ln (Vj/S)]
where
R,= the percent royalty that is due and payable on the unadjusted amount or
value of all production saved, removed
or sold In quarter J.
b= 10.0.
Ln= natural logarithm.
Vj= the value of production In quarter J, adjusted for inflation, in millions of dollam.
S= 2.5

When the adjusted quarterly value of production is equal to or greater than
$1662.854083 million, a royalty of 65.00000
percent in amount or value of production
saved, removed or sold will be due on the
unadjusted quarterly value of production.
Thus, in no instance will the quarterly royalty due exceed 65.00000 percent in amount
or value of quarterly production saved, removed or sold.
t
In determining the quarterly percent royalty due, Rj, the calculation will be carried
to five decimal places (for example, 20.17329
percent). This calculation will incorporate
the adjusted quarterly value of production,
V, in millions of dollars, rounded to the
sixth digit, i.e., to the nearest dollar (for example, 15.392847 millions of dollars).
SEC. 3(b)(3). When paid in value, royalties
on production shall be due and payable
monthly on the last day of the month next
following the month in which the production is obtained, except that the Secretary
may establish such other requirements for
the timing of royalty payments as he determines are necessary. In no case will the royalty payments be required prior to the last
day of the month next following the month
in which production is obtained. Each-such
determination regarding the timing of royalty payments shall be made only after due
notice to the Lessee and a reasonable opportunity has been afforded to the Lessee to be
heard. When paid in production, * **
In the following stipulations the
term "Supervisor" refers to the Gulf
of Mexico area oil and gas Supervisor
for operations of the Geological
Survey and the term "Manager" refers
to the Manager of the New Orleans
OCS Office of the Bureau of Land
Management. Except as otherwise
noted, the following stipulations will
be included in each lease resulting
from this sale.
STIPULATION No. 1
a. The lessee agrees that if any site, structure, or object of historical or archaeological significance should be discovered during
the conduct of operations on any leased
area, he shall report immediately such findings to the Supervisor, and make every reasonable effort to preserve and protect the
cultural resource from damage until the Supervisor has given directions as to Its preservation.
b. (To apply only to the leases resulting
from this proposed sale for tracts 65-1
through 65-21 and 65-89 through 65-93.)
For these lease tracts, falling within Cultural Resource Zones 1 and 2 as defined and
'plotted in the final report Cultural Resources Evaluation of the Northern Gulf of
Mexico Continental Shelf (Coastal Environments, Inc., 1977), and tracts falling outside
the Zones 1 and 2 in which there is reason
to believe a cultural resource exists, the Supervisor shall require the lessee to comply
with the following.
Prior to any drilling activity or the construction or placement of any structure for
exploration or development on the lease, including but not limited to, well drilling and
pipeline and platform placement, hereinafter in this stipulation referred to as "operation," the lessee shall conduct remote sensing surveys to determine the potential existence of any cultural resource that may be
affected by such operations. All data produced by such remote sensing surveys as

well as other pertineit natural and cultural
environmental data shall be examined by a
qualified marine survey archaeologist to determine if indications are present suggesting
the existence of a cultural resource that
may be adversely affected by any lease operation. A report of this survey and assessment prepared by the marine survey archaeologist shall be submitted by the lessee to
the Supervisor and to the Manager.
I If such cultural resource Indicators are
present the lessee shall: (1) Locate the site
of such operations so as not to adversely
affect the identified location: or (2) cstablish, to the satisfaction of the Supervisor,
on the basis of further archaeological Investigation conducted by a qualified marine
survey archaeologist or underwater archae
ologist using such survey equipment and
techniques as deemed necessary by the Su.
pervisor, either that such operations will
not adversely affect the location identified
or that the potential cultural resource sug.
gested by the occurence of the Indicators
does not exist.
A report of this Identification investigation prepared by the marine survey archaeologist or underwater archaeologist shall be
submitted to the Supervisor and the Man.
ager, for their review. Should the Supervisor determine that the existence of a cultural resource which may be adversely affected
by such operation is sufficiently established
to warrant protection, the lessee shall take
no action that may result In an adverse
effect on such cultural resource until the
Supervisor has given directions as to Its
preservation.
STIPULATION No. 2
For the purpose of this stipulation, "Live
Bottom Areas" are defined as those areas
which contain biological assemblages consisting of such sessile invertebrates as sea
fans, sea whips, hydrolds, anemones, asci.dlans, sponges, bryozoans, or corals living
upon and attached to naturally occurring
hard or rocky formations with rough,
broken, or smooth topography; o' whose
lithotope favors the accumulation of turtles
and fishes.
a. (To apply only to leases resulting from
this proposed sale for tracts 65-1 through
65-20.)
Prior to any drilling activity or placement
of any fixed structures or pipelines or any
other exploration or production activity,
the lessee will submit to the Supervisor as
part of his exploration and/or development
plan a bathymetry map, prepared utilizing
remote sensing survey techniques. This map
will include interpretations for the presence
of live bottom areas within a minimum one
mile radius of the proposed exploration or
production activity site.
b. (To apply to all leases resulting from
this proposed sale.)
If it is determined that remote sensing
data indicate the possibility of live bottom
areas, the lessee will submit to the Supervisor photo or other documentation of the sea
bottom of the proposed exploratory drilling
sites or proposed platform locations or
points as determined by the Supervisor,
If it is determined that live bottom areas
might be adversely Impacted by the proposed activities, then the Supervisor will require the lessee to undertake any measures
deemed economically, environmentally, and
technologically feasible to protect live
bottom areas. These measures may include,
but are not limited to, the following:
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1. The relocation of operations to avoid
live bottom areas.
2. The shunting of all drilling fluids and
cuttings in such a manner as to avoid live
bottom areas. 3. The transportation of drilling flulds
and cuttings to approved disposal sites.- 4. The monitoring of live bottom areas to
assess the adequacy of any mitigating measures taken and the impact of lessee-initiated
activities.
STrPULATioN No.3
a. (To apply only to 'the leases resulting
from this proposed sale for tracts 65-6, 6511, 65-16, 65-17, 65-18, 65-21 through 65-28,
65-30, 65-31, 65-37 through 65-70, 65-73
through 65-78, and 65-94 through 65-116.)
Whether or not compensation for such
damage or injury might be due under a
theory:of strict or absSlute liability or otherwise, the lessee assumes all risks of
damage or injury-to persons or property,
which- occur in, on, or above the Outer Continental Shelf, to any persons or to any
property of any person or persons who are
agents, employees or invitees of the lesses.
its agents, independent contractors or subcontractors doing business with the lessee in
connection with any activities being performed -by the lessee in, on. or above the
Outer Continental Shelf, if such injury or
damage to such person or property occurs
by reason of the activities of any agency of
the U.S. Government, its contractors or subcontractors, or any of their, officers, agents
or employees, being conducted as a part of.
or In connection with the programs and activities of the Gulf Test Range, the Pensacola Naval Air Station, Eglin Air Force
Base, MacDill Air Force Base, Tyndall Air
Force Base or Naval Air Advance Training
Command, Naval Air Station, Corpus Christi, Tex. The lessee assumes this risk whether such injury or dhmage is caused In whole
or in part by any act or omission, regardless
of negligence or'fault, of the United States,
its coritractors or subcontractors, or any of
their officers, agents, _or employees. The
lessee further agrees to indemnify and save
harmless the United States against and to
defend at its own expense the United States
against all claims f6r loss, damage, or Injury
sustained by the lessee, and to indemnify
and -save harmless the United States
-against, and to defend at its own expense
the United States against, all claims for loss,
damage, or injury sustained by the agents,
employees, or invitees of the lessee, Its
agents, or any independent contractors or
subcontractors -doing business with the
lessee-in connection with the programs and
activities of the aforementioned military installations, whether the same be caused in
whole or In part by the negligence or fault
of the United States, its contractors, or subdontractors, or any of their officers, agents,
br employees and whether 'such claims
might be sustained under theories of strict
Or absolute liability or otherwise.
The lessee agrees to control his own electromagnetic emissions and those of his
agents, employees, invitees, independent
contractors or subcontractors emanating
from individual designated defense warning
areas in accordance with requirements specified by the commander of the appropriate

onshore military installation. Le., Pensacola

Naval Air Station, Eglin Air Force Base,
MacDil Air Force Base, -or Tyndall Air
Force Base, to the degree necessary to prevent damage to, or unacceptable nterfer-

ence with, Department of Defene flight.
testing or operational activities, conducted
Jarning
areas.
within Individual designated
Necessary monitoring control, and coordination with the lessee, his agents, employees.
invitees. independent contractors or subcontractors, will be effected by the commander
of the appropriate onshore military installation conducting operations in the particular
warning area: Provided, howrerer, That control of such electromagnetic emissions shall,
in no instance prohibit all manner of electromagnetic communication during any
period of time between a lessee. Its agents.
employees, invitees, independent contra tors or subcontractors and onshore facillties.
The lessee, when operating or causing to
be operated on its behalf boat or aircraft
traffic into the individual designated warn.
Ing areas shall enter into an agreement with
the commander of the appropriate onshore
military Installation, Le., Pensacola Naval
Air Station. Egin Air Force Base, MacDll
Air Force Base, Tyndall Air Force Base, utilizing an individual designated warning area
prior to commencing such traffic. Such
agreement will provide for positive control
of boats and aircraft operating into the
warning areas at all times.
b. (To apply only to the leases resulting
from this proposed sale for tracts 65-25
through 65-28. 65-30. and 65-3L)
When the activities of the Armament Development and Test Center at Eglin Air
Force Base may endanger personnel or
property, the lessee agrees, upon receipt of
a directive from the Secretary, to evacuate
all personnel from all structures on the
lease and to shut-in and secure all wells and
other equipment, including pipelines on the
lease, within forty-eight (48) hours or
within such longer period as may be spedfled by the directive. Such directive shal
not require evacuation of personnel and
shutting-in and securing of equipment for a
period of time greater than seventy-two (72)
hours; however, such period of time may be
extended by subsequent directive from the
Secretary. Equipment and structures may
remain In place on the lease during such
time as the directive remains In effect.
SzrPULATXoN No. 4
Pipelines will iUe required. (1) If pipeline
rights-of-waY can be determined and obtained; (2) if laying such pipelines is technologically feasible and environmentally preferable, and (3) if, In the opinion of the
lessor, pipelines can be laid without net
social loss, taking into account any incremental costs of pipelines over alternative
methods of transportation afd any incremental benefits in the form of increased environmental protection or reduced multiple
use conflicts. The lessor specifically reserves
the right to require that any pipeline used
for transporting production to shore be
placed, In certain designated management
areas. In selecting the means of transportation, consideration will be given to any recommendation, of the Intergovernmental
Planning Program for Leasing and Management of Transportation of Outer Continental Shelf Oil and Gas with the participation
of Federal State, and local government and
the industry. Where feasible, all DOI regulated pipelines, including both flow lines
and gathering lines for oil and gas. shall be
burled to a depth suitable for adequate protection from water currents, sand wave,
storm scouring, fisheries trawling gear, and

other. uses as detemlned on a case-by-case
basis.
Following the completion of pipeline Installations, no crude oil production will be
transported by surface vessel from offshore
production sites, except in the case of emergency. Determinations as to emergency conditions and appropriate responses to these
conditions will be made by the Supervisor.
Where the three criteria set forth in the
first centence of this stipulation are not met
and surface transportation must be employed.
All vesrels used for carrying hydrocarbons
to shore from the leased area will conform
with all standards established for such vezels, pursuant to the Ports and Waterways
Safety Act of 1972 (46 U.S.C 39Ia).
SrUr.MoI No. 5
Lessees shall comply with regulations
which affect activities under this lease and
which are promulgated under applicable
statutes by other Federal agencies. Including the Department'of Energy, the Department of Transportation, and the Environmental Protection Agency.

Svipvr~moN No. 6
To be included In any leases resulting
from this propo-ed sale for the sliding scale
royalty tracts listed in paragraph 4 of this
notice.
(a) The royalty rate on production saved,
removed or sold from this lease is subject to
consideration for reduction under the same
authority that applies to all other oil and
gas leases on the Outer Continental Shelf
(30 CFR 25012 (e)). The Director, Geological Survey, may grant a reduction for only 1
year at a time. Reduction of royalty rates
will not be approved unless production has
been underway for 1 year ormore.
(b) Although the royalty rate specified in
section 3(bXl) of this lease or as sulsequently modified In accordance with applicable regulations and stipulations Is applicable to all production under this lease, not
more than 16 percent of the production
caved, removed or sold from the lease area
may be taken as royalty In amount, except
as provided in section 6(c); the royalty on
any portion of the production saved, removed or sold from the lease in excess of
16 percent may only be taken in value of
the production saved, removed or sold from
the lease area.

SrnvuA.aox No. 7
Unless the lessee can demonstrate to the
catisfaction of the Supervisor that it would
not be in the Interests of conservation, all
reservoIrs underlying this lease which
extend Into one or more other leases with
either a different royalty rate or a royalty
rate based on a sliding scale, as indicated by
drilling and other information, shall be operated and produced only under a unit
agreement including the other lease(s) and
approved by the Supervisor. Such a unit
agreement shall provide for the fair and
equitable allocation of production and costs.
The Supervisor shall prescribe the method
of allocating production and costs In the
event operators are unable to agree on a
method acceptable to him.

SrrnTLAnox No. 8
(To be Included In any lease resulting
from this proposed sale for the following
tracts: 65-72 through 65-74. 65-77, 65-78.
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acted, establish programs to repay
65-82 through 65-90, 65-92, 65-93,' 65-98
through 65-106, 65-108, 65-112, 65-114 and_ damages and the costs of oil spills re65-115.)

Portions of these tracts may contain karst
sinkholes. Exploratory drilling operations,
emplacement of structures (platforms) or
seafloor wellheads for the production of
storage of oil or gas will not be allowed on
those portions of the tract 'which contain
karst- sinkholes until the lessee has demonstrated to the Supervisor's satisfaction that
exploratory drilling operations can be safely
conducted or structures (platforms), casing,
and wellheads can be safely designed and installed at the proposed location.
15. Information to Lessees. The De-partment of the Interior will seek the
advice of the States of Mississippi,
Louisiana, Alabama, and Florida and
other Federal agencies, to identify
areas of special concern which might
require appropriate protective measures for live bottom areas and areas
which might contain cultural resources.
If it is determined that live bottom
areas might be adversely impacted by
the proposed activities, then the Supervisor, in consultation with the Regional Director, Fish and Wildlife
Service (FWS), the Manager, BLM and
the States, will require the lessee to
undertake any measures deemed economically, environmentally, and technically feasible to protect live bottom
areas.
Some of the tracts offered for lease
may fall in areas which may be included in fairways, precautionary zones, or
traffic separation schemes. Corps of
Engineers permits are required for
construction of any fixed structures or
artificial islands located on the Outer
Continental Shelf in accordance with
section 4(f) of the Outer Continental
Shelf Lands Act of 1953 (67 Stat. 463;
43 U.S.C. 1333(f)).
In applying safety, environmental
and conservation laws and regulations,
the Supervisor will require the use of
the best available and safest technology which is determined to be economically achievable. To the extent
practicable, the Supervisor will consult
with the relevant Federal agencies and
the affected State(s) in the execution
of these responsibilities.
Bidders are advised that the Departments of the Interior and Transportation have entered into a memorandum
of understanding dated May 6, 1976,
concerning the design, installation, operation and maintenance of offshore
pipelines. Bidders should consult both
Departments for regulations applicable to offshore pipelines.
The U.S. Congress is considering
OCS Lands Act Amendments which
would institute many new provisions
in the leasing and administration of
the resources on the OCS. Two of
these provisions: (1) The Fshermen's
Gear Compensation Fund; and (2) the
Oil Spill Liability Fund will, if en-

sulting from OCS activities. These

funds may be supported by assess-

ments levied on lessees and operators.
Bidders are hereby notified that these
and other provisions of the OCS Lands
Act Amendments may apply to leases
resulting from sdle 65.
The Department's regulations found
in 30 CFR and 43 CFR, as amended,
are applicable to this lease sale.
Recent amendments to these regulations are found in 42 FR 53956, October 4, 1977 (suspension of leases); 43
FR 3880, January 27, 1978 (oil and gas

operations and oil and gas information
program); and 43 FR 3892, January 27,
1978 (environmental assessment and
oil and gas information program).
16. OCS Orders Operations on all
leases -resulting from this sale will be
conducted in accordance with the provisions of all Gulf of Mexico OCS
Orders, as of their effective date, and
any other applicable OCS Order as It
becomes effective.
17. Suggested Bid Form. It is suggested that bidders submit their bids to
the Manager, New Orleans Outer Con.
tinental Shelf Office, In the following
form:

Oil and Gas Bid
The following bid is submitted for an oil and gas lease on the tract
of the Outer Continental Shelf specified below:
Tract No.

Amount of Cash Bonus
Submitted with Bid

Amount per
Acre

Total Amount
Bid

Proportionate Interest of
ccrary(s) Submitting Bid
Qualification No.
Percent Interest

Ccimany
%

Address

Signature
(Please type signer's
name under signature)
18. Required Joint Bidders Statement. In the case of joint bids, each
joint bidder is required, to execute a

joint bidder's statement before a
notary public and submit It with his
bid. A suggested form for this statement is shown below.

Joint Bidder's Statement
submitting bid)
I hereby certify that __(entity
is eligible under 43 CFR 3302 to bid jointly with the other parties
submitting this bid.
Signature
(Please type signer's
name under signature)
;Sorn to and subscribed before me
_19_day of
this

NOTARY PUBLIC
State of
County of

[FR Doc. 78-20717 Filed 7-27-78; 8:45 am]

FEDERAL REGISTER, VOL 43, NO. 146-FRIDAY, JULY 28, 1978

32881 '

NOTICES

[W-646243

ing mining under the general mining
laws, subject to prior valid existing
rights, the following described land:

WYOMING

T. 3K.. R. 14 E., LL~d.M

[4310-84]

Sec. 35, SEV4NEKSEV4 and N ANEYVSEV.

SE4.

Notice of Application

JULY 20, 1978.
Notice is hereby given that pursuant
to section 28 of the Mineral Leasing
Act of 1920, as amended (30 U.S.C.
185), the Northern Utilities, Inc. of
Casper, Wyo.,"filed an application for
a right-of-way to construct a dehydrator station site for the purpoie of reducing water vapor content of natural
gas being transported and will affect
the following described public lands:"
SixT

F

cnCAL

MErIDIAN, WYo=G

T_ 39 N., R. 78 W.,
Sec. 19, SW SE .

The proposed dehydrator station
site will consist of 0.086 acres and will
be located adjacent to an existing
measuring station and 6 inch pipeline,
all located in Natrona County, Wyo.
The purpose of this notice is to
inform the public that the Bureau will
be proceedink-with consideration of
whether the application should be approved, and if so, under what terms
and conditions.
Interested' persons desiring to express their views should do so promptly. Persons submitting comments
should include their name and address
and send them to the District Manager, Bureau' of Land Management,
951 Union ,Boulevard, Casper, Wyo.
S2601.
WnIwsm 9. GxTm,

Acting Chief,Branch of
Lands and Minerals Operations.
[FR Doc. 78-20880 Filed 7-27-78; 8:45 am]

[CA 5200]
CAUFORNIA
Pro posed Withdrawal and Reservation of
Lands
JULY 20, 1978.

The Department of the Army, Corps
-of Engineers, has filed application
number CA 5200 to withdraw from all
forms of appropriation under the nondiscretionary public land laws, includ-

The area aggregates 15 acres In Tuo-

lumne County, Calif. The withdrawal
of the land Is necessary to preserve
the unique cave ecosystem associated
with the New Melones Lake Project.
For a period of 30 days from the
date of publication of this notice, all
persons who wish to submit comments,
suggestions, or objections In connection with the proposed withdrawal
may present their views in writing to
the undersigned officer of the Bureau
of Land Management, U.S. Department of the Interior, Room E-2841
Federal Office Building. 2800 Cottage
Way, Sacramento, Calif. 95825.
The Department's regulations provide that the authorized officer of the
Bureau of. Land Management will undertake such Investigations as are necessary to determine the existing and
potentialdemands for the lands and
their resources. He -willalso undertake
negotiations with the applicant agency
with the view of adjusting the application to reduce the area to the minimum essential to meet the applicant's
needs, to provide the maximum con.
current utili7ation of the lands for
purposes other than the applicant's, to
-eliminate lands needed for purposes
more essential than the applicant's,
and to reach agreement on the concurrent management of the lands and
their resources.
The authorized officer will also prepare a report for consideration by the
Secretary of the Interior, who will determine whether or not the land will
be withdrawn as requested by the applicant agency.
Pursuant to section 204(b) of the
Federal Land Policy and Management
Act of 1976, notice Is hereby given
that an opportunity for a public hearing is offered In connection with the
proposed withdrawal All interested
persons who desire to be heard on the
proposed withdrawal must submit a
written request for a hearing to the
undersigned. Notice of the public
hearing will be published in the FEDrmAL REUsT
givifg the time and place
of said hearing.
For a period of 2 years from date of
publication of this notice In the FPmaRAL REGLsnn, the land will be segre-

gated from entry as specified above,
unless the application is rejected or
the withdrawal is approved prior to
that date. If the withdrawal is ap-proved by the Secretary, it will be for
a 20-year period and the land will
remain segregated for the duration of
the withdrawal.
All communications in connection
with this proposed withdrawal should
be addressed to the undersigned.

JoAN B. RUssmx,
Chief, Lands Section Branch of
Lands and Minerals OPeration&
[FR Doc. 78-20913 Filed 7-27-78; 8:45 am]

[4310-55]
Fish and Wildlife Service
ENDANGERED SPECIES PERMIT
Notice of Receipt of Application

Applicant: Ila Loetscher, P.O. Box
2049, South Padre Island, Texas 78597.
The applicant requests a permit to
salvage endangered and threatened
species of sea turtles for rehabilitation
at her facilities and release to the wild
to enhance the survivial of the species.
Humane care and treatment during
transport has been indicated by the
applicant.
Documents' and other information
submitted with this application are
available to the public during normal
business hours in room 534, 1717 H
Street NW., Washington, D.C., or by
writing to the Director, US. Fish and
Wildlife Service (WPO), Washington,
D.C. 20240.

This application has been assigned
file number PRT 2-2158. Interested
persons may comment on this application by submitting written data, views,
or arguments to the Director at the
above address on or before.August 28,
1978. Please refer to the file number
when submitting comments.
Dated: July 25, 1978.
DoNALD G. DonAnoo,
Chief, Permit Branch, Federal
Wildlife Permit Office U.S.

Fish and Wildlife Service-

[FR Doc. 78-20905 Filed 7-27-7848:45 am]
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[4310-55]
ENDANGERED SPECIES PERMIT
Notico of Receipt of Application
Applicant: Yerkes Regional Primate
Research Center, Emory University,Atlanta, Georgia 30322
The applicant wishes to export refrigerated or frozen blood and tissue
samples collected from laboratory gorillas (Gorilla gorilla) and orangutan
(Pongo pygmaeus) for biomedical research.
Documents and other information
submitted with this application are
available to the public during normal
business hours in Room 534, 1717 H
Street NW., Washington, D.C., or by
writing to the Director, U.S. Fish and
Wildlife Service (WPO), Washington,
D.C. 20240.
This application has been assigned
file number PRT 2-2390. Interested
persons may comment on this application by submitting written data, views,
or arguments to the Director at the
above address on or before August 28,
1978. Please refer to the file number
when submitting comments.
Dated: July 25, 1978.
DONALD G. DoNAHoo,
Chief, Permit Branch, Federal
Wildlife Permit Office, U.S.
Fish and Wildlife Service
(FR Doc. 78-20906 Filed 7-27-78; 8:45 am]
[4310-55]
THREATENED SPECIES PERMIT
Notice of Receipt of Application

Applicant: William F.
Vokoun,
2605-63rd St., Downers Grove, Illinois
60515.
The applicant wishes to apply for a
Captive Self-Sustaining Population
permit authorizing the purchase and
sale for propagation those species of
pheasants listed in 50 CIE 17.11 as
[T(C/P)]. Humane shipment and care
in transit is assured.
Documents and other information
submitted with this application are
available to the public during normal
business hours in Room 534, 1717 H
Street NW., Washington, D.C., or by
writing to the Director, U.S. lFish and
Wildlife Service (WPO), Washington,
D.C. 20240.
This application has been assigned
file number PRT 2-2496. Interested
persons may comment on this application by submitting written data, views,
or arguments to the Director at the
above address on or before August 28,
1978. Please refer to the file number
when submitting comments.

Dated: July 25, 1978.
DONALD G. DoNAnoo,
Chief, Permit Branch, Federal
Wildlife Permit Office, U.S.
Fish and Wildlife Service.
[FR Doc. 78-20907 Filed 7-27-78; 8:45 am]

[4310-55]
ENDANGERED SIECIES PERMIT
Notice of Receipt of Application

Applicant: Otis Edward Trosper,
8649 Southaven Circle East, Southayen, Miss. 38671.
The applicant requests a permit to
purchase in interstate commerce, two
.pairs of captive-bred masked bobwhite
quail (Colinus virginianus ridgwayi)
from Maresa Co., Inc., Vista, Calif., for
enhancement of propagation. Humane
care and treatment during transport
has been indicated by the applicant.
Documents and other information
submitted with this application are
available to the public during normal
business hours in Room 534, 1717 H.
Street, NW., Washington, D.C., or by
writing to the Director, U.S. Fish and
Wildlife> Service (WPO), Washington,
D.C. 20240.
This application has been assigned
file number PRT 2-2746. Interested
persons may comment on this application by submitting written data, views,
or arguments to the Director at the
above address on or before August 28,
1978. Please refer to the file number
when submitting comments.
Dated: July 25, 1978.
DONALD G. DONAHOO,
Chief, Permit Branch, Federal
Wildlife Permit Office, U.S.
Fish and Wildlife Service.
[FR Doc. 78-20908 Filed 7-27-78; 8:45 am]

[4310-55]
ENDANGERED SPECIES PERMIT
Notice of Recelpt of Application

Applicant: Dr. Lawrence J. Foerder,
9000 Beachy Ave., Arleta, Calif. 91771.
The applicant requests a permit to
import from Canada a pair of captiveborn leopards (Panthera pardus) for
propagation and exhibition. Humane
care and treatment during transport
has been indicated by the applicant.
Documents and other information
submitted with this application are
available to the public during normal
business hours in Room 534, 1717 H
Street NW., Washington, D.C., or by
writing to the Director, U.S. Fish and
wildlife Service (WPO), Washington,
D.C. 20240.
This application *has been assigned
file number PRT 2-2878. Interested
persons may comment on this applica-

tion by submitting written data, views,
or arguments to the Director at the
above address on or before August 28,
1978. Please refer to the file number
when submitting comments.
Dated: July 25, 1978.
DONALD 0. Douiuioo,
Chief, Permit Branch, Federal
Wildlife Permit Office, U.S.
Fish and Wildlife Service.
CFR Doe. 78-20910 Filed 7-27-78 8:45 am]

[4310-56]
ASIAN ELEPHANT
Waiver of 30 Day Public Comment Period Prior
To Issuance of an Endangered Species Permit

On July 13, 1978, a letter waiving
the 30 day public comment period requird prior to issuance of an endangered species permit was issued to the
Central Florida Zoological Society,
Sanford, Mia., as well as a permit PRT
2-2900 authorizing interstate commerce in the course of a commercial
activity for the sale of one male Asian
elephant (Elephas maximus) to the International Animal Exchange facilities
at Grand Prairie, Tex.
It was determined by the U.S. Fish
and Wildlife Service that an emergency did in fact exist and that the elephant might have to be destroyed
since it posed a threat to human life in
that its housing facility was Inadequate for Its temperament during
breeding cycles. It had in fact recently
seriously injured three attendants and
should be moved to the facilities of
the International Animal Exchange
which are thought to be adequate.
This emergency waiver was issued in
accordance with the Endangered Species Act of 1973, as amended by Pub.
L. 94-359 (90 Stat. 911).
Documents and other information
submitted with this application are
available to the public during normal
business hours in room 534, 1717 H
Street NW., Washington, D.C., or by
w-riting to the Director, U.S. Fish and
Wildlife Service (WPO), Washington,
D.C. 20240.
This permit has been assigned file
No. PRT 2-2900. Interested, persons
may comment on this application by
submitting written data, views, or arguments to the Director at the above
address by August 28, 1978. Please
xefer to file No. PRT 2-2900 when submitting comments.
DONALD G. DONAHoo,
Chief, Permit Branch, Federal
Wildlife Permit Office, U.S.
Fish and Wildlife Service
[FR Doc. 78-20911 Filed 7-27-78; 8:45 am)
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tary of Agriculture for financial assist-

SNAIL DARTER

ance in the form of grants, loans, or
Waiver of 30 Day Public Comment Period Prior loan guarantees In order to establish
Species
Permit
To Issuance of an Endangered
or improve facilities at the locations
On July 12, 1978, a notice of receipt listed for the purposes given in the atof an application (PRT 2-2873) re- tached list. The financial assistance
ceived by the Service July 7, 1978, would be authorized by the Consolifrom the -Tennessee Valley Authority dated Farm and Rural Development
for a permit to capture, mark and re- Act, as amended, 7 U.S.C. 1924(b),
lease snail darters (Percinatanasi) In 1932, or 1942(b).
The act requires the Secretary of
order to make population, estimates,
Labor to determine whether such Fedappeared in the FEDRAL REaisERP.
Comments were invited for submission eral assistance is calculated to or Is
likely to result in the transfer from
on or before August 11, 1978.
On July 13, 1978, based on a recom- one area to another of any employmendation resulting from a unani- ment or business activity provided by
mous vote by the Snail Darter Recov- operations of the applicant. It is perery Team, the applicant requested a missible to assist the establishment of
waiver of the 30 day comment period a new branch, affiliate or subsidary,
and immediate issuance of a permit only if this will not result in increased
contending that there was a real and unemployment in the place of present
present -danger of losing the snail operations and there is no reason to
darter population in the Little Tennes- believe the new facility Is being estabsee River and that the activities pro- lished with the Intention of closing
posed intheir-application must imme- down an operating facility.
The act also prohibits such assistdiately commence in order to secure
information essential to scientifically ance if the Secretary of Labor determines that It is calculated to or Is
sound recovery plans.
On July 14, 1978, in accordance with likely to result in an increase in the
the Endangered Species Act of 1973, as production of goods, materials, or comamended' by -Pub. L. 94-359 (90 Stat
modities, or the availability of services
911), the Service' conburred) with the or facilities in the area. when there is
applicants contention and issued a not sufficient demand for such goods,
letter waiving the 30 day comment
materials, commodities, services, or faperiod and permit PRT 2-2873 to the cilities to employ the efficient capacity

-

-
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applicant authorizing the requested
activities.
Documents and other information
submitted with this application are
available to the public during normal
business hours in Room 534, 1717"H
Street NW., Washington, D.C., or by
writing to the director, U.S. Fish and
wildlife Service (WPO), Washington,
D.C. 20240.
This application has been assigned
file number PRT 2-2873. Interested
persons may comment on this application by submitting written data, views,
or arguments to the Director at the
above address by August- 28, 1978.
Please refer to the file number when
submitting comments.
DONALD G. DoNAHoo,
- Chief,-Permit Branch, Federal
lWildlife Permit Office, U.S.
Fish and Wildlife Service.
.EFR Doe. 78-20909 Filed 7-27-78; 8:45 am]

L451 0-30]
DEPARTMENT OF LABOR
Employment and Training Administration
EMPLOYMENT TRANSFER AND BUSINESS COMPETITION DETERMINATIONS UNDER THE
RURAL DEVELOPMENT ACT
Notice.of Applications

The organizations listed in the -attachment have applied to the Secre-

of existing competitive commercial or

industrial enterprises, unless such financial or other assistance will not
have an adve'rse effect upon existing
competitive enterprises in the area.
The Secretary of Labor's review and
certification procedures are set forth
at 29 CFR Part 75. In determining
whether the applications should be approved or denied, the Secretary will
take into consideration the following
factors:
1. The overall employment and unemployment situation in the local area
in which, the proposed facility will be
located.
2. Employment trends in the same
industry in the local area.
3. The potential effect of the new facility upon the local labor market,
with particular emphasis upon its potential Impact upon competitive enterprises in the same area.
4. The competitive effect upon other
facilities in the same industry located
in other areas (where such competition is a factor).
5. In the case of applications involving the establishment of branch plants
or facilities, the potential effect 'of
such new facilities on other existing
plants or facilities operated by the applicant.
All persons wishing to bring to the
attention of the Secretary of Labor
any information pertinent to the determinations which must be made regarding these applications are invited

32883

to submit such information in writing
within 2 weeks of publication of this
notice to:
Deputy Assistant Secretary for Employment and Training, 601 D Street

NW., Washington, D.C. 20213.
Signed at Washington, D.C., this
24th day of July 1978.
ENir G. GawX,
AssistantSecretaryfor
Employment and Training.
APPLCATIoIS RzcEivz Dunq ne
EiNrDn JuLy 21.1978
Name of applicant and
locatlon of enterprism

WEEK

Principal product or
activity

Marion Rohr Corp. (tenant Manufacture of
of city of Horell). Har- ladles' underwear.
nell. T.Y.
The Eastern Ise.
Inc.. Manufactureof
Richlands and Grundy. Va. -women's robes and
children's
nlghtwear
The J. R. Clark Co. Manufacture of

stalnlesssteel

Moundiville. W. Va.

cookware and

barbequegrM%.
Brncmar Group. Ltd.. Hilton Convention hoteL

Head Island S.C.

Branchwood Home for the Donicilary care

Aged.Reldsville. N.C.
Wels Decalomanla Inc. -rocesosrofprem-r
&nitfvelm.
Chapln. S.C
Brackin Investment Corp, Retaildi-dcoimt
furniture store.

Dot an. Ala.

Ca.cade Machine & Enl- Manufacture and

neeriag Corp. Inc. Sylacaums. Ala.

repair of
machinery.

FenwIck Hall. DlvULon of Alcoholi..
Health l-Ittutem. Inc.. treatment services.

Johns ILand. SC.
Michigan
Culvert
Mazon. MIch.

Co- Manufacture of
corusatedsteel
pipe.

TCHS Corp.
Ohio.

GalIMpoll- Restaurant.

Guaranty Fuels
port, Ann.

Inc.. Bay- Production wcod of
fuel ellet.

Inenation Indutrea. Inc.. Engineering
Roswell.N. Me
developmnt and

manufture of
OPTO-electronfe
controls for
paenserand
freli-ht elevators
Bay Equlpmenk Co. Hitch- Manufacture of
structural clay
cock. Te.
producfz.
Scheduled Skywa
Inc.. Alpaener. air
cargo. and flying
Fayetteville. Ark.
charterservIces
Dan Wallace. MIchael Kahn. Motel.
and Fred Gipwn. Seminole. Okl&

Central Gulf Ice. Inc. Ber- Iceplant.
wick, La.
Dvtb Funeral Home. Henri- Funeral services.
etta. Tex.
Christian Retirement Corp. Nursing care and
retirement
Santa Fe. N. Mem
resldence.
Oltiley Brothers Coastruc- Motel.

tion Co. Maryville. Mo.
Woodmoor Country Club. Country club.
Inz. Monument. Colo.
The 1-25 Partnership Monu- Gazollne service
station a(d
ment. Colo.

IFR Doe. 78-20742 Filed 7-27-78; 8:45 am]
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[4510-30]
EMPLOYMENT TRANSFER AND BUSINESS COMPETITION DETERMINATIONS UNDER THE
RURAL DEVELOPMENT ACT
Applications

5. In the case of applications involving the establishment of branch plants
or facilities, the potential effect of
such new facilities on other existing
plants or facilities operated by the applicant.
All persons wishing to bring to the
attention of the Secretary of Labor
any information pertinent to the determinations which must be made regarding these applications are invited
to submit such information in writing
within 2 weeks of publication of this
notice to: Deputy Assistant Secretary
for Employment and Training, 601 D
Street NW., Washington, D.C. 20213.

The organizations listed in the attachment have applied to the Secretary of Agriculture for financial assistance in the form of grants, loans, or
loan guarantees in order to establish
or improve facilities at the locations
listed for the purposes given in the attached list. The financial assistance
would be authorized by the Consolidated Farm and Rural Development
Act, as amended, 7 U.S.C. 1924(b),
Signed at Washington, D.C., this
1932, or 1942(b).
17th day of July 1978.
The act requires the Secretary of
ERNEST G. GREENr,
Labor to determine whether such FedAssistant Secretaryfor
eral assistance Is calculated to or is
Employment and Training.
likely to result in the transfer from
one area to another of any employAPPLICATIONS RECEIVED DURING THE WEE
ment or business activity provided by
ENDni JULY 14, 1978
It
is
peroperations of the applicpnt.
LOCATION OF ENTERPRISE,
NAME
OF
APPLICANT,
missible to assist the establishment of
AND PRINCIPAL PRODUCT OR ACTIVITY
a new branch, affiliate or subsidiary,
MirrorLake resort
In, tr.,
PI.id, N.Y., hote4
only if this will not result in increased
andLake
restaurant
unemployment in the place of present
Nursing Home, Inc., Athens, Pa.,
operations and there is no reason to Heritage
nursing care.
believe the new facility is being estab- Avtex
Fibers-Front Royal Inc., Front Royal,
lished with the intention of closing
Va., specialty rayon fibers.
down an operating facility.
Covington Inn, Clarksville, Tenn., motel.
The act also prohibits such assist- Key Petroleum, Inc., Mango, 'la., distribution and retail sales of petroleum prodance If the Secretary of Labor deteructs.*
I
I
mines that It is calculated to or is
likely to result in an increase in the John F. Wolcott, Sr., Bossier City, La., complete hotel services.
production of goods, materials, or com- Muskogee
Aluminum, Inc., Muskogee, Okla.,
modities, or the availability of services
manufacture of aluminum sheet and foil
or facilities in the area, when there is Allied Fabricators, Inc., Mexia, Tex., masts
not sufficient demand for such goods,
and substructures for oil well drilling rig.
materials, commodities, services, or fa- Speed-A-Way, Inc., Cushing, Okla.. wholesale gasoline.
cilities to employ the efficient capacity
of existing Competitive commercial or 'North Platte Venture, Douglas, Wyo.,
motel.
industrial enterprises, unless such fiA. Sawyer, Sheridan, Wyo., motel,
nancial or other assistance will not Thomas
office building, mini mart, self serve and
upon
existing
have an adverse effect
rural gas.
competitive enterprises in the area.
United Budget Luxury Inns, Inc., BrunsThe Secretary of Labor's review and
wick, Ga., motel, restaurant, gift shop,
and gas station.
certification procedures are set forth
at 29 CFR Part 75. In determining Sasse Corp. T/A Rivertree Inn, Clarkston,
Wash., transient accommodations.
whether the applications should be apLumber Co., Cleveland and Alto,
proved or denied, the Secretary will Blalock
Ga., manufacture of softwood and hardtake into consideration the following
wood lumber, hardwood flooring and byfactors:
products.
1. The overall employment and un- Southeast Manufacturing Co., Inc., Joplin,
Mo., manufacture of farm equipment and
employment situation in the local area
fireplace grates and accessories.
in which the proposed facility will be
Somerset Group, Inc., Youngstown, N.Y.,
located.
operation of foreign trade zone.
2. Employment trends in the same Alternate
Growing Environment, Inc., Las
industry in the local area.
Cruces, N. Mex., Intermediate nursing
3. The potential effect of the new facare.
cility upon the local labor market, Rex Monroe -Kennedy, Jacksonville, N.C.,
sale and repair of automobiles.
with particular emphasis upon its potential impact upon competitive enter- Prosser-Agrinetics Charcoal Interests, Doniphan, Mo., manufacture, packaging and
prises in the same area.
sales of wood charcoal briquettes.
4. The competitive effect upon other
Donald E.Stephens, Leadvile, Colo., motel.
facilities in the same industry located
(FR Doc. 78-20923 Filed 7-27-78; 8:45 am]
in other areas (where such competition is a factor).

[4510-26]
Occupational Safety and Health Admlnlstrallon
ADVISORY COMMITTEE ON CONSTRUCTION
SAFETY AND HEALTH
Meeting

Notice is hereby given that the Advisory Committee on Construction
Safety and Health, established under
section 107(e)(1) of the Contract Work
Hours and Safety Standards Act (40
U.S.C. 333) and section 7(b) of the Occupational Safety and Health Act of
1970 (29 U.S.C. 656) will meet on Tuesday, August 15; Wednesday, August 16,
and Thursday, August 17, 1978, in
Room W5437, Department of Labor
Building, Third Street and Constitution Avenue NW., Washington, D.C.
20210. The meeting is open to the
public and will begin at 9 a.m.
Pursuant to the decision of the U.S.
Court of Appeals for the District of
Columbia Circuit (National Construc.
tors Association v. Ray Marshlall, ,Sec.
retary of Labor,et aL, C.A.D.C. No. 771197) regarding OSHA's Ground-Fault
Circuit Protection Standard (29 CFR
1910.309(c) for general industry and 20
CFR 1926.400(h)), the Advisory Committe will review said standard, and
make such recommendations as appropriate.
To assist the Advisory Committee In
Its review, the agency has provided
each member with copies of the following documents:
1. A copy of the Court decision.
2. An index of the Record on Ground.
Fault protection.
3. FMDERM REzsvRm Notice, Vol. 40, No.
67-April 7, 1975-Ground-F-ult Circuit
Protection-Revocation of Standard.
4. FDERAL RozsTEm Notice, Vol. 40.No.
170-September 2,1975-Notice of Hearing
on Ground-Fault Circuit Protection.
5. The Ground-Fault Protection Standard-Federal Register-December 21, 1910.
These and other related documents
may also be obtained by members of
the public by contacting OSHA's
Technical Data Center, telephone 202523-7894.
A technical presentation will be
made on behalf of the agency by Dr,
Jerry Purswell, Director of OSHA
Safety Standards Programs, and will
include a discussion of both the "assured equipment grounding conductor
program" alternative and GroundFault Circuit Interrupters. In accordance with the above court decision,
the standard will continue to remain
full n effect during this period of reconsideration.
In addition, the Advisory Committee
will discuss residual matters relating
to the Identification of 29 CFR Part
1910 standards (general industry) specifically applicable to the construction
industry (29 CFR Part 1926).
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Written data, views, or arguments
may be submitted, preferably witli 20
copies to the Division of Consumer Affairs. Any ,such submissions received
prior to the meeting will be provided
to the members of the committee and
will be included in the record of the
meeting...

[4510-28]
Office of the Secrelary.

CERTIFICAREGARDING
INVESTIGATIONS
TIONS OF ELIGIBILITY TO APPLY FOR
WORKER ADJUSTMENT ASSISTANCE

Anyone Wishing -fo make an oral
Petitions have been filed with the
presentation -should notify the Divi- Secretary of Labor under section
sion of Consumer Affairs-before the 221(a) of the Trade Act of 1974 ("the
meeting. The request should state the Act") and are identified in the appenamount of time desired, the capacity dix to this notice. Upon receipt of
in which the person will appear, and a these petitions, the Director of the
brief outline of the content of the Office of Trade Adjustment Assistance, Bureau of International Labor
presentation.
Oral presentations will be scheduled Affairs, has instituted Investigations
at the discretion of the chairman, de- pursuant to section 221(a) of the Act
pending on the extent to which time and 29 CFR 90.12.
,permits. Communications may be
The purpose of each of the investimailed to: Ken Hunt, Office of Infor- gations is to determine whether absoOccumation and Consumer-Affairs,
lute or relative increases of finports of
pational Safety and Health Adminis- articles like or directly competitive
tration, Third Street and Constitution with articles produced by the workers'
Avenue NW., Washington, D.C. 20210, firm or an appropriate subdivision
telephone 202-523-8024.
thereof have contributed importantly
. Materials provided to members of to an absolute decline in sales or prothe Committee are available for in- duction, or both, of such firm or subdispection and popying at the above ad- vision and to the actual or threatened
dress.
total or partial separation of a signifiSigned at Washington, D.C., this cant number or proportion of the
-25th day of July, 1978.
workers of such firm or subdivision.
EuLA BINGHA,
Petitioners meeting these eligibility
ofLbor.
AssistantSecretaryq
requirements will be certified as eligiEFR Doc. 78-20958 Filed 7-27-78; 8:45 am]

under Title II. Chapter 2, of the Act in
accordance with the provisions of Subpart B of 29 CFR Part 90. The investigations will further relate, as appropriate, to the determination of the
date on which total or partial separations began or threatened to begin and
the subdivision of the firm involved.
Pursuant to 29 CFR 90.13. the petitioners or any other persons showing a
substantial Interest In the subject
matter of the investigations may request a public hearing, provided such
request is filed in writing with the Director, Office of Trade Adjustment Assistance, at the address shown below,
not later than-?
Interested persons are invited to
submit written comments regarding
the subject matter of the investigations to the Director, Officer of Trade
Adjustment Assistance, at the address
shown below, not later than-?
The petitions filed in this case are
available for Inspection at the Office
of the Director, Office of Trade Adjustment Assistance, Bureau of International Labor Affairs, U.S. Department of Labor, 200 -Constitution
Avenue NW., Washington, D.C. 20210.
Signed at Washington, D.C., this
19th day of July. 1978.
MUvIN M. Fooxs,
Director,Office of
Trade Adjustment Assistance.

ble to apply for adjustment assistance
APPDix

Petitidner:.Union/workers or
former worker of-

Date
received

Location

Branm-Abrahnman Hat Co.. -Inc. Plainfleld. N.J
(United,1atters, Cap & Millinery
Workers"International Union).
.... Greenville. S.C.
Crosrol, Inc. (workers)
Day- Mines, Iri.,'Tamarack Zflne
(USWA).
Fairfield Glove Co: (ACTWU)....
.
..
Do
Guterl Specialty Corp, Simonds Steel
Division (USWA).
Lake Center Industries Parts Division
-

Date of
petuon

July17.1978

July 10.1978

Articles produced

Petition
No.

Rollupitshing/golfhats.

TA-W-3.976

.

Jul&13.1978

July 3.1978

TA-W-3,927

Wallace.Idaho__

July17.1978

Jly,7.1978

TA-W-3.98

Planetary coilers used In the cardln
of textile manufacturing.
Mining of silver, lead. and zinc.

atrfield. lowa ...............
Bonaparte.Iowa.-......
Lockport, N.Y.

do
.do---...:
July 13.1978

July 13.1978
-do
July 12.1978

TA-W-3.979
TA-W-3,930
TA-W-3.931

Work glove.
Do.
Specialty steel including saw steel.

July 10.1978

TA-W-3.932

Comuti mrrom.

July 17.1978
July 13.1978

June 28 19#ff
July 12.1978

TA-W-3.983
TA-W-3.934

'July 17.1978

-do

TA-W-3285

1

Winona. MInn...................... .... do...-..

area

(workers).

lIontco-Manufeturlng Co. (ACTWU) Arsterdam.N.Y
National Standard Co- Tire Textile Columba. Aa.la
Division (USWA).
Clifton. N.J
Torsion Balance Co. (workers)

-

-

[FR Dom. 78-20959 Filed 7-27-75; 8:45

am3

Act") and are identified in the appendix to this- notice. Upon fecelpt of
CERTIFICA- I these petitions, .the Director of the
REGARDING
INVESTIGATIONS
Office of Trade Adjustment AssistTIONS OF ELIGIBILITY TO APPLY FOR
ance, Bureau of International Labor
WORKER ADJUSTMENT ASSISTANCE
Affairs, has Instituted investigations
Petitions have been filed with the pursuant to section 221(a) of the Act
Secretary of Labor under section and 29 CFR 90.12.
The purpose of each of the investi221(a) of the"Trade Act of 1974 T'the
[4510-28]

Contractor of women'A knitted sportswear.
Steel tensile wire used for radio towers,
bead wire. and side cut wire.
Balance z-alea, pharmaceutical and student
balances.

gations is to determine whether absolute or relative increases of imports of
articles like or directly competitive
with articles produced by the workers"
firm or an appropriate subdivision
thereof have contributed importantly
to an absolute decline in sales or production, or both, of such firm or subdivision and to the actual or threatened
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total or partial separation of a significant number or proportion of the
workers of such firm or subdivision.
Petitioners meeting these eligibility
requirements will be certified as eligible to apply for adjustment assistance
under title II, chapter 2, of the Act in
accordance With the provisions of subpart B of 29 CFR 90. .The nvestigations will further relate, as appropri-\
ate, to the determination of the date
on which total or partial separations
began or threatened to begin and the
subdivision of the firm involved.

Pursuant to 29 CFR 90.13, the petitioners or any other persons showing a
substantial interest in the subject
matter of the investigations may request a public hearing, provided such
request is filed in writing with the Director, Office of Trade Adjustment Assistance, at the address shown below,
not later than August 7, 1978.
Interested persons are invited to.
submit written comments regarding
the subject matter of the investigations to the Director, Office of Trade
Adjustment Assistance, at the address

shown below, not later than August 7,
1978.
The petitions filed in this case are
available for inspection at the Office
of the Director, Office of Trade Adjustment Assistance, Bureau of International Labor Affairs, U.S. Department of Labor, 200 Constitution
Avenue NW., Washington, D.C. 20210.
Signed at Washington, D.C., this
13th day of July 1978.
MARVIN M. FOOKS,

Director,Office of

Trade Adjustment Assistance.

APPEInDIX
Articles produced

Date of
petition

Petition
No.

July 10, 1978
do ......
July 7, 1978

July 7,1978
July 4, 1978
July 5. 1978

TA-W-3,967
TA-W-3,968
TA-W-3,969

Ladies' garments.
Pocket hnstanatic cameras.
Steel high pressure sewer pipe.

July 10, 1978
July 13. 1978

July 6,1978
July 10, 1978

TA-W-3,970
TA-XV-3,971

Ladies' dresses.
Ladies' handbags of vinyl and leather.

Paterson, N.J ....................... July 10. 1978
...
do
.
New York, N.Y .....
Green Cove Springs, Fla ... July 5,1978

July 6,1978

TA-W-3.972

Children's dresses.

J un e 2 9 , 19 78

TA - W - 3 ,9 73

July 10, 1978

June 30,1978

TA-W-3,975

Petitioner:. Union/workers or
former workers of.-

Location

Date
received

Allegro Fashions (ILGWU) ....................
Berkey-Keystone (workers) ...................
Interpace Corp., Lock Joint Pipe Dlvi.
sion (attorney).
Jean Fashions (ILGWU) ........................
Morris White Fashions (International
Leather Goods, Plastic and Novelty
Workers' Union).
Neko Togs (ILGWU) ...............................
Poirette Corset Co., Inc. (ILGWU) .......
Titanium Enterprises (workers) ............

...
Lodi, NJ...... ....
....
Clifton, N..
Somerville, N.J ....................
Paterson, N.J .......................
Scranton, Pa .....................

F/V Victory II (workers) ........................ Provincetown, Mass............

July 2. 1978,

TA-W-3,974

B r a s s i e r e s a n d g i r dl e s .

Mining of heavy minerals, dry mill to produce zircon, monazite, staurolite, limcnite,
leucoxene, and rutile.
Catching and selling of fin fish, ground
fish, other varieties.

[FR Doe, 78-20960 Filed 7-27-78; 8:45 am]

[4510-281
[TA-W-2948]
A & F LEATHERS, INC., BOSTON, MASS.
Nogative Determination Regarding Eligibility
To Apply for Worker Adjustment Assistance

In accordance with section 223 of
the Trade Act of 1974 the Department
of Labor herein presents the results of
TA-W-2948: Investigation regarding
certification of eligibility to apply for
worker adjustment assistance as prescribed in section 222 of the act. The Investigation was initiated on
January 25, 1978, in response to a
worker petition received on January 9,
1978, which was filed on behalf of
workers and former workers producing
leather coats, and jackets at A & F
Leathers, Inc., Boston, Mass.
The notice of investigation was published In the FEnL REGISTER on
February 17, 1978 (43 FR 7068). No
public'hearing was requested ind none
was held.
The information upon which the determination was made was obtained
principally from officials of A & F
Leathers, Inc., the U.S. Department of
Commerce, the U.S. International

Trade Commission, industry analysts,
and Department files.
In order to make an affirmative determination and issue a certification of
eligibility to apply for adjustment assistance each of the group eligibility
requirements of section 222 of the act
must be met. Without regard to
whether any of the other criteria have
been met the following criterion has
not been met:
That increases of imports of articles like or
directly competitive with articles produced
by the firm or appropriate subdivision have
contributed importantly to the separations,
or threat thereof, and to the absolute de-.
cline in sales or production.
Employment of production workers
at A & F Leathers, Inc., increased 2.5
percent in 1977 compared to 1976 and
ncreased_21.4 percent in the first 2
months of 1978 compared to the same
period in 1977. Average weekly hours
worked by production workers declined 2.8 percent from 1976 to 1977
and then increased 10.2 percent in the
first 2 months of the 1978 compared to
the same period in 1977. Section 223 of
the Trade Act of 1974 states that a

certification shall not apply to any
worker last separated from employment more than 1 year before the date
of the petition, which In this case is
January 6, 1978.
From January 6, 1977, to the present, the only significant separations
took place In the last week of 1977, a
seasonal layoff which also took place
in 1976 and 1975, and in the second
week of February 1978 when the plant
shut down due to a blizzard that affected Boston.
CoNcLusIoN

After careful review, I determine
that all workers at A & F Leathers,
Inc., are denied eligibility to apply for
trade adjustment assistance under
title II, chapter 2 of the Trade Act of
1974.
Signed at Washington, D.C., this
21st day of July 1978.
HARY J. GILMAN,
Acting Director,Office of
ForeignEconomic Research.
[FR Doc. 78-20964 Filed 7-27-78; 8:45 am]
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[4510-28]
ETA-W-3127, TA-W-3407]
ANACONDA CO., WIRE AND CABLE DIVISION,
GREAT FALLS, MONT., AND ANACONDA
CO., REFINERY, GREAT FALLS, MONT.
Certifications Regarding Eligibility To Apply
for Worker Adjustment Assistance

In accordance with section 223 of
the Trade Act of 1974, the Department of Labor herein presents the results of TA-W-3127 and TA-W-3407:
Investigation regarding certification of
eligibility to apply for worker adjustment assistance as prescribed in section 222 of the act.
Investigation TA-W-3127 was initiated on February 15, 1978, in response to
a worker petition received on January
25, 1978, which was filed by the United
Steelworkers of America on behalf of
workers and former workers producing
copper rod at the Great Falls, Mont.,
plant of the Wire and Cable Di~iision
of the Anaconda Co. On March 27,
1978, the investigation was expanded
to include workers and former workers
producing refined copper at the Great
Falls, Mont., Refinery of the Anaconda Co.
Notices of investigations were published in -the FEDERAL RErisTER on
February 28, 1978 (43 FR 8209) for
TA-W-3127 and on April 11, 1978 (43
FR 15205) for TA-W-3407. No public
hearing was requested and none was
held.
The information upon which the determinations were made was obtained
principally from officials of the Anaconda Co., the U.S. Department of
Commerce, the U.S. International
Trade Commission, the U.S. Department of Interior, "The American
Metal Market, Metals Week," industry
analysts andDepartment fies.
- In order to make an affirmative determination and issue a certification of
eligibility to apply for adjustment assistance, each of the group eligibility
requirements of section 222 of the act
must be met. It is concluded that all of
the requirements have been met.
U.S. imports of refined copper, including copper rod, increased from 147
thousand short tons in 1975 to 384
thousand short tons in 1976 and then
increased to 391 thousand short tons
in 1977.
The ratio of imported copper to domestic production increased from 8.6
percent in 1975 to 21.0 percent in 1976
and to 22.2 percent in 1977.
Imports-of copper are affected by
the differential between the domestic
price of copper established by
COMEX (Commodity Metal Exchange) and the price established by
the LME (London Metal Exchange).
When the LME price drops more than
the estimated transportation cost of 58 cents per pound below the COMEX

price, the demand for imported copper
increases. During May and June 1977,
the LME price was almost 11 cents per
pound below the COMEX price and in
July and August 1977, the LME price
was almost 12 cents per pound below
the COMEX pricetAt the same time,
the abundant supply of copper stocks
in the foreseeable future provides no
reason for domestic consumers of
copper to maintain ties with domestic
producers for purposes of a guarantee
against copper shortages. Consequently, In the third quarter of 1977, when
many domestic copper producers curtailed production because of the depressed market price of copper, imports of refined copper Increased 9.9
percent compared to the third quarter
of 1976.
Price pressure from imported copper
has reduced the ability to profitably
mine domestic ore and convert it to
copper ,concentrates and precipitates
and then to refined copper. Industry
sources state that the weighted average production costs of the lowest cost
domestic copper mines are 63 cents per
pound. The weighted average costs for
the highest cost domestic copper
thm ies
a
t ose pound.Thuswi
d
c oper
mines are $1.05 per pound. Thus, with
a domestic market price of 60 cents
per pound, domestic producers lose, on
the average, 3 to 45 cents on each
pound of copper they choose to sell.
Anaconda's decision to layoff workers and reduce Its operations was
based mainly on an attempt to minl
mize losses which the company could
not aloid were It to run at normal production levels at the current market
prices for copper.

Signed at Washington, D.C., this
18th day of July 1978.
HARRY J. GxUANr,
ActingDirector,Office of
ForeignEconomicResearch.
[FR Dc. 78-20965 Filed 7-27-78; 8:45 am]
[4510-28]
[TA-W-3160; TA-W-3162; TA-W-33581
ARROW CLOTHES, INC, NEW YORK, N.Y., ET
AL
Certifications Regarding EligibIlity To Apply

for Worker Adjustment Assistance

In accordance with section 223 of
the Trade Act of 1974, the Department of Labor herein presents the resuits of TA-W-3160, 3162, 3358: Investigations regarding certification of eligibility to apply for worker adjustment assistance as prescribed in section 222 of the act.
Investigations TA-W-3160 and TAW-3162 were initiated on February 21,
1978, in response to a worker petition
received on February 6, 1978, which
was filed by the Amalgamated Clothng and Textile Workers Union on
behalf of workers and former workers
producing men's tailored suits and
sport jackets at Arrow Clothes, Inc.,
acd producing men's trousers at Bruce
Ramsey, Ltd., New York, N.Y. On
March 20, 1978, the investigation was
expanded to include workers and
former workers producing men's tallored suits, sport jackets, and trousers
at Andrew Pallack & Co., Inc., New
York, N.Y. (TA-W-3358). All three
companies operate in an integrated
fashion.
Notices of- investigation were pubCONCLUSIZ
lished in the FlmmAwL RErss
on
After careful review of the facts oh- March 3, 1978 (43 FR 8864) for TA-Wtained in the investigation, I conclude 3160 and TA-W-3162 and on April 7,
that "ihcreases of imports of articles 1978 (43 FR 14776) for TA-W-3358. No
like or directly competitive with re- public hearing was requested and none
fined copper and copper rod produced was held.
The Information upon which the deby the Great Falls, Mont., plant of the
of the
termination was made was obtained
Wirte a CalDson.,
Wire and Cable Division of the Ana- principally from Andrew Pallack &

conda Co. and the Great Falls, Mont.,

Co., Inc., Arrow Clothes, Inc., Bruce

Refinery of the Anaconda Co. contributed importantly to the decline in
sales and production and to the total
or partial separation of workers at
those plants. In accordance with the
provisions of the act, I make the following certifications:
All workers at the Great ,Fall Mont,
plant of the Wire and Cable Division of th e
Anaconda Co. who became totally or partially separated from employment on or
after July 27, 1977, are eligible to apply for
adjustment assistance under title II. Chapter 2 of the Trade Act of 1974; and
All workers at the Great Falls, Mont.. Refinery of the Anaconda Co. who became totally or partially separated from employment on or after July 27, 1977, are eligible
to apply for adjustment assistance under
title II, Chapter 2 of the Trade Act of 1974.

Ramsey, Ltd., their customers, the
U.S. Department of Commerce. the
U.S. International Trade Commission,
industry analysts and Department
files.
In order to make an affirmative determination and issue a certification of
eligibility to apply for adjustment assistance, each of the group eligibility
requirements of section 222 of the act
must be met. It is concluded that all of
the requirements have been met.
UZ. Imports of men's tailored suits
Increased from 3,106 thousand units in
1975 to 3,562 thousand units in 1976
and to 4,091 thousand units in 1977.
Imports of men's suits relative to domestic production increased from 18.3
percent in 1975 to 20.0 percent in 1976.
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Imports of men's and boys' tailored
dress coats and sportcoats increased
from 5,465 thousand units in 1975 to
6,965 thousand units in 1976 and then
decreased to 6,269 thousand units in
1977. The ratio of imports to domestic
production declined from 28.2 percent
in 1975 to 25.3 percent in 1976.
Imports of men's and boys' dress and
sport trousers and shorts increased
from 55,508 thousand units in 1975 to
73,209 thousand units in 1976 and to
76,419 thousand units in 1977. Imports
of trousers and shorts relative to domestic production increased from 34.1
percent in 1975 to 41.9 percent in 1976.
A Department survey of customers of Andrew Pallack & Co., revealed
that customers increased purchases of
Imports while decreasing purchases
from Andrew Pallack from 1975 to
1976 and from 1976 to 1977.
CONCLUSION
After careful review of the facts obtained in the investigation, I conclude
that increases of imports of articles
like or directly competitive with the
men's suits, sportcoats, and slacks produced at Andrew Pallack & Co., Inc.,
Arrow Clothes, Inc., and Bruce
Ramsey, Ltd., New York, N.Y., contributed importantly to. the decline in
sales and production and to the total
or partial separation of workers at
those firms. In accordance with the
provisions of the act, I make the following certifications:
All workers at Arrow Clothes, Inc., New
York, N.Y. (TA-W-3160) who became totally or partially separated from employment
on or after January 12, 1978, are eligible to
apply for adjustment assistance under title
II, chapter 2 of the Trade Act of 1974; and
All workers at Bruce Ramsey, Ltd., New
York, N.Y. (TA-W-3162) who became totally or partially separated from employment
on or after January 12, 1978, are eligible to
apply for adjustment assistance under title
II, chapter 2 of the Trade Act of 1974; and
All workers at Andrew Pallack & Co., Inc.,
New York, N.Y. (TA-W-3358) who became
totally or partially separated from employment on or after January 12, 1978, are eligible to apply for-adjustment assistance under
title II, chapter 2 of the Trade Act of 1974.
Signed at Washington, D.C., this
24th day of July 1978.
HARRY J. GiLmA,
Acting Director,Office of
ForeignEconomicResearch.
[FR Doc. '78-20966 Filed 7-27-78; 8:45 am]

[4510-281
ETA-W-2512]
BELL & HOWELL COMMUNICATIONS CO. AND
COMPOSITE MICROCIRCUITS, INC. BURLING-

TON, MASS.
Negative Determinaton Regarding Eligibility
To Apply for Worker Adjustment Assistance

In accordance with section 223 of
the Trade Act of 1974.the Department
of Labor herein presents the results of
TA-W-2512: Investigation regarding
certification of eligibility to apply for
worker adjustment assistance as prescribed in section 222 of the act.
The investigation was initiated on
October 27, 1977, in response to a
worker petition received on October
25, 1977, which was filed on behalf of
workers and former workers producing
communications equipment, surveillance equipment, and decoders at Bell
&
Howell
Communications
Co.
(BHCC), Burlington Mass.
The investigation was expanded to
include Composite Microcircuits, Inc.
(CMI), a wholly owned subsidiary of
BHCC that is located at the Burlington facilities and supplies BHCC with
component parts.
The notice of investigation was published in the FEDRMI, REGISTER on November 15, 1977 (42 FR 59132). No
public hearing was requested and none
was held.
The information upon which the determination was inade was obtained
principally from officials-of Bell &
Howell, BHCC, CMI, their customers,
the U.S. Department of Commerce,
the U.S. International Trade Commission, industry analysts and Department files.
In order to make an affirmative determination and issue a certification of
eligibility to apply for adjustment assistance, each of the group eligibility
requirements of section 222 of the act
must be met. Without regard to
whether any of the other criteria have
been met, the following criterion has
not been met:
That increases of imports of articles like or
directly competitive with articles produced
by the firm or subdivision have contributed
importantly to the total or partial separations, or threat thereof, and to the absolute
decline in sales or production.
BHCC produced one-way paging receivers, portable transceivers, alarm
systems, and special surveillance
-equipment. Pagers were sold to commercial customers and represented the
majority of sales. Transceivers, alarms,
and surveillance equipment were sold
to State and local police departments
and Federal agencies. CMI supplied
BHCC with microcircuit assemblies
used in the manufacture of communications equipment.

Microcircuits produced at CMI were
used almost entirely In the production
of communications equipment at
BHCC.
U.S. imports of radio paging equipment increased from 2.0 million dollars in 1975 to 6.8 million dollars in
1976 and to 14.2 million dollars in
1977. The ratio of imports to domestic
production increased from 12.8 percent in 1976 to 24.6 percent in 1977.
A sample of customers of BHCC was
surveyed regarding their purchases of
communications equipment. None of
the customers surveyed, who reduced
purchases from BHCC, purchased any
imports.
CONCLUSION
After careful review, I determined
that all workers at Bell & Howell
Communications Co., Inc., Burlington,
Mass., and Composite Microcircuits,
Burlington Mass. are denied eligibility
to apply for adjustment assistance
under title II, chapter 2 of the Trade
Act of 1974.
Signed at Washington, D.C., this
24th day of July 1978.
HARRY J. GIUIS,
Acting Director,Office of
ForeignEconomic Research.
[FR Doc. 78-20967 Filed 7-27-78; 8:45 am]
[4510-28]
(TA-W-2649]
BUCYRUS-ERIE CO., GLASSPORT, PA.
Negative Determination Regarding Eligibility

To Apply for Worker Adjustment Assistance
In accordance with section 223 of
the Trade Act of 1974 the Department
of Labor herein presents the results of
TA-W-2649: Investigation regarding
certification of eligibility to apply for
worker adjustment assistance as prescribed in section 222 of the act.
The investigation was initiated on
November 23, 1977, in response to a
worker petition received on November
14, 1977, which was filed by the United
Steelworkers of America on behalf of
all workers producing steel castings at
the Glassport, Pa., plant of BucyrusErie Co.
The notice of investigation was pub.
lished in the FEERAL REGISTER on December 6, 1977 (42 FR 61695), No
public hearing was requested and none
was held.
The information upon which the determination was made was obtained
principally from officials of BucyrusErie Co., Its customers, the U.S. Department of Commerce, the U.S. International Trade Commission, industry
analysts, and Department files.
In order to make an affirmative determination and Issue a certification of
eligibility to apply for adjustment as-
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sistance, each of the group eligibility
requirements of section 222 of the
_.Trade Act of 1974 must be met. Without regard to whether any of the
other criteria have been met, the following criterion has not been met:
That increases of imports of articles like or
directly competitive with articles produced
by the firm or appropriate subdivision have
contributed importantly to the separations,
or threat thereof, and to the decline in sales

or production.
It is believed that imports of heavy
steel castings of the type mostly pro:
duced by Bucyrus-Erie are well below
5 percent of domestic production.
The Department conducted a survey
of some of the companies which purchased castings from Bucyrus-Erie
-over the past several years. Most of
the customers responding to the
survey id not purchase any imported
castings. Those companies which did
purchase some imported castings indicated that those castings were not
available from domestic manufacturers.
CONCLUSION

After careful review, I determine
that all workers of the Glassporti Pa.,
plant of Bucyrus-Erie Co. are denied
eligibility to apply for adjustment assistance under title II, chapter 2 of the
Trade Act of 1974.
Signed at Washington, D.C., this
18th day of July 1978.
HARRY J. GILMAN,
Acing Director,Office of
ForeignEconomic Research.
EFR Doc. 78-20968 Filed 7-27-78; 8:45 am]

The information upon which the determination was made was obtained
principally from officials of Bethlehem Steel Corp., the U.S. Department
of Commerce, the U.S. International
Trade CommissIon. industry analysts,
and Department files.
In order to make an affirmative determination and issue a certification of
eligibility to apply for adjustment assistance, each of the group eligibility
requirements of section 222 of the
Trade Act of 1974 must be met. Without regard to whether any of the
other criteria have been met, the following criterion has not been met:
That increases of imports of articles like or
directly competitive with articles produced
by the firm or subdivision have contributed
Importantly to the separations, or threat
thereof, and to the absolute decline In sales
or production.
The investigation revealed that U.S.
imports of metal tanks and vessels decreased from $14,500,000 in 1976 to
$8,600,000 in 1977. The ratio of imports to domestic shipments decreased
from 0.67 percent in 1976 to 0.29 percent in 1977. During the 5-year period
from 1973 through 1977, market penetration of imports was less than 0.7
percent annually.
The Hallendale Beach, Fla., plant of
the Buffalo Tank Division of Bethlehem Steel Corp. produced standard industrial tanks for gasoline and water
storage. The plant closed on March 31,
1978, primarily due to the lack of business. There are no prospects for reopening.
CONCLUSION

After careful review I determine
that all workers of the Buffalo Tank
Division of Bethlehem Steel Corp.,
[4510-28]
-Hallendale Beach, FI., are denied eli[TA-W-37161
gibility to apply for adjustment assistance under Title II, Chapter 2 of the
BUFFALO TANK DMSION, BETHLEHEM STEEL
Trade Act of 1974.
CORP., HAUENDAI.E BEACH, FLA.
Signed at Washington, D.C., this
Negative Determination Regarding Eligibility
21st day of July, 1978.
To Apply for Worker Adjustment Assistance
HARRY J. GnaWr,
In *accordance with section 223 of
ActingDirector,Office of
the Trade Act of 1974 the Department
ForeignEconomicResearch.
of Labor herein presents the results of
[FR Doc. 78-20969 Filed 7-27-78:8:45 am]
TA-W-3716: InVestigation regarding
certification of eligibility to apply for
worker adjustment assistance as pre[4510-28]
scribed in section 222 of the 'Act.
The investigation was initiated on
CTA-W-37993
May 16, 1978, in response to a worker
TANK
DIVISION, BETHLEHEM STEEL
BUFFALO
petition received on May 5, 1978,
CORP., DUNELLEN, N.J.
which was filed by the United Steelworkers of America on behalf of all
Negative Determination Regarding Eligibility
workers producing standard industrial
To Apply for Worker Adjustment Assistance
of
Tank
Division
tanks at tile Buffalo
In accordance with section 223 of
Bethlehem Steel Corp., Hallendale
the Trade Act of 1974 the Department
Beach, Fla.
The Notice of investigation was pub- of Labor herein presents the results of
lished in the FEDERAL REGISTER' on TA-W-3799: Investigation regarding
June 27, 1978 (43 FR 27923). No public certification of eligiblllty to apply for
hearing was requested and none was worker adjustment assistance as prescribed in section 222 of the Act,
held.

The investigation was initiated on
June 5, 1978, In response to a worker
petition received on May 26, 1978.
which was filed by the United Steelworkers of America on behalf of all
workers producing standard and speclalized tanks at the Dunellen, N.J_
plant of the Buffalo Tank Division,
Bethlehem Steel Corp.
The Notice of investigation was published In the Federal Register on June
20, 1978 (43 FR 26498). No public hearing was requested and none was held
The information upon which the determination was made was obtained
principally from- officials of Bethle-

hem Steel Corp., the'US. Department
of Commerce, the U.S. International
Trade Commlson, industry analysts,
and Department files.
In order to make an affirmative determination and Issue a ctiflcation of
eligibility to apply for adjustment assistance, each of the group eligibility
requirements of section 222 of the
Trade Act of 1974 must be met. Without regard to whether any of the
other criteria have been met, the following criterion has not been met:
That Increa=se of Imports of articles like or
directly competitive with articles produced
by the firm or subdivision have contributed
Importantly to the separations, or threats
thereof. and to the absolute decline in sales
or production.
The investigation revealed that U.S.
imports of metal tanks and vessels decreased from $14,500,000 in 1976 to
$8,600,000 in 1977. The ratio of inports to domestic shipments also decreased from 0.67 percent in 1976 to
0.29 percent in 1977. During the 5-year
period from period from. 1973 through
1977, market penetration of imports
was less than 0.7 percent annually.
The Dunellen, N.., plant of the Buffalo Tank Division of Bethlehem Steel
Corp. produces standard and some specialized tanks for storage purposesCONCLUSION

After careful review, I determine
that all workers of the Buffalo Tank
Division of Bethlehem Steel Corp.,
Dunellen, N.J, are denied eligibility to
apply for adjustment assistance under
Title II, Chapter 2, of the Trade Act of
1974.
Signed at Washington, D.C, this
21st day of July 1978.
HARRY J. Gumxh,
ActingDirector,Officeof
ResearlL
ForetgnEconomic
CFR Doc. 78-20970 Filed 7-27-78; 845 am]
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[4510-28]

[4510-28]
[TA-W-37281

[TA-W-3273]

FREDERICK H. BURNHAM CO., MICHIGAN
CITY, IND.

CRESTLANE CLOTHES, INC., NEW YORK, N.Y.
Certification Regarding Eligibility To Apply for

Tormination of Investigation

Worker Adjustmeht Assistance

Pursuant to section 221 of the Trade
Act of 1974, an investigation was initiated on May 18, 1978, in response to a
worker petition received on that date
which was filed by the Amalgamated
Clothing & Textile Workers Union on
behalf of workers and former workers
producing work glo¢es at the Frederick H. Burnham Co., Michigan City,
Ind.
Notice of the investigation was published in the F-ERAL REGISTER on
June 13, 1978 (43 FR 25498). No public
hearing was requested. and none was
held. '
The petitioner in this case requested
withdrawal of the petition on June 12,
1978. The investigation is therefore
terminated.
Signed at Washington, D.C. this
17th day of July 1978.
MTARvIN M. FooKs,
Director,Office of
TradeAdjustmentAssistance.
CFR Dec. 78-20971 Filed 7-27-78; 8:45 am]

In accordance with section 223 of
the Trade Act of 1974 the Department
of Labor herein presents the results of
TA-W-3273: Investigation regarding
certification of eligibility to apply for
worker adjustment assistance as prescribed in section 222 of the act.
The investigation was initiated on
March 1, 1978, in response to a worker
petition received on February 21, 1978,
which was filed by the Amalgamated
Clothing & Textile Workers' Union on
behalf of workers and former workers
producing men's suits at Crestlane
Clothes, Inc., New York, N.Y.
The notice of investigation was published in the FEDERAL REGISTER on
March 14, 1978 (43 FR 10649). No
public hearing was requested and none
was held.
The information upon which the determination was made was obtained
principally from Crestlane Clothes,
Inc., Its customers, the U.S. Department of Commerce, the U.S. International Trade Commission, industry analysts, and Department files.
I In order to make an affirmative determination and issue a certification of
eligibility to apply for adjustment assistance, each of the group eligibility
requirements of section 222 of the act
must be met. It is concluded that all of
the requirements have been met.
Imports of men's and boys' tailored
suits increased from 3,106 thousand
units in 1975 to 3,562 thousand units
in 1976 and to 4,091 thousand units in
1977. Imports of men's and boys' tailored suits relative to domestic production increased from 18.3 percent In
,1975 to 20.0 percent in 1976.
A survey of customers of Crestlane
Clothes, Inc., revealed that customers
had decreased purchases of men's suits
from Crestlane and increased purchases of imports in 1977 compared to
1976.

[4510-28]
[TA-W-37271
BURNHAM-EDINA MANUFACTURING CO.,
EDINA, MO.
Termination of Investigation

Pursuant to section 221 of the Trade
Act of 1974, an investigation was initiated on May 18, 1978 in response to a
worker petition received on that date
which was filed by the Amalgamated
Clothing & Textile Workers Union on
behalf of workers, and former workers
producing work and dress gloves and
mittens at the Burnham-Edina Manufacturing Co., Edina, Mo.
Notice of the investigation was published in the FEDERAL REGISTER on
June 13, 1978 (43 FR 25498). No public
hearing was requested and none was
held.
The petitioner in this case requested
withdrawal of the petition on June 12,
1978. The investigation is therefore
terminated.
Signed at Washington, D.C., this
17th day of July 1978.
MARvN M. Fooxs,
Director,Office of
Trade Adjustment Assistance.
(FR Doe. 78-20972 Filed 7-27-78; 8:45 am]

CONCLUSION
After careful review of the facts obtained in the investigation, I conclude
that increases of imports of articles
like or directly competitive with men's
suits produced by Crestlane Clothes,
Inc., New York, N.Y., contributed Importantly to the decline in sales and
production and to the total or partial
separation of workers at that firm. In
accordance with the provisions of the
act, I make the following certification:
All workers at Crestlane Clothes, Inc., of
New York, N.Y., who became totally or partially separated from employment on or
after March 25, 1977, are eligible to apply

f6r adjustment assistance under Title I,
Chapter 2, of the Trade Act of 1974.
Signed at Washington, D.C., this
24th day of July 1978.
HARny J. G A,
Acting Director,Office of
ForeignEconomicResearch.
(FR Dc. 78-20973 Filed 7-27-78; 8:45 am]

[4510-28]
ETA-W-3436]
ETHEL MANUFACTURING, LINDENHURST, N.Y.
Certification Regarding Eligibility To Apply for

Worker Adjustment Assistance
In accordance with section 223 of
the Trade Act of 1974, the Department of Labor herein presents the results of TA-W-3436: Investigation regarding certification of eligibility to
apply for worker adjustment assistance as prescribed In section 222 of the
act.
The investigation was initiated on
March 28, 1978 in response to a worker
petition received on March 13, 1978,
which was filed on behalf of workers
and former workers producing ladies'
coats at Ethel Manufacturing, Linden.
hurst, N.Y. The investigation revealed
that ladies' raincoats are also produced.
The notice of Investigation was published in the FnERAL REGxSTRn on
April 11, 1978 (43 FR 15205). No public
hearing was requested dnd none was
held.
The information upon which the determination was made was obtained
principally from officials of Ethel
Manufacturing, its customers, the U.S.
Department of Commerce, the U.S. International Trade Commission, indus.
try analysts, and Department files.
In order to make an affirmative determination and Issue a certification of
eligibility to apply for adjustment as.
sistance, each of the group eligibility
requirements of section 222 of the act
must be met. It is concluded that all of
the requirements have been met.
U.S. imports of women's, misses' and
children's coats and Jackets increased
from 1,517 thousand dozen in 1975 to
2,252 thousand dozen in 1976 and to
2,723 thousand dozen in 1977. Imports
relative to U.S. production increased
from 38.9 percent in 1975 to 57.5 percent in 1976.
U.S. imports of women's, misses',
and children's raincoats increased
from 191 thousand dozen in 1975 to
261 thousand dozen in 1976 and then
declined to 242 thousand dozen in
1977. The ratio of imported raincoats
to domestic production increased from
36.8 percent in 1975 to 50.4 percent in
1976.
Ethel Manufacturing Is a garment
contractor that sews ladies' coats and
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raincoats for one manufacturer. A
.survey 6f the customers of that manufacturer revealed that many customers
increased _ purchases of imported
ladies' coats and raincoats while decreasing purchasers from the manufacturer from 1976 to 1977. The manufacturer also began to import ladies
raincoats in 1977, decreasing its utilization of Ethel Manufacturing.
CONCLUSION

After careful review of, the facts obtained in the investigation, I conclude
that increases of imports of articles
like or directly competitive with the
ladies' coats and raincoats produced at
Ethel Manufacturing, Lindenhurst,
N.Y. contributed importantly to the
decline in sales or production and to
the total or partial separation of workers at that firm. In accordance with
the provisions of the act, I make the
following certification:
All workers at Ethel Manufacturing, Lidenhurst. N.Y. who became totally or partially separated from employment on or
after March 11, 1977 are eligible to apply
for adjustment assistance under title II.
Chapter 2 of the Trade Act of 1974.
Signed at Washington, D.C., this
24th day of July 1978.
HARRY J. GILMAN,
Acting Director,Office of
ForeignEconomicResearch.
EFR Do. 78-20974 Filed 7-27-78; 8:45 am]

[4510-28]
ETA-W-32781
GENERFAL ELECTRIC CO. TUBE PRODUCTS
DEPARTMENT OWENSBORO, KY.
Certification Regarding Eligibility To Apply for
Worker Adjustment Assistance

In Accordance with section 223 of
the Trade-Act of 1974. the Department
of Labor herein presents the results of
TA-W-3278: Investigation regarding
-certification of eligibility to apply for
worker adjustment assistance as prescribed in section 222 of the act.
The investigation, was initiated on
March 1, 1978 in response to a worker
petition received on February 21, 1978
which was filed by the Allied Industrial Workers of America on behalf of
workers and former workers producing
electrdnic receiving tubes and mounts
at the 9th Street and Old Hartford
Road, Owensboro, KY plants of the
Tube Products Department, General
Electric Co.
The Notice of 'Investigation was published in the FEnEALa REGISTER on
March 14, 1978 (43 FR 10649). No
public hearing was requested and none
was held.
The information upon which the determination was made was obtained
principally from officials of General

Electric Co., the U.S. Department of
Commerce, the U.S. International
Trade Commission, industry analysts
and Department files.
On March 31, 1976, the Department
of Labor issued a certification of eligibility to appy for adjustment assistance for employees producing electronic receiving tubes and mounts at
the Owensboro, KY plants of General
Electric Co. (TA-W-272). That certification expired March 31, 1978.
In order to make an affirmative determination and issue a certification of
eligibility to apply for adjustment assistance, each of the group eligibility
requirements of section 222 of the act
must be met. It Is concluded that all of
the requirements have been met.
The Department's investigation revealed that imports of electronic receiving tubes (including finished tubes,
unfinished tubes, and mounts) Increased in each year from 1975 to
1977. Imports increased from 52 million units in 1976 to 54 million units
and increased from 12.6 million units
in the first quarter of 1977 to 13.0 mlllion units in the first quarter of 1978.
The ratio of imports to domestic production of electronic receiving tubes
increased in each year from 1975 to
1977, increasing from 54.2 percent in
1976 to 68.4 percent In 1977, and increasing from 55.8 percent in the first
quarter of 1977 to 63.4 percent in the
first quarter of 1978.
General Electric Co.'s imports of
electronic receiving tube mounts increased from 1975 to 1976, from 1976
to 1977, and in the first quarter of
1978 compared to the &ameperiod in
1977.

Signed at Washington, D.C., this
24th day of July 1978.
HARR J. GuIwr,
Acting Director,Office of

ForeignEconomicReserch.
IR Doc. 78-20975 Filed 7-27-78; 8:45 am]

[4510-28]
LTA-W-2974.
GIJLTOWN CORP., BOSTON, MASS.
Certification Regarding Erigiiblty To Apply for
Worker Adjustment Assistance

In accordance with section 223 of
the Trade Act of 1974 the Department
of Labor herein presents the results of
TA-W-2974: Investigation regarding
certification of eligibility to apply for
worker adjustment assistance, as prescribed in section 222 of the act.
The investigation was initiated on
January 30. 1978, in response to a
worker petition received on January
12, 1978, which was filed on behalf of
Workers and former workers producIng girls' sportswear at Girltown
Corp., Boston, Mass.
The notice of investigation was published in the FxmR6L REGISTER on
February 17, 1978 (43 FR 7069). No
public hearing was requested and none
was held.
The information upon which the determination was made was obtained
principally from officials of Girltown
Corp., Its customers, the U.S. Department of Commerce, the National
Cotton Council of America, the US.
International Trade Commission, industry.analysts, and Department files.
In order to make an affirmative determination and issue a certification of
eligibility to apply for adjustment assistance, each of the group eligibility
requirements of section 222 of the act
must be met. It Is concluded that all of
the requirements have been met.
CONCLUSION
U.S. imports of women's, misses,
After careful review of the facts ob- and children's slacks, shorts, blouses,
tained hi the investigation, I conclude and skirts increased absolutely and
to domestic production in 1976
that increases of imports of articles relative
over 1975 and increased absolutely in
like or directly competitive with elec- 1977 over 1976.
tronic receiving tubes and mounts proU.S. Imports of women's, misses',
duced at the Owensboro, Ky plants of and children's skirts increased absoGeneral Electric Co. contributed im- lutely and relative to domestic producportantly to the decline In sales and tion in 1976 over 1975 and decreased
production and to the separation of absolutely from 1976 to 1977.
Girltown Imports of products comworkers at those plants. In accordance
those produced at the
petitive
with the provisions of the act, I make Girltownwith
facility have increased in
the following certification:
1977 over 1976 and in January 1978
All workers who are engaged in the pro- over January 1977. Girltown contracts
duction of electronic receiving tubes and approximately one third of its work
mpunts at the 9th Street and Old Hartford overseas.
Road, Owensboro. KY plants, Tube ProdSome customers of Girltown who
ucts Department of General Electric Co., were surveyed Indicated they have dewho became totally or partially separated creased purchases from Girltown and
from employment on or after March 31,
1978 are certified eligible to apply for trade increased imports of girls! sportswear
adjustment assistance under Title II, Chap- in 1976 over 1975 and in 1977 over
1976.
ter 2 of the Trade Act of 1974.
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CONCLUSION

After careful reviw of the facts obtained in the investigation, I conclude
that increases of imports like or directly competitive with girls' sportswear
manufactured at Girltown Corp.,
Boston, Mass., contributed importantly to the decline in sales or production
and to the total or partial separation
of the workers of that plant. In accordance with the provision of the act
I make the following certification:
All workers of Girltown Corp., Boston,
Mass., who became totally or partially separated from employment on or after January
9, 1977, are eligible to apply for adjustment
assistance under title II, chapter 2 of the
Trade Act of 1974. "
Signed at Washington, D.C., this
21st day of July 1978.
HARR- J. GILLa,
Acting Director,Office of
ForeignEconomic Research.
[F, ]Poc. 78-20976 Filed 7-27-78; 8:45 am]
[4510-28] "
ETA-W-33261
GOLDBERG & SUSSELES, INC., NEW YORK, N.Y.
Certification Regarding Eligillity To Apply for
Worker Adjustment Assistance

In accordance with section 223 of
the Trade Act of 1974, the Department of Labor herein presents the results of TA-W-3326: Investigation regarding certification of eligibility to
apply for worker adjustment assistance as prescribed in section 222 of the
act.
The investigation was initiated on
March 9, 1978, in response to a worker
petition received on February 28, 1978,
which was filed on behalf of former
workers producing men's and boys'
belts at Goldberg & Susseles, Inc.,
New York, N.Y.
The notice of investigation was published in the FEDERAL REGISTER on
March 24, 1978 (43 FR 12401). No
public hearing was requested and none
was held.
The information upon which the de.termination was made was obtained
principally from officials 'of Goldberg
& Susseles, Inc., its customers, the
U.S. Department of Commerce, the
U.S. International Trade Commission,
industry analysts,, and Department
files.
In order to make an affirmative determination and issue a certification of
eligibility to apply for adjustment assistance, each of the group eligibility
requirements of section 222 of -the
Trade Act of 1974 must be met. The
investigation -has revealed that all of
the requirements have been met.
Imports of leather belts increased
from 8,199 thousand dollars in .1975 to
14,845 thousand dollars in 1976. Ti-

ports increased from 10,609 thousand
dollars during January-September
1976 to 12,537 thousand dollars during
January-September 1977. The ratio of
imports to domestic production inCreased from 10.3 percent in 1975 to
18.2 percent in 1976.
Customers surveyed who decreased
purchases from Goldberg & Susseles,
Inc., in 1976 and 1977 increased purchases of imported men's and boys'
belts during the same period.
CoNcLusIoN
After careful review, I conclude that
increases of imports of articles like or
directly competitive with men's and
boys' belts produced at Goldberg &
Susseles, Inc., New York, N.Y., contributed importantly to declines in
sales and production and to the total
or partial separation of workers at
that firm. In accordance with the provisions of the act, I make the following
certification:
All workers of Goldberg & Susseles, Inc.,
New York, N.Y., who became totally or partially separated from employment on or
after February 23, 1977, are eligible to apply
for adjustment assistance under title II,
chapter 2 of the TradeAct of 1974.
Signed at Washington, D.C., this
24th day of July 1978.

In order to make an affirmative determination and issue a certification of
eligibility to apply for adjustment assistance, each of the group eligibility
requirements of section 222 of the act
must be met. Without regard to
whether any of the other criteria have
been met, the following criterion has
not been met:
That increases of imports of article like
or directly competitive with article3 pro.
duced by the firm or appropriate subdivision have contributed importantly to the
separations, or threat thereof, and to the
absolute decline in sales or production,
U.S. imports of finished fabric increased from 408 million square yards
in 1975 to 464 million square yards in
1976 and then declined to 453 million
square yards in 1977. The ratio of Imports to domestic production rose from
1.6 percent in 1975 to 1.8 percent In
1976.
None of the customers of Impala
Textile who were surveyed had purchased imported finished fabric in
1976 or 1977.
Imports of apparel which Incorporate finished fabric of the same origin
are not like or directly competitive
with finished fabric within the meaning of section 222(3) of the Trade Act
of 1974.

JAES F. TAYLOR,

Director,Office of Management
Administration, andPlanning.
FR Doc. 78-2097'Fined 7-27-78; 8:45 am]
[4510-28]
ETA-W-3119]
IMPALA TEXTILE, INC., NEW YORK, N.Y.
Negative Determination Regarding Eligibility
'To Apply for Worker Adjustment Assistance

In accordance with section 223 of
the Trade Act of 1974, the Department of Labor herein presents the results of TA-W-3119: Investigation regarding certification of eligibility to
apply for adjustment assistance as prescribed in section 222 of the act.
The investigation was initiated on
February 13, 1978, in response to a
worker petition received on January
31, 1978, which was filed on behalf of
workers and former workers engaged
in textile converting at Impala Textile,
New York, N.Y.
The notice of investigation was published in the FEDERAL REGISTER on

February 28, 1978 (43 FR 8207). No
public hearing was requested and none
was held.
The information upon which the determination was made was obtained
principally from officials of Impala
Textile, Inc., its customers, the U.S.
International Trade Commission, U.S.
Department of Commerce, industry
analysts, and Department files.

CONCLUSION
After careful review of the facts obtained in the investigation, I determine that all workers at Impala Textile, Inc., New York, N.Y., are denied
eligibility to apply for adjustment assistance under Title II, Chapter 2, of
the Trade Act of 1974.
Signed'at Washington, D.C., this
24th day of July 1978.
HARRY J. GnNAV,
Acting Director,Office of
ForeignEconomic'Research.
[FR Doc. 78-20978 Filed 7-27-78: 8:45 am]
[4510-28]
[TA-W-29021
JEANS & GAUVIN PATTERN CO., INC.,
HAVERHILL, MASS.
Negative Determination Regarding Eligibility
To Apply for Worker Adjustment Assistance
In accordance with section 223 of
the Trade Act of 1974, the Department of Labor herein presents the results of TA-W-2902: Investigation regarding certification of eligibility to
apply for worker adjustment assistance as prescribed in section 222 of the
act.
The investigation was initiated on
January 11, 1978, in response to a
worker petition received on December
19, 1977, which was filed on behalf of
workers and former workers producing
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shoe patterns -at Jeans & Gauvin Pattern Co., Inc., Haverhill, Mass.
The notice of investigation was published in the FEDEALr REGISTER on January 27, 1978 (43 FR 3776). No public
hearing was requested and none was
held.
The information upon which the determination was 'made was obtained
principally from officials of Jeans &
Gauvin Pattern Co., Inc., its customers, the U.S. Department of Commerce, the American Footwear Industries Association, the U.S. International Trade Commission, industry analysts, and Department files.
In order to make an affirmative determination and issue a certification of
eligibility to apply for adjustment assistance, each of the group eligibility
,requirements of section 222 of the act
must be met. Without regard to
whether any 6f thb other criteria have
been met, the following criterion has
not been met:
That increases of imports of articles like
or directly competitive with articles produced by the firm or appropriate subdivision have contributed importantly to the
separations, or threat thereof, and to the
absolute decline in sales or production.
U.S. imports of shoe patterns are not
separately identifiable in the official
trade statistics. A Department survey
of shoe pattern manufacturers, purchasers, and commodity analysts has
shown imports of-these products to be
negligible.
Imports of finished shoes are not
"like or directly competitive" with
shoe patterns within the meaning of
sedion 222 of the Trade Act of 1974.
A survey of customers of Jeans &
Gauvin Pattern Co., Inc., indicated
that none of the customers purchased
imported shoe patterns from foreign
sources during 1976 or 1977.
-

CONCLUSION

After careful -review, I determine
that all workers at Jeans & Gauvin
Pattern Co., Inc., Haverhill, Mass., are
denied eligibility to apply for trade adjustment assistance under Title II,
Chapter 2, of the Trade Act of 1974.
Signed at Washington, D.C., this
18thi day of July 1978.
HARRY J. GnMUN,
Acting Director,Office of
ForeignEconomic Research.
EFR Doc. 78-20979 Filed 7-27-78; 8:45 am]

[4510-28]
[TA-W-32051
JOLIET-WAUKEGAN WORKS, UNITED STATES
STEEL CORP., JOlIET, ILL
Determinations Regarding Eligibility To Apply
for Worker Adjustment Assistance
In accordance with ,section 223 of
the Trade Act of 1974 the Department
of Labor herein presents the results of
TA-W-3205: Investigation regarding
certification of eligibility to apply for
worker adjustment assistance as prescribed In section 222 of the act.
The investigation was Initiated on
February 22, 1978, in response to a
ivorker petition received on January
16, 1978, which was filed by the United
Steelworkers of America on behalf of
all workers engaged in employment related to the production of carbon steel
rods and merchant wire (wire and wire
products) at the Joliet, ]l., plant of
the Joliet-Waukegan Works of the
United States Steel Corp.;
The Notice of Investigation was published in the FEDERAL REISTR on
March 3, 1978 (43 FR 8863). No public
hearing was requested and none was
held.
The information upon which the determination was made was obtained
principally from officials of the United
States Steel Corp. and Its customers,
the U.S. Department of Commerce,
the U.S. International Trade Commission, industry analysts, and Department files.
In order to make an affirmative determination and issue a certification of
eligibility to apply for adjustment assistance, each of the group eligibility
requirements of section 222 of the
Trade Act of 1974 must be met With
respect to workers engaged in employment related to the production of wire
and wire products, without regard to
whether any of the other criteria have
been met, the following criterion has
not been met:
That sales or production, or both of such
firm or subdivision have decreased absolute-

ly;
Plant sales of wire and wire products
increased in quantity In 1977 compared to 1976 and continued to Increase in the first 2 months of 1978
compared to the like 1977 period.
Plant sales approximate plant production.
With respect to workers engaged in
employment related to the productiou
of wire rod, all of the criteria have
been met.
A significant percentage of the
Joliet plant's 1977 production of wire
rod was shipped to the Waukegan Ill.,
plant of the United States Steel Corp.
where it was used in the production of
carbon steel wire. All workers of the
Waukegan, Ill., plant of the United

States Steel Corp. who became totally
or partially separated from employment on or after November 15, 1976,
have previously been certified eligible
to apply for adjustment assistance
benefits. See Department case file TAW-2836.
CoNcLuSION
After careful review, I determined
that all workers of the Joliet, IlL,
plant of the Joliet-Waukegan Works
of the United States Steel Corp. engaged in employment related to the
production of wire and wire products
are not eligible to apply for adjustment assistance benefits.
I further conclude that increased imports of articles like or directly competitive with the carbon steel wire produced at the Waukegan, Ill., plant of
the United States Steel Corp. have
contributed Importantly to the total
or partial separation of workers engaged In the production of wire rod,
and to the decline in sales or production of wire rod, at the Joliet, ll.,
plant of the Joliet-Waukegan Works
of the United States Steel Corp. as required for certification under the
Trade Act of 1974. In accordance with
the provisions of the act, I make the
following certification:
All workers of the Joliet, Il, plant of the
Jollet-Waukegan Works of the United
States Steel Corp. engaged n employment
related to the production of wire rod who
became totally or partially separated from
employment on or after January 12, 19717,
are eligible to apply for adjustment assistance benefits under Title I:. Chapter 2 of
the Trade Act of 1974.
Signed at Washington, D.C., this
20th day of July 1978.
HARRY J. GUMA_,
Acting Director,Office of

Foreign EconomicResearch.

[FR Doc. 78-20980 Filed 7-27-78; 8:45 am]

[4510-28]
ETA-W-28331
JONES & LAUGHLIN STEEl. CORP., PITTSBURGH
WORKS, PITTSBURGH, PA.
Negatlive Determination Regarding EllgibiIly
To Apply for Worker Adlustment Asslance

In accordance with section 223 of
the Trade Act of 1974 the Department
of Labor herein presents the results of
TA-W-2833: Investigation regarding
certification of eligibility to apply for
worker adjustment assistance as prescribed In section 222 of the act.
The investigation was initiated on
January 3, 1978 in response to a
worker petition received on December
8, 1977, which was filed by the United
Steelworkers of America on behalf of
fiorkers producing cold finished bars,
hot rolled bars and shapes, cold rolled
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sheet and galvanized sheet at the
Pittsburgh Works and Hazelwood
Works of Jones & Laughlin Steel
Corp., Pittsburgh, Pa. During the
course of the investigation it was
found that ivorkers at Hazelwood
Works, producing hot rolled sheet and
plate were certified on August 12, 1977
(TA-W-1479).
The Notice of Investigation was published in the FEDERAL REGISTER on January 17, 1978 (43 FR 2459). No public
hearing was requested and none was
held.
The information upon which the determination was made was obtained
principally from officials of Jones &
Laughlin Steel Corp., its customers,
the U.S. International Trade Commission, the U.S. Department of Commerce, industry analysts and Department files.
In order to make an affirmative determination and issue a certification of
eligibility to apply for adjustment assistance, each of -the group eligiblity
requirements of section 222 of the act
must be met. Without regard to
whether any of the other criteria have
been met, the following criterion has
not been met.
that sales of production, or both, of the
firm or subdivision have decreased absolute-

ly.

On August 12, 1977 the Department
issued a certification of eligibility to
apply for adjustment assistance applicable to workers engaged in employment related to the production of hot
rolled plate and hot rolled sheet at the
Pittsburgh Works. Total shipments of
the remaining products of the Pittsburgh Works-cold rolled sheets, galvanized sheets, hot rolled bars and
shapes, and cold finished bars-and
shipments of each of the four products increased in 1976 compared to
1975 and in 1977 compared to 1976.
Shipments equal production.
CONCLUSION
After careful review, I determine
that workers engaged in employment
related to the production of cold rolled
sheets, galvanized sheets, hot rolled
bars and shapes and cold finished bars
at the Pittsburgh Works of Jones &
Laughlin Steel Corp., Pittsburgh, Pa.
are denied eligibility to apply for adjustment assistance under Title I,
Chapter 2 of the Trade Act of 1974.
Signed at Washington, D.C., this
18th day of July 1978.
HARRY J. GIMrAN,
Acting Director,Office of
ForeignEconomic Research.
(FR Doe. 78-20981 Filed 7-27-78; 8:45 am]

[4510-28]
[TA-W-30861
JONES & LAUGHLIN STEEL CORP., McKINLEY
MINE, McKINLEY,.MINN.
* Negative Determination Regarding Eligibility
To Apply for Worker Adjustment Assistance

In accordance with section 223 of
the Trade Act of 1974 the Department
of Labor herein presents the results of
TA-W-3086: Investigation regarding
certification of eligibility to apply for
worker adjustment assistance as prescribed in section 222 of the act.
The investigation was initiated on
February 7, 1978 in response to a
worker petition received on January
26, 1978 which was filed by the United
Steelworkers of America on behalf of
workers and former workers engaged
in the production of iron ore at the
Minnesota Ore Division of Jones &
Laughlin Steel Corp., McKinley, Minn.
The McKinley Mine is part of Jones &
Laughlin's Northwest Ore Division.
Another facility of the Northwest Ore
Division, the Hill Annex Mine and
Plant, Calumet, Minn. is currently
under investigation (TA-W-3087).
The Notice of Investigation was published in the FEDEmAL REGISTER on
February 24, 1978 (43 FR 7744). No
public hearing was requested and none
was held.
The information upon which the determination was made was obtained
principally from" officials of Jones &
Laughlin Steel Corp., the U.S. International Trade Commission, the U.S. Department of Commerce, industry analysts and Department files.
In order to make an affirmative determination and issue a certification of
eligibility to apply for adjustment assistance, each of the group eligibility
requirements of section 222 of the
Trade Act of 1974 must be met. Withotit regard to whether any of the
other criteria have been met, the following criterion has not been met:
That sales or production, or both, of the
firm or subdivision have decreased absolutely.
The McKinley Mine ships iron ore
during the period from May through
October. Shipments equal production.
The McKinley Mine ships iron ore to
the basic steelmaking facilities of
Jones & Laughlin Steel Corp. and to
manufacturing facilities not affiliated
with Jones & Laughlin. Total shipments of iron ore pellets by the McKinley Mine increased from .1976 to
1977. Shipments to Jones & Laughlin's
steelmaking facilities as well as shipments to the other manufacturing facilities increased from 1976 to'1977.
CONCLUSION
After careful review, I determine
that all workers of the Northwest Ore

Division of Jones & Laughlin Steel
Corp., McKinley Mine and Plant, McKinley, Minn. are denied eligibility to
apply for adjustment assistance under
Title II, Chapter 2 of the Trade Act of
1974.
Signed at Washington, D.C., this
24th day of July 1978.
HARRY J. GxL.mx,
Acting Director,Office of
ForeignEconomic Research.
[FR Doc. 78-20982 Filed 7-27-78 8:45 am]
[4510-28]
[TA-W-3087]
JONES AND LAUGHLIN STEEL CORP., HILL
ANNEX MINE, CALUMET, MINN.
Negative Determinatloq Regarding Eligibility
To Apply for Worker Adjustment Assistance

In accordance with section 223 of
the Trade Act of 1974 the Department
of Labor herein presents the results of
TA-W-3087: Investigation regarding
certification of eligibility-to apply for
worker adjustment assistance as prescribed in section 222 of the act.
The investigation was initiated on
February 7, 1978, in response to a
worker petition received on January
26, 1978, which was filed by the United
Steelworkers of America on behalf of
workers and former workers engaged
in the production of Iron ore at the
Hill Annex Mine and Plant of Jones
and Laughlin Steel Corp., Calumet,
Minn. The Hill Annex Mine and Plant
are part of Jones and Laughlin's
Northwest Ore Division. Another facility of the Northwest Ore Division,
the McKinley Mine and Plant, McKinley, Minn., is currently under investigation (TA-W-3086).
The Notice of Investitation was published in the FEDERAL REGISTER on
February 24, 1978 (43 FR 7744). No
public hearing was requested and none
was held.
The information upon which the determination was made was obtained'
principally from officials of Jones and
Laughlin Steel Corp., the U.S. International Trade Commission, the U.S. Department of Commerce, the U.S. Department of the Interior, industry analysts, and Department files.
In order to make an affirmative determination and issue a certification of
eligibility to apply for adjustment assistance, each of the group eligibility
requirements of section 222 of the
Trade Act of 1974 must be met. Without regard to whether any of the
other criteria have been met, the following criterion has not been met:
that sales or production, or both, of the
firm or subdivision have decreased absolutely.
The Hill Annex Mine ships iron ore
during the period from May through
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October. Shipments equal production.
The Hill Annex Mine ships iron ore to
the basic steelmaking facilities of
Jones and Laughlin Steel Corp. and to
manufacturing facilities not affiliated
with Jones and Laughlin. Total shipments of iron ore pellets by-the Hill
Annex Mine increased from 1976 to
1977. Shipment to Jones and Laughlin's steelmaking facilities as well as
shipments to the other manufacturing
facilities increased from 1976 to 1977.
CONCLUSION

After careful review, I determine
that all workers of the Northwest Ore
Division of Jones and Laughlin Steel
Corp., Hill Annex Mine and Plant, Calumet, Minn-, are denied eligibility to
apply for adjustment assistance under
Title I, Chapter 2 of the Trade Act of
1974.
Signed at Washington, D.C., this
24th day of July 1978.
JAMES F. TAYLOR,

Director,Office of Afanagement,
Administrationand Planning.

sistance, each of the group eligibility
requirements of section 222 of the act
must be met. It is concluded that all of
the requirements have been met.
U.S. imports women's, misses' and
children's raincoats have Increased in
1975 to 191 thousand dozens, increased
in 1976 to 261 thousand dozen, and decreased in 1977 to 242 thousand
dozens.
Imports of all-wiather coats are Included in Import figures for women's
and misses' coats and Jackets. US. imports in this category Increased from
1,517 thousand in 1975 to 2,25.2 thousand dozens in 1976 and increased to
2,723 thousand dozens in 1977. The
ratio of Imports to domestic production increased from 38.9 percent In
1975 to 57.5 percent in 1976.
Lanson Industries, the sole manufacturer for whom Land Manufacturing
Co. produced ladies raincoats Increased purchases of Imported ladies
raincoats in 1977 over 1976 while decreasing purchases with Land Manufacturing during the same period.
Conduslon

EFR Doc. '78-20983 Filed 7-27-78; 8:45 am]

[4510-28]

-

ETA-W-3233]
LAND MANUFACTURING CO., NEWARK, N.J.
Certification Regarding EligibilityTo Apply for
Worker Adjustment Assistance

In accordance with section 223 of
the Trade Act of 1974 the Department
of Labor herein presents the results of
TA-W-3233: Investigation regarding
certification of eligibility to apply for
worker adjustment assistance as prescribed in section 222 of the act.
The investigation was initiated on
February 23, 1978 in response to a
worker petition received on February
7, 1978, which was filed by the International Ladies' Garment Workers'
Union on behalf of workers and
former workers producing ladies coats
and raincoats at Land Manufacturing
Co., Newark, N.J. During the course of
the investigation it was determined
that only ladies raincoats were produced at the company.
The notice of investigation was published in the FEDERAL REGISTER on
March 14, 1978 (43 FR 10650). No
public hearing was requested and none
was held.
The information upon which the determination was made was obtained
principally from officials of Land
Manufacturing Co., its customers, the
U.S. Department of Commerce, the
U.S. International Trade Commission,
industry analysts, and Department
files.
In order to.make an affirmative determination and issue a certification of
eligibility to apply for adjustment as-

After careful review of the facts obtained in the Investigation, I conclude
that increases of Imports like or directly qompetitive with ladles' raincoats
produced at Land Manufacturing Co.,
Newark, N.J., contributed importantly
to the decline In sales or production
and to the total or partial separation
of the workers of that plant. In accordance with the provisions of the
act, I make the-following certification:
All workers of Land Manufacturing Co.,
New York, N.Y. who became totally or partially separated from employment on or
after February 2, 1977 are eligible to apply
for adjustment assistance under Title Ir.
Chapter 2 of the Trade Act of 1974.
Signed at Washington, D.C., this
24th day of July 1978.
JAmS F. TAYLon,
Director,Office of Management
AdministrationandPlanning.
EFR Doc. '8-20984 Flged 7-27-78; 8:45 am)
[4510-28]
[TA-W-3468]
McCLURE STEEL MANUFACTURING,
BLAIRSVILLE, GA.
Negative Detemnnatlon Regarding Eligibility
To Apply for Worker Adjustment Assistance

In accordance with section 223 of
the Trade Act of 1974 the Department
of Labor herein presents the results of
TA-W-3468: Investigation regarding
certification of eligibility to apply for
worker adjustment assistance as prescribed In section 222 of the act.
The investigation was initiated on
April 4, 1978, in response to a worker
petition received on March.27, 1978,

which was filed on behalf of four individuals producing wrought iron Items
at McClure Steel Manufacturing,
Blairsville. Ga.
The notice of investigation was published in the FimxALr REGIS
on

April 28, 1978 (43 FR 18360). No public
hearing was requested and none was
held.
The information upon which the determination was made was obtained
principally from the partners in McClure Steel Manufacturing and Depantment files.
In order to make an affirmative determination and issue a certification of.
eligibility to apply for adjustment assistance, each of the group eligibility
requirements of section 222 of the act
must be met. Without regard to
whether any of the other criteria have
been met the following criterion has
not been met:
That a significant number of proportion of
the workers In the workers' firm, or an appropriate subdivision thereof, have become
totally or partially separated, or are threat-.
ened to become totally or partially separated.
The basic question in this case is
whether the four individuals are
"workers," employed by an employer
for wages, within the meaning of the
Trade Act of 1974.
The four individuals are partners in
McClure Steel Manufacturing and are
also the only workers at the fir. The
partners pay themselves by making
periodic withdrawals from the profits
of McClure Steel Manufacturing.
Rather than "wages," defined at 29
CFR 91.3 all "all compensation for employment with an employer," the partners' withdrawals from the profits of
McClure Steel Manufacturing Co.
serve as "remuneration"-defined in

section 247 of the act as 'wages and

net earnings derived from services performed as a self-employed individuaL2"
Section 232(a) of the Trade Act of-1974 draws a clear distinction between
"remuneration" for services performed
as a self-employed individual, and
"wages." An Individual whose weekly
earnings are derived solely from remuneration as opposed to wages would
not be eligible to receive trade readJustment allowances.
Although the Trade Act does not
contain a definition of the term
"worker" for purposes of section
222(1), it is clear that the intent of the
act is to cover Individuals earning compensation, in the form of wages, in
return for employment with an employer.
After careful review of the issues, I
have determined that as self-employed
individuals the four partners of McClure Steel Manufacturing Co., Blairsville, Ga., are not workers employed
by an employer for wages within the
meaning of section 222(1) and section
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232(a) of the Trade Act of 1974, and
therefore are denied eligibility to
apply for adjustment assistance under
Title II, Chapter 2 of the Trade Act of
1974.
Signed at Washington, D.C., this
18th day of July 1978.
HARRY J. GiLmUA,
Acting Director,Office of
ForeignEconomic Research.
[FR Doe. 78-20985 Filed 7-27-78; 8:45 am]

The Department conducted a survey
of some of the customers buying
ladies' cloth, wool, leather, and suede
coats from Mickey Blumfield Inc. Several of the customers indicated they
reduced purchases from Mickey Blumfield and increased purchases of imports in 1976 and 1977 compared to
the previous year. Some of the respondents also indicated that imports have
adversely
affected the domestic
market.
CONCLUSION

[4510-28]
ETA-W-3235]
MICKEY BLUMFIELD INC., COMMACK, N.Y.,
NEW YORK, N.Y.
Certification Regarding Eligibility To Apply for
Worker Adjustment Assistance

-

In accordance with section 223 of
the Trade Act of 1974, the Department of Labor herein presents the results of TA-W-3235: Investigation regarding certification of eligibility to
apply for worker adjustment assistance as prescribed in section 222 of the
act.
The investigation was initiated on
February 23, 1978, in response to a
worker petition received on February
8, 1978, which was filed on behalf of
all workers producing ladies' coats and
raincoats at Mickey Blumfield, Inc.,
Commack, N.Y. The investigation revealed the company produces ladies'
cloth, wool, leather, and suede coats.
No raincoats are produced.
The notice of investigation was published in the FMERAL REGISTER on
March 14, 1978 (43 FR 10650). No
public hearing was requested and none
was held.
The information upon which the determination was made was obtained
principally from officials of Mickey
Blumfield Inc., its customers, the U.S.
Department of Commerce, the U.S. International Trade Commission, industry analysts, and Department files.
In order to make an affirmative determination and issue a certification of
eligibility to apply for adjustment assistance, each of the group eligibility
requirements of section 222 of the
Trade Act of 1974 must be met. It is
concluded that all of the group eligi-,
bility requirements have been met.
Imports of women's, misses', and
children's coats and jackets increased
20.9 percent from 2,252,000 dozen in
1976 to 2,723,000 dozen in 1977.
The value of imports of leather
coats and jackets increased from
$177.8 million in 1976 to $186.4 million
in 1977. Market penetration of imports
was 85.3 percent in 1977.
Mickey Blumfield began importing
leather and suede coats -in 1977. Imports continued to increase in January
1978 compared to January 1977.

After careful review of the facts obtained in the investigation, I conclude
that increases of imports of articles
like or directly competitive with ladies'
cloth, wool, leather, and suede coats
produced at Mickey Blumfield Inc.,
Commack, N.Y., and their sales and
cutting unit in New York, N.Y., contributed importantly to the declines in
sales and production and to the total
or partial separation of the workers of
those plants. In accordance with the
provisions of the Act, I make the following certification:
All workers of MItckey Blumfield Inc., Cornmack, N.Y., and at'519 Eighth Avenue, New
York, N.Y., who became totally or partially

separated from employment on or after
February 3, 1977, are eligible to apply for
adjustment assistance under title II, chapter 2, of the Trade Act of 1974.
Signed at Washington, D.C., this
24th day of July 1978.
JAMEs F. TAYLOR,
Director,Office of Management,
Administration, and Planning.
[FR Doc. 78-20986 Filed 7-27-78; 8:45 am]
[4510-28]
ETA-W-3283J
NEW B GARMENT CO., NEW BETHLEHEM, PA.
Negative Dotermination Regarding Eligibility
To Apply for Worker Adjustment Assistance

In accordance with section 223 of
the Trade Act of 1974, the Department of Labor herein presents the results of TA-W-3283: Investigation regarding certification of eligibility to
apply for worker adjustment assistance as prescribed in section 222 of the
act.
The investigation was initiated on
March 1, 1978, in response to a worker
petition received on February 22, 1978,
which was filed by the Amalgamated
Clothing & Textile Workers' Union on
behalf of all workers producing ladies'
and boys' knit tops and shirts at the
New Bethlehem, Pa., plant of New B
Garment Co.
The notice of investigation was published in the FEiERAL REGISTER on
March 14, 1978 (43 FR 10649). No
public hearing was requested and none
was held..

The information upon which the determination was made was obtained
principally from officials of New B
Garment Co., its customers, the U.S.
Department of Commerce, the U.S. International Trade Commission, industry analysts, and Department files.
In order to make an affirmative determination and issue a certification of
eligibility to apply for adjustment assistance, each of the group eligibility
requirements of section 222 of the act
must be met. Regardless of whether
any of the other criteria have been
met, the following criterion has not
been met:
That increases of imports of articles like
or directly competitive with the articles pro.
duced by such workers' firm or an appropriate subdivision thereof" contributed importantly to such total or partial separation, or
threat thereof, and to such decline in sales
or production.
The Department conducted separate
surveys of some of the manufacturers
for which New B Garment produces as
a contractor and of some of the customers that purchase garments directly from New B Garment. None of the
manufacturers who responded to the
survey purchased imported ladies' or
boys' knit tops or shirts in 1976 or
1977. Most of the respondents purchasing knit tops under the private
label reported increased purchases
from New B Garment in 1977 compared to 1976.
CONCLUSION
After careful review, I determine
that all workers of the New B Garment Co., New Bethlehem, Pa., are
denied eligibility to apply for adjustment assistance under Title II, Chapter 2, of the Trade Act of 1974.
Signed at Washington, D.C., this
24th day of July 1978.
JAZZEs F. TAYLOR,
Director,Office of Management,
Administrationand Planning,
EFR Doe. 78-20987 Filed 7-27-78; 8:45 am)

[4510-28]
[TA-W-3239)
PENNSYLVANIA ENGINEERING CORP., NEW
CASTLE, PA.
Negative Determination Regarding Eligibility

To Apply for Worker Adjustment Assistance
In accordanbe with section 223 of
the Trade Act of 1974, the Depart
ment of Labor herein presents the results of TA-W-3239: Investigation regarding certification of eligibility to
apply for worker adjustment assistance as prescribed in section 222 of the
act.
The investigation was initiated on
February 23, 1978, in response to a
worker petition received on February
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7, 1978, which was filed by the United
Automobile, Aerospace & Agricultural
Implement Workers of America
(UAW) on behalf of workers and
former workers producing basic
oxygen furnaces, ladles, and cylinderrailroad cars ht the New- Castle, Pa.,
plant of Pennsylvania Engineering
Corp.
The Department's investigation revealed that the New Castle plant of
Pennsylvania Engineering Corp. also
produces fume gas hoods and othef
equipment used in the steel industry.
The notice of investigation was published in the FEDERAL REGIS*ER on
March 14, 1978 (43 FR 10650). No
public hearing was requested and none
was held.
The information upon which the determination was made was obtained
principally-from officials of Pennsylvania Engineering Corp., its customers, the U.S. Department of Commerce, the U.S. International Trade
Commission, industry analysts,. and
Department files.
In order to make an affirmative determination and issue a certification of
eligibilty to apply for adjustment assistance, each of the group eligibility
requirements of section 222 of the act
must be: met. Without regard to
whether any of the other criteria have
been met the following criterion has
not been met:
That increases of imports of articles like
or directly competitive with articles pro.duced by the firm or appropriate subdivision have contributed importantly to the
separations, or threats thereof, and to the
absolute decline in sales or production.
- The Department's investigation revealed that imports of basic oxygen
furnaces, ladles, cylinder railroad cars,
and fume gas hoods by customers of
Pennsylvania Engineering Corp. were
small and declining during the period
from 1975 through 1977. None of the
customers responding to the Department's survey reported any purchases
of imports of these items in 1977.
Similaly, imported steel cannot be
considered like or directly competitive
with equipment used in the steelmaking process. Imports of such equipment must be considered in determining import injury to workers producing basic oxygen furnaces, ladles, cylinder railroad cars, and fume gas
,hoods.
CONCLUSION
After careful review, I determine
that all workers at the New Castle,
Pa., plant of -Pennsylvania Engineering Corp. are denied eligibility to
apply for adjustment assistance under
title IL chapter 2, of-the Trade Act of
1974.

Signed at Washington. D.C., this
20th day of July 1978.
HARRY J. GMN.r,
Acting Director,Office of
ForeignEconomic Research.
EPR Doc. 78-20988 Filed 7-27-78; 8:45 am]

[4510-28]
ETA-W-3200]

ly competitive" with finished fabric
within the meaning of section 222 of
the Trade Act. Imports of fabric must
be considered in determining import
injury to workers producing 'finished
fabric.
A survey of customers who purchased finished fabric from Prints-NThings, Inc., indicated that these customers did not purchase imported finished fabric in 1975, 1976, or 1977.

CoLsoN

PRINTS-N-THINGS, INC., NEW YORK, N.Y.

Negative Determination Regarding Eligibility
To Apply for Worker Adjustment Assislance

In accordance with section 223 of
the Trade Act of 1974, the Department of Labor herein presents the results of TA-W-3200: Investigation regarding certification of eligibility to
apply for worker adjustment cassistance as prescribed in section 222 of the
act.
,The investigation was initiated on
February 22, 1978, in response to a
worker petition received on November
15, 1977, which was filed on behalf of
workers formerly producing printed
fabric at Prints-N-Things, Inc., New

After careful review, I determine
that all workers at Prints-N-Things,
Inc., New York, N.Y, are denied eligibility to apply for trade adjustment assistance under Title II, Chapter 2, of
the Trade Act of 1974.
Signed at Washington, D.C, this
24th day of July 1978.
HARRY J. GnLIAN,ActingDirecto, Office of
ForeignEconomicResearch.
EFR Doc. 78-20989 Pied -27-78: 8:45 am]

[4510-28]
[TA-W-2518, 2639]

York, N.Y.

The notice of investigation was published in the FDERAL REGIsrE on
March 3, 1978 (43 FR 8863). No public
hearing was requested and none was
held.
The Information upon which the determination was made was obtained
principally from Prints-N-Things, Inc.,
its customers, the U.S. Department of
Commerce, the U.S. International
Trade Commission, industry analysts,
and Department files.
In order to make an affirmative determination and issue a certification of
eligibility to apply for adjustment assistance, each of the group eligibility
requirements of section 222 of the act
must be met. Without regard to
whether any of the other criteria have
been met, the following criterion has
not been met:
That increases of Imports of articles like
or directly competitive with articles produced by the firm or appropriate subdivision have contributed Importantly to the
separations, or threat thereof, and to the

absolute decline in sales or production.
U.S. imports of finished fabric increased from 408 million square yards
in 1975 to 464 million square years in
1976 before decreasing to 453 million
square yards in 1977.
The ratio of imported finished fabric
to domestic production was 1.6 percent
in 1975 and increased to 1.8 percent in
1976.

The petitioners allege that Increased
imports of apparel contributed importantly to thie declines In sales and production of finished fabric and resultIng unemployment at Prints-N-Things.
However, apparel is not 'like or direct-

RANI-MERONA CORP., LOWELL AND
HAVERHILL MASS.
Negative Determination Regarding Elgibiity
to Apply for Worker Adjustment Assistance

In accordance with section 223 of
the Trade Act of 1971 the Department
of Labor herein presents the results of
TA-W-2518 and 2639: Investigation regarding certification of eligibility to
apply for worker adjustment assistance as prescribed in section 222 of the
act.
The investigations were initiated on
October 27, 1977 and November 21,
1977 in response to worker petitions
received on October 25, 1977 and November 11, 1977, respectively, which
were filed on behalf of workers and
former workers stitching uppers for
shoes at the Lowell and Haverhill.
Mass. plants of Ran-Merona Corp.
The notices of investigation were
published in the FEDERAL RroLsmm on
November 15, 1977 (42 FR 39132) and

December 6, 1977 (42 FR 61696). No

public hearing was requested and none
was held.
The information upon which the determination was made was obtained
principally from officials of RaniMerona Corp., its customers, the U.S.
Department of Commerce, the U.. International Trade Commison, industry analysts, and Department files.
In order to make an affirmative determination and Issue a certification of
eligibility to apply for adjustment assistance each of the group eligibility
requirements of section 222 of the
Trade Act of 1974 must be met. Without regard to whether any of the
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other criteria have been met the following criterion has not been met.
That such increased imports of articles like
or directly competitive with articles produced by the firm or appropriate subdivisions have contributed importantly to the
separations, or threat thereof, and to the
decreases in sales or production.
The Department's investigation revealed that the petitioning group of
workers were engaged in the production of shoe uppers at the Lowell and
Haverhill, Mass. plants of RaniMerona Corp. These shoe uppers were
sold to one independent shoe manufacturer until September 1977.
Imports of footwear uppers are negligible and did not contribute importantly to any dislocations at the firm.
The ratio of imports to domestic production was less than one percent
from 1972 through the first half of
1977. Imports of shoes which incorporate uppers are not "like or directly
competitive" with uppers within the
meaning of section 223(3) of the Trade
Act of 1974.
The only customer that purchased
shoe uppers from the Lowell and Haverhill, Mass. plants of the RaniMerona Corp. indicated that it did not
purchase imported shoe uppers.
From November 1977 through January 1978 the Lowell and Haverhill
plants supplied uppers to the Portsmouth, New Hampshire plant of RaniMerona which produced finished footwear. The Rani-Merona Corp. terminated all footwear production after 2
months in operation.
CONCLUSION
After careful review I determine
that all workers at the Lowell and Haverhill, Mass. plants of Rani-Merona
Corp. are denied eligibility to apply
for trade adjustment assistance under
title II, Chapter 2 of the Trade Act of
1974.
Signed at Washington, D.C., this
20th day of July 1978.
HARRY J. GIMAN,
Acting Director,Office of
ForeignEconomic Research
[FR Doe. 78-20990 Filed 7-27-78; 8:45 am]

[4510-28]

The investigation was initiated on
February 15, 1978, in response to a
worker petition received on January 2,
1978, which was filed on behalf of
workers and former workers producing
athletic footwear at Ran-Merona of
New Hampshire, Inc., Portsmouth,
N.H.
The notice of investigation was published in the FEmERAL REGISTE on
February 28, 1978 (43 FR 8209). No
public hearing was requested and none
was held.
The information upon which the determination was made was obtained
principally from officials of RaniMerona of New Hampshire, Inc., its
customer, the U.S. Department of
Commerce, the U.S. International
Trade Commission, industry analysts,
and Department files.
In order to make an affirmative determiflation and issue a certification of
eligibility to apply for adjustment assistance each of the group eligibility
requirements of section 222 of the
Trade Act of 1974 must be met. Without regard to whether any of the criteria have been met, the following criterion has not been met:
That increases of imports of articles like or
directly competitive with articles produced
by the firm or appropriate subdivision have
contributed importantly to the separations,
or threats thereof, and to the absolute decline in sales or production.
The Department's investigation revealed that Rani-Merona. of New
Hampshire, Inc., started producing
athletic footwear in November 1977
and ceased production in January
1978. The Rani-Merona Corp. terminated all footwear production after 2
months in operation.
.
CONCLUSION
After careful review I determine
that all workers of Rani-Merona of
New Hampshire, Inc., Portsmouth,
N.H., are denied eligibility to apply for
adjustment assistance under Title II,
Chapter 2, of the Trade Act of 1974.
Signed at Washington, D.C., this
20th day of July 1978.
HARRY J. Gnwx ,
Acting Director,Office of
ForeignEconomicResearch.
[FR Doe. 78-20991 Filed 7-27-78; 8:45 am]

ETA-W-3135]
RANI-MERONA OF NEW HAMPSHIRE, INC.,
PORTSMOUTH, N.H.

-

Negative Determination Regarding Eligibility
To Apply for Worker Adjustment Assistance

In accordance with section 223 of
the Trade Act of 1974 the Department
of Labor herein presents the results of
TA-W-3135:" Investigation regarding
certification of eligibility to apply for
worker adjustment assistance as prescribed in section 222 of the Act.

[4510-28]
[TA-W-3298]
RONSON CORP. OF DELAWARE, OGLETOWN,
DEL
Certification Regarding Eligibility To Apply for
Worker Adjustment Assistance

In accordance with section 223 of
the Trade Act of 1974 the Department
of Labor herein presents the results of
TA-W-3298: Investigation regarding

certification of eligibility to apply for
worker adjustment assistance as prescribed in section 222 of the act.
The investigation was initiated on
March 2, 1978, in response to a worker
petition received on February 24, 1978,
which was filed by the International
Association of Machinists & Aerospace
Workers on behalf of workers and
former workers producing lighters,
hairdryers, electric can openers, electric knives, and blenders at Ronson
Corp. of Delaware, Ogletown, Del. The
investigation revealed that, primarily,
lighters and electric shavers were produced. The Ogletown plant closed In
April 1978.
The notice of investigation was published in the FEDERAL REGISTER on
March 17, 1978 (43 FR 11276). No
public hearing was requested and none
was held.
The information upon which the determination was made was obtained
principally from Ronson Corp., Its customers, the U.S. Department of Commerce, the U.S. International Trade
Commission, industry analysts, and
Department files.
In order to make an affirmative determination and Issue a certification of
eligibility to apply for adjustment as.
sistance, each of the group eligibility
requirements of section 222 of the act
must be met. It is concluded that all of
the requirements have been met.
Imports of disposable lighters In.
creased both absolutely and relative to
domestic production from 1975 to 1976
and from 1976 to 1977.
Imports of electric shavers increased
absolutely from 1976 to 1977.
Ronson Corp. imports disposable
and refillable lighters. Sales of Ronson's imported lighters increased both
absolutely (in value) and relative to
their sales of domestically produced
lighters from 1976 to 1977.
Customers who purchased electric
shavers from Ronson Corp. were surveyed. The survey revealed that customers had reduced purchases from
Ronson and increased purchases of Inported electric shavers.
CONCLUSION

After careful review of the facts obtained in the investigation, I conclude
that increases of imports like or directly competitive with lighters and eledtrio shavers produced at Ronson Corp.
of Delaware, Ogletown, Del., contributed importantly to the total or partial separations of the workers at that
plant.
In accordance with the provisions of
the act, I make the following certification:
All workerm at Ronson Corp. of Delaware,
Ogletown, Del., who became totally or partially separated from employment on or
after August 1, 1977, are eligible to apply
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Commerce, the U.S. International
Trade Commission, industry analyst
and Department files.
In order to make an affirmative determination and issue a certification of
eligibility to apply for adjustment assistance, each of the group eligibiity
requirements of section 222 of the act
must be met. Without regard to
-[FR Doc. 78-20992 Filed.7-27-78. 8:45 am]
whether any of the other criteria have
been met, the following criterion has
not been met:
[4510-28]
CONCLUSION
That increases of imports of articles like or
After careful review of the facts ob- directly competitive with articles produced
[TA-W-2754]
tained in the investigation, I conclude by the firm or subdivision have contributed
SHAWMUT TANNING CO., PEABODY, MASS.
that increases of imports like or direct- Importantly to the total or partial separaly competitive with women's suede tion. or threat thereof, and to the absolute
Certification Regarding Eligibility To Apply for
from sheepskin decline In sales or production.
coats assembled
Worker Adjustment Assistance
tanned at the Shawmut Tanning Co.,
US. Imports of graphite electrodes
I accordance with section 223"of the Peabody, Mass. contributed important- declined from 29,600 short tons in,1975
Trade Act of-1974 the Department of ly to the total or partial separation of to 27,700 short tons in 1976 and then
Labor herein presents the results of the workers of that plant. In accord- increased-to 33,800 short tons in 1977.
TA-W-2754: Investigation regarding ance with the provisions of the act, I The ratio of Imports to domestic procertification of eligibility to apply for make the following certification:
duction increased from 13.4 percent in
worker adjustment assistance as pre- All workers at the Shawmut Tanning Co.. 1976 to 14.7 percent In 1977.
scribed in section 222 of the act.
The Clarksburg plant produces priPeabody, Mass, who became totally or parThe investigation was initiated on tially separated from employment on or marily graphite electrodes. Some
December 8, 1977 in response to a after November, 18, 1976 are eligible to graphite anodes and specialty items
worker petition received on November apply for adjustment assistance under Title such as graphite pipes and flexing
29, 1977 which was filed on behalf of II, Chapter 2 of the Trade Act of 1974.
tubes are also produced.
workers and former workers tanning
Customers of Union Carbide were
Signed at Washington, D.C., this
sheepskin at the Shawmut Tanning 20th day of July 1978.
surveyed regarding their purchases
Co., Peabody, Mass.
from the Clarksburg plant. Of the reHARRY J. G mn ,
The Notice of Investigation was pubsponding customers, most of those
Acting Director,Office of
lished in the FEERAL REGISTER on Dewho reduced purchases from ClarksForeignEconomic Research.
cember 30, 1977 (42 FR 65307). No
burg, also reduced purchases of im[FR Doc. 78-20993 Filed 7-27-78; 8:45 am]
public hearing was requested and none
ports or did not purchase imported
was held.
electrodes at all. In 1977, the ratio of
The information upon which the deimports of graphite electrodes to do.termination was made was obtained [4510-28]
mestic consumption, at 17.0 percent,
principally from officials of the Shawwas lower than any year since 1972.
[TA-W-2658]
mut Tanning Co., NewEngland Sports
CONCLUSION
Wear Co., its customers, the U.S. InUNION CARBIDE CORP., CARBON PRODUCTS
ternational Trade Commission, U.S.
DIVISION, CLARKSBURG, W. VA.
After careful review, I determine
Department of Commerce, industry
that all workers at the Clarksburg, W.
Eligibility
Regarding
Determination
Negative
analysts, and Department files.
Va. plant of Union Carbide Corp.,
To Apply for Worker Adjustment Assistance
In order to make an affirmative deCarbon Products Division are denied
termination and issue a certification of
In accordance with section 223 of eligibility to apply for adjustment aseligibility to apply for adjustment as- the Trade Act of 1974 the Department sistance under Title IT, Chapter 2 of
sistance, each of the group eligibility of abor herein presents the results of the Trade Act of 1974.
requirements of section 222 of the TA-W-2658: Investigation regarding
Signed at Washington D.C., this
Trade Act of 1974 must be met. It is certification of eligibility to apply for
concluded that-all of the requirements worker adjustment assistance as pre- 24th day of July 1978.
for adjustment assistance under title II.
chapter 2, of the Trade Act of 1974.
Signed at Washinkton, D.C., this
21st day of July 1978.
HARRY J. GIM.N,
Acting Director,Office of
ForeignEconomicResearch..

A Department survey of New England Sports Wear's customers revealed
that many customers who had decreased their purchases of women's
leather and suede coats from New
England Sports Wear in 1977 compared to 1976 increased their purchases of imported leather coats and
jackets or increased their purchases
from domestic sources which utilized
foreign manufactures of leather coats.

have been met.
. Shawmut Tanning and New England
Sportswear have common ownership
and are -located in the same facility.
New England Sports Wear, the manufacturer, assembles women's suede
coats from skins tanned by Shawmut.
All finished coats are sold by New
* England Sportswear.
Imports of Men's, Boys' Women's,
Misses', Junior's, and Children's
Leather Coats and-JTackets, in absolute
terms, increased from 1975 to 1976 and
increased 4.8 percent from 1976 to
1977. The ratios of imports to domestic production and consumption decreased from 96.3 percent and 49.0 percent, respectively, in 1976 to 85.3 percent and 46.0 percent, respectively in
1977.

scribed in section 222 of the act.
The investigation was initiated on
November 23, 1977 In response to a
worker petition received on November
15, 1977, which was. filed by the Oil,
Chemical and Atomic Workers Union
on behalf of workers and former workers producing graphite electrodes and
anodes at the Clarksburg, W. Va. plant
of Union Carbide Corp., Carbon Products Division.
The Notice of Investigation was published in the FmmAL REGISTRa on December 6, 1977 (42 FR 61695). No
public hearing was requested and none
was held.
The information upon which the determination was made was obtained
principally from officials of Union
Carbide Corp., the U.S. Department of

HARRY J. GL.m",

Acting Director,Office of
ForeignEconomicResearch.
[FR Doc. 78-20994 Piled 7-27-78: 8:45 am]
[4510-28]
[TA-W-33571
UNION CARBIDE CORP., CHEMICALS &
PLASTICS DIVISION MARIETTA, OHIO
Negative Determination Regarding Eligibi iy
To Apply for Worker Adjustment Assistance

In accordance with: "section 223 of
the Trade Act of 1974 the Department
of Labor herein presents the results of
TA-W-3357: Investigation regarding
certification of eligibility to apply for
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worker adjustment assistance as precreased to 19.5 million units in 1977.
CONCLUSION
scribed in section 222 of the act.
The ratio of imports to domestic proAfter
careful
review
I
determine
The investigation was initiated on
duction decreased from 26.3 percent in
that
all
workers
at
the
Marietta,
Ohio
March 15, 1978, in response to a Chemicals & Plastics Division plant of 1975 to 25.3 percent in 1976 and then
worker petition received on February Union Carbide Corp. are denied eligi- increased to 30.8 percent in 1977.
Customers surveyed indicated that
10, 1978, which was filedI by the United bility to apply for adjustment assistSteelworkers of America on behalf of ance under Title II, Chapter 2 of the they did not purchase imported men's
and boys' outer jackets or coats and
workers and former workers producing Trade Act of 1974.
that they did not have any foreign
polysulfone and phenolic plastics at
Signed at Washington, D.C., this contracts for the production of these
the Marietta, Ohio Chemicals & Plasgarments. The survey showed that
tics Division, plant of Union Carbide •24th day of July 1978.
these customers' own sales were InCorp. The investigation revealed that
HARRY J. GILMAN,
creasing.
Acting Director,Office of
the workerg at the plant also produced
ForeignEconomic Research.
polyst! rene plastics.
CONCLUSION
[FR Dc. 78-20995 Filed 7-27-78; 8:45 am]
The Notice of Investigation was pubAfter
careful
review I determine
lished in the FEDERAL REGISTER on
that all workers of Universal SportsApril 7, 1978 (43 FR 14774). No public
wear are denied eligibility to apply for
hearing was requested and none was [4510-28]
adjustment assistance under title Il
held.
chapter 2, of the Trade Act of 1974.
The information upon which the de[TA-W-3345]
termination was made was obtained
Signed at Washington, D.C., this
UNIVERSAL SPORTSWEAR, ELIZABETH, N.J.
principally from officials of Union
21st day of July 1978.
Carbide Corp., the U.S. Department of
Negative Determination Regarding Eligibility
HARRY J. GuAN,
Commerce, the U.S. International
To Apply for Worker Adjustment Assistance
Acting Directo, Office of
Trade Commission, industry analysts
ForeignEconomic Research.
In accordance with section 223 of
and Department files.
[FR Doc. 78-20996 Filed 7-27-78; 8:46 am]
the Trade Act of 1974, the DepartIn order to make an affirmative de- ment of Labor herein presents the retermination and issue a certification of sults of TA-W-3345: Investigation reeligibility to apply for adjustment as- garding certification of eligibility to
sistance each of the group eligibility apply for worker adjustment assist- [4510-28]
requirements of section 222 of the act
ance as prescribed in section 222 of the
[TA-V-3346]
must be met. Without regard to
act.
whether any of the other criteria have
WAGNER
MANUFACTURING
DIVISION, J. R.
The Investigation was initiated on
been met the following criterion has March 9, 1978, in response to a worker
CLARK CO., SIDNEY, OHIO
not been met.
petition received on February 28, 1978,
Certification Regarding Eligibility To Apply for
That increases of Imports of articles like or which was filed on behalf of workers
Worker Adjustment Assistance
and
former
workers
producing
outerdirectly competitive with articles produced
In accordance with section 223 of
by the firm or appropriate subdivision have wear at Universal Sportswear. The incontributed Importantly to the separations, vestigation revealed that men's and the Trade Act of 1974 the Department
or threats thereof, and to the absolute de- boys' outer jackets and coats are pro-. of Labor herein presents the results of
cline in sales or production.
Universal Sportswear.
TA-W-3346: Investigation regarding
.duced
The at
notice
of investigation was pub- certification of eligibility to apply for
The Department's investigation reworker adjustment assistance as prevealed that the Marietta, Ohio Chemi- lished in the FEDmuuL REGISTER on
cals & Plastics Division Plant of Union March 24, 1978 (43 FR 12401). No scribed in section 222 of the act.
The investigation was Initiated on
Carbide Corp. produced, three basic public hearing was requested and none
March 9, 1978, in response to a worker
families of plastics; polysulfones, was held.
The information upon which the de- petition received on February 24, 1978,
phenolics, and polystyrene. In Janu- termination
ary 1978, Union Carbide sold its poly- principally was made was obtained which was filed by the International
from officials of Universal
styrene business and production Sportswear, its customers, the U.S. De- Molders & Allied Workers Union on
of all workers producing cast
center at Marietta. The part of the partment of Commerce, the U.S. Inter- behalf
iron cookwear
Marietta plant retained by Union Car- national Trade Commission, industry ing Division, J.at Wagner ManufacturR. Clark Co., Sidney,
bide continues to produce phenolic analysts, and Department files.
Ohio.
and polysulfone plastics.
In order to make an affirmative deThe notice of investigation was pubImports of phenolic resins and sty- termination and issue a certification of
rene plastic materials, which includes eligibility to apply for adjustment as- lished in the F-DERAL REGISTER on
24, 1978 (43 FR 12401). No
polystyrene, amounted to less than sistance, each of the group eligibility March
hearing was requested and none
one-half of 1 percent (0.05 percent) of requirements 'of section 222 of the public
was held.
domestic production in each year from Trade Act of 1974 must be met. WithThe information upon which the de.
1973 through 1977. During each year out regard to whether any of the termination was made was obtained
of this period U.S. exports of phenolic other criteria have been met, the fol- principally from officials of J. R.
resins and styrene plastic materials lowing criterion has not been met:
Clark Co., Wagner Manufacturing Digreatly exceeded imports. The impact That increased imports of articles like or di- vision, its customers, the U.S. Departof imported phenolic resins and sty- rectly competitive with articles produced by ment of Commerce, the U.S. Internarene plastic materials on domestic pro- the firm or subdivision have contributed Im- tional Trade Commission, industry anduction of those products can be portantly to the separations, or threat alysts, and Department files.
thereof, and to the absolute decline In sales
termed "negligible".
In order to make an affirmative deThere are no imports of polysul- or production.
termination and issue a certification of
fones. Polysulfones are proprietary to
Imports of men's and boys' nontai- eligibility to apply for adjustment as.
Union Carbide. There, are no other lored outer coats and jackets increased sistance, each of the group eligibility
producers of these products, domestic from 15.6 million units in 1975 to 15.7 requirements of section 222 of the
or foreign.
million units In 1976 and again in- Trade Act of 1974 must be met. It is
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concluded that all of the requirements
have been.met.
Imports of cast iron cookwear increased absolutely in 1977 compared to
1976 and in the first quarter of 1978
compared to the first quarter of 1977.
A survey of some of the customers
which purchased cast iron cookwear
from. Wagner Manufacturing Division.
-in 1976 and 1977-indicated that some
customers reduced purchases from
Wagner and increased purchases of
imported cast iron cookwear.
CONCLUSION
After careful review of the facts obtained in the investigation, I conclude
that increases of imports of articles
like or directly competitive with the
cast iron cookwear produced by- the
Wagner Manufacturing Division of the
J. R. Clark Co., Sidney, Ohio, contributed importantly to the sales and production declines and to the total or
partial separations of the workers of
that plant. In accordance with the
provisions of the act, I make the following certification:
All workers at the Wagner Manufacturing
Division of the J.R. Clark Co., In Sidney.
Ohio, engaged in employment related to the
production of cast iron, cookwear who
became totally or partially separated from
employment on or after February 20, 1977,
are eligible to' apply for adjustment assistance under Title I, Chapter 2, of the Trade
Act of 1974.
Signed at Washington, D.C., this
24th day of July 1978.
HARRY J. GIMAN,

Acting Director,Office of
ForeignEconomicResearch.
[FR Doc. 78-20997 Filed 7-27-78; 8:45 am]
[4510-28]
[TA-W-25503
WESLEY TEXTILE CO., NEW BEDFORD, MASS.
Certification Regarding Eligibility To Apply for
Worker Adjustment Assistance
In accordance with section 223 of
the Trade Act of 1974 the Department
of Labor herein presents the results of
TA-W-2550: Investigation regarding
certification of eligibility to apply for
worker adjustment assistance as prescribed in section 222 of the act.
The investigation was initiated on
November 1, 1977, in response to a
worker petition received on October
27, 1977, which was filed on behalf of
workers and former workers producing
woven greige goods at Wesley Textile
Co., New Bedford, Mass.
-The notice of investigation was published in the FEDERAL REGisvTE on November 15, 1977 (42 FR 59131). No
public hearing was requested and none
was held.

The infoimation upon which the determination was made was obtained
principally from officials of Wesley
Textile Co., Its customers, the U.S. Departmdnt of Commerce, the American
Textile Manufacturers' Institute, the
U.S. International Trade Commission.
industry analysts, and Department
files.
In order to make an affirmative determination and issue a certification of
eligibility to apply for adjustment assistance, each of the group eligibility
requirements of section 222 of the act
must be met. It is concluded that all of
the criteria have been met.
I U.S. imports of greige woven cotton
fabric increased from 570 million
square yards in 1975 to 945 million
square yards in 1976 before decreasing
from 783 million square yards In January through September 1976 to 479
million square yards in the same
period in 1977. The ratio of imports to
domestic production increased from 11
percent in 1975 to 17 percent in 1976
and then decreased from 17.7 percent
in January through June 1976 to 11.3
percent In the same period in 1977.
U.S. imports of finished fabric increased from 408 million square yards
in 1975 to 464 million square yards in
1976 before decreasing to 453 million
square yards in 1977. The ratio of Imports to domestic production increased
from 1.6 percent in 1976 to 1.8 percent
in 1977.
Cotton grelge goods woven at'Wesley
Textile were sold to converters
through the parent firm, Antea Felt.
A survey of customers of Antea Felt
revealed that a customer representing
a substantial percentage of the subject
firm's sales in 1976 decreased Its purchases from Antea Felt in the first 9
months of 1977 compared to the same
period in 1976, whileidemonstrating an
increased reliance on imported grelge
goods and finished fabric.
CoNcLusIoN
After careful review of the facts obtained in the investigation, I conclude
that increases of imports of articles
like or directly competitive with woven
cotton grelge goods" produced at
Wesley Textile Co., New Bedford,
Mass., contributed Importantly to the
decline in sales and production and to
the total or partial separations of
workers of that firm. In accordance
with the provisions of the act, I make
the following certification:
All workers of Wesley Textile Co.. New Bedford, Mass;, who became totally or partialiy
separated from employment on or after
March 1, 1977, are eligible to apply for adjustment assistance under title IL chapter 2.
of the Trade Act of 1974.

Signed at Washington, D.C., this
24th day of July 1978.
HARRY J. GnL.ux,
Acting Director,Office of
Foreign EconomicResearch.
[FR Do.

78-20998 Fled 7-27-78; 8:45 am]

[7501-01]
NATIONAL AERONAUTICS AND
SPACE ADMINISTRATION
[lotice ('78-35)1
APPLICATIONS STEERING COMMITTEE CASC)
SUPPORTING RESEARCH AND TECHNOLOGY
(SR. &T.) AD HOC ADVISORY SUBCOMMIT-

TEE
Meeting

The Non-Renewable/Renewable Resources Panel of the, ASC, S.R. & T.
Ad Hoc Advisory Subcommittee will
meet at the Goddard Space Flight
Center, Greenbelt, Md. 20771, on
August 7-11, 1978. The meeting will be
held In the auditorium of building 8

from 8:30 a-m. to 5:30 pan. on each

day. The subcommittee will conduct a
comprehensive evaluation of the proposals submitted to NASA in response
to the applications notice for the supporting research and technology phase
of the space and terrestrial applications program. Public discussion of the
professional qualifications of the proposers and their potential scientific
contributions to the S.R. & T. program would Invade the privacy of the
proposers and the other individuals involved. Since the subcommittee sessions will be concerned throughout
with matters listed in 5 US.C.
552b~cX6), as described above, it has
been determined that the sessions
should be closed to the public.
Since the evaluation activity is required to allow the applications research and development program for
fiscal year 1979 to be determined by
September 1, 1978, it is imperative
that the meeting be held at this time.
For further information, please contact Ms. Ruth Whitman, NASA Headquarters, Washington D.C. 20546, area
code 202-755-8628.
July 24, 1978.
ApxOLD W. Faumrz,
Acting Associate Administrator
forEx.ternalRelation
[FR Doc. 78-20895 Filed 7-27-78:8:45 am]

[7510-01]
[Notice (78-33)]
NASA ADVISORY COUNCIL (NAC)
Meeting

The Ad Hoc Informal Subcommittee
on Handling of Alternative Aircraft
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Fuels of the NASA Advisory Council
will meet on August 14, 1978, from 9
a.m. to 3:30 p.m. at NASA Headquart.ers, Room 5026, Federal Office Building 6, 400, Maryland Avenue SW.,
Washington, D.C. 20546. The meeting
will be open to the public up to the
seating capacity of the room (approximately 60 persons, including subcomittee members). Visitors will be requested to sign a visitor's register.
This subcommittee, chaired by Mr.
Willis Hawkins, consists of three other
members drawn from the membership
of the NAC and its standing committees. The subcommittee was established to carry out an evaluation of
recent work in this field and of related
NASA research activity. This first
meeting will be devoted to providing
the members with the necessary background information and developing
the plan for its follow-on activities.
The agenda for the meeting is as follows:
MONDAY, AUGUST 14, 1978

U.S.C. 552b(c)(6), it has been determined that this session should be
closed to the public.
The NASA Advisory Council was established as an interdisciplinary group
to advise NASA senior management on
NASA's aeronautics and space programs. The Council is concerned with
providing advice in the substantive
areas of aeronautics, life sciences,
space and terrestrial applications,
space sciences, space systems and technology, and history as they relate to
aeronautics and space programs. The
Chairman of the Council is Dr. William A. Nierenberg. There are currently 15 members on the Council and additional members on standing committees which report to the Council. The
following list sets forth the approved
schedule for the meeting. For further
information contact the Executive
Secretary, Mr. Nathaniel B. Cohen, A/
C 202-755-8383, NASA Headquarters,
Washington, D.C. 20546.
THURSDAY, AUGUST 17, 1978

9 a.m.-Introduction.
9:15 a.m.-Background briefing.
10:30 a.m.-Solicited evaluations.
1:30 p.m.-Discussion and plan for follow-on
work.
3:30 p.m.-Adjourn.

For further information regarding
the meeting, contatt Mr. Nathaniel B.
Cohen, Executive Secretary of the
Subcommittee, NASA Headquarters,
Washington, D.C. 20546, telephone
202-755-8383.
ARNOLD W. FRUTHN,

Acting Associate Administrator
forExternalRelations..
JuLY 25, 1978.

8 a.m. Introduction.
8:30 a.m. Task team report, hydrogen

study.
9:30 am. Fiscal year 1980-84 5-year planning.

[7510-01]

8 am. Fiscal year 1980-84 5-year planning

(continued).
SATURDAY, AUGUST 19, 1978
8 ain. Executive session (NAC member-

ship).
9 a m. Fiscal year 1980-84 5-year planning

(concluded).
1 p.m. Planning for future NAC activities.

ActingAssociateAdministrator
for ExternalRelations.
JULy 21, 1978.
[FR Doc. 78-20896 Filed 7-27-78; 8:45 am]

[Notice (78-34)]
NASA Advisory Council
Meeting

The NASA Advisory Council wil
meet on August 17, 18, and 19, 1978, at
the Scripps Institution of Oceanography, Marine Biology Conference
Room, LaJolla, Calif. 92093. Except as
noted below, the meeting will be open
to the public up to the seating capacity of the room (approximately 50 persons, not including Council members).
Visitors will be requested to sign a visitor's register.
The meeting will be closed to the
public from 8 a.m. to 9 a.m. on August
19, 1978 for a discussion of the qualifications of candidates for membership
on the Council. Such a discussion
would invade the privacy of the candidates and other individuals involved.
Since this session will be concerned
throughout with matters listed in, 5

[7537-01]
NATIONAL COUNCIL ON THE ARTS

FRIDAY, AUGUST 18, 1978

ARNOLD W. FRUTxI,

[FR Doc. 78-20894 Filed 7-27-78; 8:45 am)

This meeting is for the purpose of
Panel review, discussibn, evaluation,
and recommendation on applications
for financial assistance under the National Foundation on the Arts and the
Humanities Act of 1965, as amended,
including discussion of information
given in confidence to the'agency by
grant applicants. In accordance with
the determination of the Chairman
published in the FEDRALu REGiSTE of
March 17, 1977, these sessions will be
closed to the public pursuant to subsection (c) (4), (6), and 9(B) of section
552 of title 5, U.S.C.
Further information with reference
to this meeting can be obtained from
Mr. John H. Clark, Advisory Committee Management Officer, National Endowment for the Arts, Washington,
D.C. 20506, or call (202) 634-6070.
Dated: July 30, 1978.
JOHN H. CL=uu,
Director, Office of Council and
Panel Operations, National
Endowment for the Arts.
[FR Doc. 78-20914 Filed 7-27-78; 8:45 am]

[7537-01]
NATIONAL FOUNDATION ON THE
ARTS AND THE HUMANITIES
National Endowment for the Arts
MEDIA ARTS ADVISORY PANEL
Ngtice of Meeting

Pursuant to section 10(a)(2) of the
Federal Advisory Committee Act (Pub.
L. .92-463), as amended, notice is
hereby given that a meeting of the
Media Arts Advisory -Panel .(Aid to
Film/Video Exhibition) to the National Council on the Arts will take place
August 21, 1978, from 9:30 a.m. to 5:30
p.m., and August 22, 1978, from 9:30
a.m. to 5:30 p.m., in room 1422 of the
Columbia Plaza Office Building, 2401
E Street, NW., Washington, D.C.
20506.

Notice of Meeting

Pursuant to section 10(a)(2) of the
Federal Advisory Committee Act (Pub.
L. 92-463), notice is hereby given that
a meeting of the National Council on
the Arts will be held on August 11,
1978, from. 9 a.m. to 5:30 p.m., and
August 12, 1978, from 9 a.m. to 5:30
p.m., in the 14th floor conference
rooms of the Columbia Plaza Office
Building, 2401 E Street NW., Washington, D.C. 20506.
A portion of this meeting will be
open to the public on Friday, August
11, 1978, from 9 a.m. to 5:30 pm., and
Saturday, August 12, 1978, from 10
a.m. to 12:45 p.m. Topics of discussion
will be program policy and guidelines
for the challenge, dance, Federal-Stute
partnership, and theater programs; reports of the fashion design task force
and from regional representatives; the
annual evaluation plan; and other general reports.
The remaining sessions of this meeting on Saturday, August 12, 1978, from
9 a.m. to 10 a.m.; and 1:30 p.m. to 5:30
p.m. are for the purpose of Council
review, discussion, evaluation, and recommendation on applications for financial assistance under the National
Foundation on the Arts and the Humanities Act of 1965, as amended, including discussion of informalon given
in confidence to the agency by grant
applicants. In accordance with the determination of the Chairman published in the FEDERAL REGISTER of
March 17, 1977, these sessions may be
closed to the public pursuant to sub-
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sections (c) (4), (6). and 9(B) of section
552b of title 5, U.S.C.
Further information with reference
to this meeting can be obtained from
Mr. John H. Clark, Advisory Committee Management Officer, National Endowment for the Arts, Washington,
D.C. 20506, or call (202) 634-6070.
Dated: July 21, 1978.

[7555-011

JOHN H. CLARK,
Director, Offi'e of Council and
Panel Operations, National
Endowmentfor the Arts.
[FR Doe. 78-20915 Filed 7-27-78; 8:45 am]

[7555-01]
NATIONAL SCIENCE FOUNDATION
AD HOC SUBCOMMITTEE FOR THE CEPEX SITE
REVIEW
-Meeting

In accordance with the Federal Advisory Committee Act, as amended, Pub.
T. 92-463, the National Science Foundation announces the following meeting:
Name: Ad Hoc Subcommittee for the Site
Review of the Controlled Ecosystem Populations Experiment (CEPEX) of the Advisory Committee for Ocean Sciences.
Date and time: August 13-15. 1978; 10 an.
to 5:30 p.m. daily.
Place: CEPEX Site, Institute of Ocean Sci.
ences, Sidney, British Columbia, Canada.
Type of meeting:. Closed.
Contact person: Dr. Lauriston R. King,
Acting Head, Interhational Decade of
Ocean Exploration Section, room 605, National Science Foundation, Washington,
D.C 20550, telephone 202-632-7356.
Purpose of subcommittee: To provide advice
and recommendations concerning support

for research on CEPEX.
Agenda: To review and evaluate the past research and the 1978 field season of the
-

tions by the Acting Director. NSF, on February 18, 1977.
M. REnEccA Wnaaxr,
Committee Mfanagement
Coordinator.
JuLy 24, 1978.
EFR Doc. 78-20879 Filed 7-27-78; 8:45 am]

CEPEX project as part ot the recommendation process for awards.
Reason for closing. The review process Includes information of a proprietary or
confidential nature, including technical

information; financial data, such as salaries; and personal information concerning
individuals associated with the proposals.
These matters are within exemptions (4)
and (6) of 5 U.S.C. 552b(c), Government in
the Sunshine Act.'
Authority to close meeting: This determination was made by the Committee Management Officer pursuant to provisions of
section 10(d) of Pub. L. 92-463. The Committee Management Officer was delegated
the -authority to make such determina-

ADVISORY GROUPS
Availability of Reports

The National Science Foundation
has filed with the*ibrary of Congress
some reports which were prepared by
various advisory committees of the National Science Foundation:
Report of the Condensed Matter Sciences
Advisory Subcommittee on Oversight
Review of the NSP Solid State Chemistry
Program
Report of the Ad Hoc Advisory Group for
Future Scientific Ocean Drilling
Report of the Science Applications Tack
Force

The reports were filed In accordance
with the Federal Advisory Committee
Act, Pub. L. 92-463. and are available
for public inspection and use at the Library of Congress, Rare Book Division.
Room 256, Washington, D.C. A. copy
of each report is also available for
public inspection and use at the National Science Foundation. Committee
Management Office, Room 248, Wash-

ington, D.C.

X. REBCac& WnnL=,
Committee Management
Coordinator.
JuLY 24, 1978.
[FR Doe. 78-20878 Filed 7-27-78; 8:45 am]
[7590-01]
NUCLEAR REGULATORY

COMMISSION
[Docket Nos. 50-416 and 50-417]
MISSISSIPPI POWER & LIGHT CO. AND MIDDLE
SOUTH ENERGY, INC. (GRAND GULF NUCLEAR STATION, UNITS 1 & 2)
Receipt of AppricatIon for Facility Operating
Licenses; Availability of Applicants' Environmental Report; Consideration of Issuance of
Facility Operating Licenses and Opportunity
for Hearing

Notice is hereby given that the Nuclear, Regulatory Commission (the
Commi ion) has received an application for facility operating licenses
from Mississippi Power & Light Co.
and Middle South Energy, Inc. (the
applicants) to possess, use, and operate Grand Gulf Nuclear Station. Units
1 and 2 (the facilities), located on the
applicants' site in Clalborne County,
Miss., at a core power level of 3,833
megawatts thermal, with an equlva-

lent net electrical output of approximately 1.250 megawatts.
The applicants have also filed, pursuant to the National Environmental
Policy Act of 1969 and the regulations
of the Commission in 10 CPR Part 51,
an environmental report. The report,
which dscusses environmental considerations related to the proposed operation of the facilities is being made
available at the Southwest Missisppi
Planning and Development District,
P.O. Box 636, Meadville, Miss. 39653.
After the environmental report has
been analyzed by the Commislon's
staff, a draft environmental statement
will be prepared. Upon preparation of
the draft environmental statement,
the Commission will, among other
things, cause to be published in the
FiDmAL RroxTsa a notice of availability of the draft statement, requesting
comments from interested persons on
the draft statement. The summary
notice will also contain a statement to
the effect that any comments of Federal agencies and State and local officials will be made available when received. The draft environmental statement will focus only on any matters
which differ from those previously discussed In the final environmental
statement prepared in connection with
the Issuance of the construction permits. Upon consideration of comments
submitted with respect to the draft environmental statement, the Commisslon's staff will prepare a final environmental statement, the availability
of which will be published in the REDEnAL RRxsT.
The Commison will consider the issuance of facility operating licenses to
Mississippi Power & Light Co. and
Middle South Energy, Inc., which
would authorize the applicants to possess, use, and operate the Grand Gulf

Nuclear Station. Units 1 and 2, in ac-

cordance with the provisions of the icinses and the technical specifications
appended thereto, upon: (1) The completion of a favorable safety evaluation of the application by the Commission's staff; (2) the completion 9f the
environmental review required by the
Commission's regulations in 10 CPR
Part 51; (3) the receipt of a report on
the applicants application for facility
operating licenses by the Advisory'
Committee on Reactor Safeguards;
and (4) a finding by the Commission
that the application for the facility licenses, as amended, complies with the
requirements of the Atomic Energy
Act of 1954, as amended (the act), and
the Commirion's regulations in 10
CFR Chapter L Construction of the
facilities was authorized by Construction Permit Nos. CPPR-118 and
CPPR-119, issued by the Commission
on September 4,1974.
Prior to issuance of any operating licenses, the Commison will inspect
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the facilities to determine whether
they have been constructed in accordance with the application, as amended,
the the provisions of the construction
permits. In addition, the licenses will
not be issued until the Commission
has made the findings reflecting its
review of the application under the
act, which will be set forth in the proposed licenses, and has concluded that
the Issuance of the licenses will not be
inimical to the common defense and
security or to the health and safety of
the public. Upon issuance of the licenses, the applicants will be required
to execute an indemnity agreement as
required by section 170 of the act and
10 CFR Part 140 of the Commission's
regulations.
By August 28, 1978, the applicants
may file a request for a hearing with
respect to issuance'of the facility operating licenses and any person whose
interest may be affected by this proceeding may file a petition for leave to
intervene. Requests for a hearing and
petitions for leave to intervene shall
be filed In accordance with the Commission's "Rules of Practice for Domestic Licensing Proceedings" in 10
CFR Part 2. If a request for a hearing
or petition for leave to intervene is
filed within the above date, the Commission or an Atomic Safety and Licensing Board, designated by the Commission or by the Chairman of the
Atomic Safety and Licensing Board
Panel, will rule on the request and/or
petition and the Secretary of the Commission, or designated Atomic Safety
and Licensing Board will issue a notice
of hearing or an appropriate order.
As required by 10 CFR § 2.714, a petition for leave to intervene shall set
forth with particularity the interest of
the petitioner in the proceeding, and
how that interest may be affected by
the results of the proceedings. The petitioner should specifically explain the
reasons why intervention should be
permitted with particular referenceto
the following factors: (1) The nature
of the petitioner's right under the act
to be made a party to the proceeding;,
(2) the nature and extent of the petitioner's property, financial, or other
interest in the proceeding; and (3) the
possible effect of any order which may
be entered in the proceeding on the
petitioner's interest. The petition
should also identify the specific
aspect(s) of -the subject matter of the
proceeding as to which the petitioner
wishes to intervene. Any person who
has filed a petition for leave to intervene or who has been admitted as a
party may amend his petition, but
such an amended petition must satisfy
the specificity requirements described
above.
Not later than fifteen (15) days prior
to the first prehearing conference
scheduled in the proceeding, the peti-

tioner shall file a supplement to the
petition to intervene which must include a list of the contentions which
are sought to be litigated in the
matter, and the bases for each contention set forth with reasonable specificity. A petitioner who fails to file such
a supplement which satisfies these requirements with respect to at least one
contention will not be permitted to
participate as a party.
A request for a hearing or a petition
for leave to intervene must be filed
with the Secretary of the Commissiofi,
U.S. Nuclear Regulatory Commission,
Washington, D.C. 20555, attention:
Docketing and Service Section, or may
be delivered to the Commission's
Public Document Room, 1717 H Street
NW., Washington, D.C., by August 28,
1978. A copy of the petition should
also be sent to the Executive Legal Director, U.S. Nuclear Regulatory Commission, Washington, D.C. 20555, and
to Mr. Robert B. McGehee, Wise,
Carter, Child, Steen & Caraway, P.O.
Box 651, Jackson, Miss. 39205; and Mr.
Troy B. Conner, Jr., Conner, Moore &
Corber, 1747 Pennsylvania AvenueNW., Washington, D.C. 20006, attorneys for the applicants. Any questions
or requests for additional information
regarding the content of this notice
should be addressed to the Chief
Hearing Counsel, Office of the Executive Legal Director, U.S. Nuclear Regulatory Commission, Washington, D.C.
20555.
Nontimely filings of .petitions for
leave to intervene, amended petitions,
supplemental petitions .and/or requests for hearing will not be entertained absent a determination by the
Commission, the presiding officer, or
the Atomic Safety and Licensing
Board designated to rule on the petition and/or request, that the petitioner has made a substantial showing of
good cause for the granting of a late
petition and/or request. That determination will be based upon a balancing
of the factors specified in 10 CFR

§ 2.714(a)(1)(i)-(v) and § 2.714(d).

For further details pertinent to the
matters under consideration, see the
application for the facility operating
licenses dated June 30, 1978, and the
applicants'
environmental
report
dated June 30, 1978, which are available for public inspection at the commission's Public Document Room,
1717 H Street NW., Washington,,D.C.
20555 and at Claiborne County Courthouse, Port Gibson, Miss. As they
become available, the following documents may be inspected at the above
locations: (1) The safety evaluation
report prepared by the Commission's
staff; (2) the draft environmental
statement; (3) the final environmental
statement; (4) the report of the Advisory Committee on Reactor Safeguards on the application for facility

operating licenses; (5) the proposed facility operating licenses; and (6) the
Technical specifications, which will be
attached to the proposed facility operating licenses.
Copies of the proposed operating licenses and the ACRS report, when
available, may be obtained by request
to the Director, Division of Project
Management, U.S. Nuclear Regulatory
Commission, Washington, D.C. 20555.
Copies of the Commission's staff
safety evaluation report and final environmental statement, when available, may be purchased at current
rates, from the National technical Information Service, Department of
Commerce, 5285 Port Royal Road,
Springfield, Va. 22161.
For the Nuclear Regulatory Commission.
Dated at Bethesda, Md., this 28th
day of July 1978.

JOHN F. STOLZ,

Chief, Light Water Reactors
Branch 1, Division of Project
Management.
(FR Doe. 78-20752 Filed 7-27-78. 8:45 am]

[7590-01]
[Docket No. P-657A]
NEW YORK STATE ELECTRIC & GAS CORP.
AND LONG ISLAND LIGHTING CO.
Receipt of Attorney General's Advice and Time
for Filing of Petitions to Intervene on Antitrust Matters

The Commission has received, pursuant to section 105c Qf the Atomic
Energy Act of 1954, as amended, the
following advice from the Attorney
General of the United States: dated
July 14, 1978 with respect to a construction permit application for Nuclear Power Station/New Haven-Stuyvesant Sites, Units 1 and 2:
You have requested our advice pursuant
to section 105 of the Atomlc'Energy Act, as
amended, in regard to the above cited application by New York State Electric & Gas
Corp. on behalf of Itself and Long Island
Lighting Co. (LIlco).

Both of the applicants have been the subject of prior antitrust advice letters written
by the Department. On January 7, 1976, we
rendered antitrust advice on an application
by IAlco to construct the Jamesport Nuclear

Power Station, Units 1 and 2. Most recently,
on January 26, 1978, we rendered antitrust
advice concerning New York State with respect to Its application to participate In the
Jamesport Nuclear Power Station, Units 1
and 2. We also rendered antitrust advice on
December 27, 1974, regarding New York
State'q application to construct the Somerset Nuclear Station, Units 1 and 2.
In each of the above-referenced letters we
advised of our conclusion that the activities
under the licenses applied for would not
create or maintain a situation inconsistent
with the antitrust laws.
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1773 issued pursuant to 10 CPR Part
70 to authorize the receipt and storage
of Oconee Nuclear Station spent fuel
at the McGuire Nuclear Station.
The proposed amendment would autime had been isolated, interconnected with
Iilco. The Greenport system has a peak of thorize the receipt and storage of
about 3 MW. In addition, Greenport, as well Oconee Nuclear Station spent fuel at
the McGuire facility In accordance
as Freeport and Rockville Centre, the only
two other comparatively small municipal. with the licensee's application for
utilites'in Lilco's-service area, have ob- amendment dated March 9, 1978. Actained commitments from the Power Au- tivities for which additional authorizathority of the State of New York (PASNY0 tion is sought involve receipt, possesto supply their bulk power needs. Lilco, as
well as other investor-owned utilities in the sion, inspection and storage of spent
State of New York, have agreed to transmit nuclear fuel from the licensee's
that power from the PASNY transmission Oconee Nuclear Facility in Oconee
system to the three municipal systems.
County, S.C., at the licensee's
After examination of the current applica- McGuire facility located In Mecklention and review of the relevant data, we burg County, N.C., including transport
have concluded that no intervening circum- of the Oconee spent fuel by truck bestances have occurred to warrant a reversal
of the advice given with respect to the appli- tween the two sites. The activities
being reviewed also include storage of
cants in the above-cited antitrust letters. '
We express no opinion, however, concern- Oconee irradiated fuel with the spent
ing the legality under the antitrust laws of fuel to be generated by the operation
the manner in which, or any arrangements of the McGuire facility. In its license
pursuant to which, the plants will be oper- amendment Duke Power Co. also re-ated, should they differ from or extend quested certain special arrangements
beyond those-matters specifically disclosed
with respect to Price-Anderson Act inin the application.
Accordingly, from the information avalla- demnification. This request Is under
bl to us at the present time we conclude consideration by the Commission as a
that no antitrust hearing by the Nuclear separate matter, and it will be the subRegulatory Commission will be required Ject of a separate action, including any
with respect to this application.
public notice required. Issuance of an
Any person whose interest may be operating license for the McGuire Nuaffected by this proceeding may, pur- clear facility Is presently under considsuant to § 2.714 of the Commission's eration in a separate proceeding pur"Rules of Practice", 10 CPR Part 2, suant to 10 CFR Part 50 in Docket
fle a petition for leave to intervene Nos. 50-369 and 50-370.
The NRC will not issue the license
and request a hearing on the antitrust
aspects of the application. Petitions amendment for storage of Oconee
for leave to intervene and requests for spent fuel at the McGuire Nuclear
hearing shall-be filed by August 27, Station spent fuel pool (1) until the
1978, either (1) by delivery to the NRC completion of a safety evaluation on
Docketing and Service Section at 1717 the licensee's request and the compleH Street NW., Washington, D.C. or (2) tion of environmental evaluations
by mail or telegram addressed to the made pursuant to 10 CFR Part 51; and
Secretary, U.S. Nuclear Regulatory (2) unless favorable findings required
Commission, Washington, D.C. 20555, by the Atomic Energy Act of 1954, as
amended (the act), and the NRC's
Attn: Docketing and Service Section.
and regulations have been made.
For the Nuclear Regulatory Com- rules
The
NRC will complete an environmission.
mental evaluation in accordance with
JEROME SALTZMAN,
10 CFR Part 51 to determine if*the
"Chief Antitrust and Indemnity
preparation of an environmental
Group Office of NucZkar-Reacimpact statement, or negative declaratorRegulation.
tion and environmental appraisal is
(FR Doc. 78-20754 Filed 7-27-78; 8:45 am]
warranted. This action will be the subject of a separate notice In the FEDERA. RGSTERs.
[7590-01]
On or before August 28. 1978, the licensee may file a request for a hearing
(Docket No. 70-26231
and any member of the public whose
DUKE POWER CO.
interest may be affected by the proceeding may file a request for a public
Opportunity for Public Participation In Prohearing in the form of a petition for
posed NRC Licensing Action for Amendment
leave
to intervene with respect to
to Materials License SNM-1773 for Oconee
whether the proposed amendment to
Nuclear Station Spent Fuel Transportation
SNM-1773 should be issued.
and Storage at McGuire Nuclear Station
Petitions for leave to intervene must
The U.S. Nuclear Regulatory Com- set forth the Interest of the petitioner
mission (the Commission) is giving in the proceeding, how that interest
public notice that it is considering an may be affected by the results of the
'application for amendment to Special proceeding, and the specific aspect(s)
Nuclear iMaterial License No. SNIMof the subject matter of the proceedSince the last antitrust advice letters were
written Lilco has had a change in its operations that merits notation.
In April, 1978, the Greenport New York
Municipal Electric System, which until that

-

ing as to which petitioner wishes to intervene. Such petitions must be filed
In accordance with the above-referenced F!EDERn,
Rxarsxr Notice and
must be filed with the Secretary of
the Commission, U.S. Nuclear Regulatory Commission, Washington, D.C.
20555, Attention: Docketing and ServIce Section. by August 28, 1978. A copy
of the petition and/or request for
hearing should be sent to the.Executive Legal Director, U.S. Nuclear Regulatory Commison, Washington, D.C.
20555, and to Duke Power Co., c/o W.
L. Porter, Esq., Associate General
Counsel, Legal Department, 422 South
Church Street, Charlotte, N.C. 28242,
attorney for the applicant. Any questions or requests for additional information regardint the context of this
notice should be addressed to the
Chief Hearing Counsel, Office of the
Executive Legal Director, US. Nuclear
Regulatory Commission, Washington,
D.C. 20555.
The Carolina Environmental Study
Group was previously admitted as an
Intervenor In the Matter of Duke
Power Company (William B. McGuire
Nuclear Station, Units 1 and 2) Docket
Nos. 50-369, 50-370, a separate operating license application proceeding. On
May 23, 1978, the Carolina Environmental Study Group filed a motion
("Motion to Reopen Environmental
Hearing to Add Contention (2)") In
the McGure operating license proceeding that seeks to raise a contention relating to the proposed transportation and storage of Oconee spent
fuel at the McGuire facility pursuant
to the application for amendment of
the Special Nuclear Material License
SNHM-1773. The Carolina Environmental Study Group's motion is being
treated as a request for hearing pursuant to 10 CFR § 2.105. This notice is
being Issued based on the determination that an opportunity for hearing
should be afforded pursuant to the
Carolina
Environmental
Study
Group's request. Carolina Environmental Study Group's motion of May
23, 1978, is deemed to be filed pursuant to this notice of application for
amendment to License No. SNM-1773
as of the first day of publication of
this notice in the FEDaER Rnsszp,
provided, however, that the Carolina
Environmental Study Group may file
a statement within the thirty- (30) day
intervention period indicating that it
does not wish to participate in the
SNM-1773 license amendment proceedings, or It may elect to file any additional material with respect to the
specific aspect or -aspects of Duke
Power Company's application to
amend SNM-1773 on which it wishes
to intervene.
Not later than fifteen (15) days prior
to any prehearing conference scheduled In the proceeding, the petitioner
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shall file a supplement to the petition
to intervene, which must include a list
of the contentions which are sought to
be litigated in the matter, and the
bases for each. All petitions will be
acted upon by the Commission or the
Licensing Board, designated by the
Commission or by the Chairman of
the Atomic Safety and Licensing
Board Panel. Timply petitions will be
considered to determine whether a
hearing should be noticed or another
appropriate order issued regarding the
disposition of the petitions.
In the event that a hearing is held
and a person is permitted to intervene,
that person becomes a party to the
proceeding and has a right to participate fully in the conduct of the hearing. For example, that person may
present evidence and cross-examine
witnesses.
A copy of the FEDERAL REGISTER
Notice is available for public inspection at the Commission's Public Document Room, 1717 H Street NW.,
Washington, D.C., and at the local
Public Document Rooms at the Public
Library of Charlotte and Mecklenburg
County, 310 North Tryon Street,
Charlotte, N.C. 28202, between the
hours of 9 a.m. and 9 p.m. weekdays, 9
a.m. and 6 p.m. on Saturday and 2 p.m.
and 6 p.m. on Sunday, and at the
Oconee County Library, 201 South
Spring Street, Walhalla, S.C. 29691,
between the hours of 10 a.m. and 9
p.m. on Monday, 9 a.m. and 5 p.m.
Tuesday through Friday, and 9 a.m.
and 12 noon on Saturday. The Commission has arranged for other documents and correspondence relating to
the proposed amendment to the Special Nuclear Material License No.
SNM-1773 to be kept at the same locations.
Dated at Silver Spring, Md., this
14th day of July, 1978.
For the Nuclear Regulatory Commission.
RicuARD W. STAROSTECKI,
Chief,Fuel Reprocessing and Recycle Branch Division of Fuel
Cycle and MaterialSafety:
[FR Doc. 78-20753 Filed 7-27-78; 8:45 am]

The petitioner requests the Commission to amend section 31.11, general license for use of byproduct material
for certain in vitro clinical or laboratory testing, to include veterinarians
as general licensees. The petitioner
states that:
It has been brought to my attention that
licensed veterinarians are not eligible to register on Form AEC-483 for in vitro testing
under the terms of the general license provided for in section 31.11 of 10 CFR Part 31.
Rather, veterinarians mutt request a specific byproduct material license on form AEC313. It is also myunderstanding that the fee
for the specific byproduct license will be
$190. Since more veterinarians are receiving
postgraduate training in clinical pathology
and upgrading their diagnostic facilities
considerably, I believe it is a hindrance to
progress to require a different license than
that extended to physicians. The small
quantity used and similarity of use to that
of a physician (specifically, RIA use) [Radioimmunoassay] would imply a similar
type licensure for veterinarians. Would you
please, consider having this type of licensure
for veterinarians also?
A copy of the petition for rulemaking is available for publicinspection in
the Commission's Public Document
Room, 1717 H Street, NW., Washington, D.C. A copy of the petition may
be obtained by writing to the Rules
and Procedures Branch, Division of
Rules and Records, Office of Administration, U.S. Nuclear Regulatory Commission, Washington, D.C. 20555.
All persons who desire to submit
written comments or suggestions concerning the petition for rulemaking
should send their comments to the
Secretary of the Commission, U.S. Nuclear Regulatory Commission, Washington D.C. 20555, Attention: Docketing and Service Branch, By September
26, 1978.
Dated at Washington, D.C. this 21st
day of July, 1978.
For the Nuclear Regulatory Commission.
SAMUEL J. CHMK,
-Secretaryof the Commission.
[FR Doe. 78-20898 Filed 7-27-78; 8:45 am]
[7590-01]
ADVISORY COMMITTEE ON REACTOR SAFEGUARDS, SUBCOMMITTEE ON EMERGENCY
CORE COOLING SYSTEMS (ECCS)

[7590-01]
[Docket No. PRM-31-3]

Meeting

R. F. NACHREINER

The ACRS Subcommittee on Emergency Core Cooling will hold an open
meeting on August 14, 1978 at the
Westbank Motel Coffee Shop, 475
River Parkway, Idaho Falls, Idaho
83401, to review the status of research
projects related to LOFT, SEMISCALE, thermal-hydraulic aspects of
the Power Burst Facility (PBF), and 2phase flow instrumentation. Notice of
this meeting was published alf 43 FR

Filing of Petition for Rulemaking

Notice is hereby given that Dr. R. F.
Nachreiner by letter dated June 19,
1978, has filed with the Nuclear Regulatory Commission a petition for rulemaking to amend the Commission's
regulation "General Domestic Licenses for Byproduct Material," 10
CFR Part 31.

26162 and 30631, June 16 and July 17,
1978, respectively.
In accordance with the procedures
outlined in the FDERA. REGISTER on
October 31, 1977 (42 FR 56972), oral or
written statements may be presented
by members of the public, recordings
will be permitted only during those
portions of the meeting when a transcript is being kept, and questions may
be asked only by members of the subcommittee, its consultants, and staff.
Persons desiring to make oral statements should notify the designated
Federal employee as far in advance as
practicable so that appropriate arrangements can be made to allow the
necessary time during the meeting for
such statements.
The agenda for subject meeting
shall-be as follows:
Monday, August 14, 1978; 8:30 a~m. until the
conclusionof business
The subcommittee may meet In executive
session, with any of Its consultants who may
be present, to explore and exchange their
preliminary opinions regarding matters
which should be considered during the
meeting and to formulate a report and recommendations to the full committee.
At the conclusion of the executive session,
the subcommittee will hear presentations by
and hold discussions with representatives of
the NRC Staff, the Idaho National Engineering Laboratory (INEL), and their con.
sultants, pertinent to the above topics. The
subcommittee may then caucus to determine whether the matters Identified in the
initial session have been adequately covered
and whether the project is ready for review
by the full committee.
Further
information
regarding
topics to be discussed, whether the
meeting has been cancelled or rescheduled, the chairman's ruling on requests for the opportunity to present
oral statements and the time allotted
therefore can be obtained by a prepaid
telephone call to the designated Federal employee for this meeting, Dr.
Andrew L. Bates, telephone 202-6343267, between .8:15 a.m. and 5 p.m.,
e.s.t.
Dated: July 26, 1978.
JoHN C. HOYLE,
Advisory Committee
Management Officer.
(FR Dce. 78-21132 Filed 7-27-78; 9:09 am]

[3110-01]
OFFICE OF MANAGEMENT AND
BUDGET
CLEARANCE OF REPORTS
List of requests

The following is a list of requests for
clearance of reports intended for use
in collecting information from the
public received by the Office of Management and Budget on July 24, 1978
(44 U.S.C. 3509). The purpose of pub-
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lishing this list in the FERAL REGLs-

TR is to inform the public.
The 1isf includes the title of each request received; the name of the agency
sponsoring the proposed collection of
information;
the
agency
form
number(s), if applicable; the frequency
with which the information is proposed to be collected; an indication of
who will be the respondents to the
proposed collection; the estimated
number of responses; the estimated
burden in reporting hours; and the
name of the reviewer or reviewing division or office.
Requests for extension which appear
to raise no significant issues are to be
approved after brief notice through
this release:
Further information about the items
on this daily list may be obtained from
the Clearance Office, Office of Management and Budget, Washington,
D.C. 20503, 202-395-4529, or from the
reviewer listed.

PENSION BENFIT GUARANT CORPORAZION
Survey Form for Multiemployer Termination Insurance Program, single time, multiemployer pension plans. 26 responses,
104 hours, Office of Federal Statistical
Policy and Standard, Strasser, A., 6737956.
DEPARTMENT OF C00CE

Bureu of Census, November 1976 Voting
Supplement, CPS-1 and 260. single time.
households respondents 56.000 households
in 11/78 CPS samples, Office of Federal
Statistical Policy and Standard. 673-7956.
DAvID R. Lr"oLD,
Budget anciManagement

Officer.
EFR Doc. 78-21029 Filed 7-27-78; 8:45 am]

[3110-01]
CLEARANCE OF REPORTS
Ust of Requests
The following Is a list of requests for
clearance of reports intended for use

in collecting information from the

NEw FORms
DEPAEMENT OF HOUSING AND URBAN
DEVELOPMENT
Government- National Mortgage Associ-

ation:

Schedule of Pooled Mortgages-Moblld

Home; HUD-1725, on occasion, 2.000
mortgage bankers, Caywood, D. P., 395-

3443.
Schedule of Pooled Project Mortgages,
HUD-1721,. on occasion, 90 mortgage
bankers, Caywood, D. P., 395-3443.
Rzrsioxs

public received by the Office of Management and Budget on July 25, 1978
(44 U.S.C. 3509). The purpose of publishing this list In the FEDEAL REorsTER is to inform the public.
The list includes the title of each request received; the name of the agency
sponsoring the proposed collection of
information;
the
agency
form
number(s), if applicable; the frequency
with which the Information is proposed to be collected; an indication of
who will be the respondents to the

proposed

DEPARTMENT OF COMMERCE

Bureau of Census, Survey of Local Govern-

ment Finances (school system) F-33A and
33B, annually, State and local public officials, 6,600 responses, 6,600 hours, Offfice
of Federal Statistical Policy and Standard,
Laverne V. Collins, 673-7956.
DEPARTMENT OF HEALTH, EDUCATION, AND
IWELFARE

National Center for Education Statistics.
Salaries, Tenure, and Fringe Benefits of
Full-Time Instructional Facility 78-79.
NCES 2300-3, annually, colleges and universities, 3,100 responses, 9,300 hours,
Office of Federal Statistical Policy and
-Standard, Laverne V. Collins, 673-7956.
ExENSIONS
GENERAL SERVICES ADMINISTRATION

Contractor's Statement of Contingent or
Other -Fees, 119, on occasion. contract

pricing, 3,700 responses, 3,700 hours,
Office of Federal Statistical Policy and

Standard, 673-7956.
Contract Pricing Proposal (research and de-

velopment), OF-60. on occasion contract
pricing, 5,000 responses, 15,000 hours,
Office of Federal Statistical Policy and
Standard, 673-7956.

Contract Pricing Proposal. OF-59, on occasion, contract pricing, 5,000 responses,
15,000 hours, Office of Federal Statistical
Policy and Standard, 673-7956.

stitutions, Budget Review
Division,
Warren Topellus. 395-4775.
Cultural Institutions Application Form. annually. 30 cultural institutions in 175 large
metropolitan areas, Budget Review Division. Warren Topellus. 395-4775.
Public Libraries Application Face Sheet
quarterly, 300 interested applicants,
Budget Review Division. Warren Topellus,
395-4775.
Report of Contributions, Exhibit B, annually, 350 humanities institutions, Budget
Review Division, Warren Topellus, 3954775.
Application Face Sheets, NEH Youth ProJects, semiannually, 150 nonprofit organizations, Budget Review Division, Warren
Topelius, 395-4775.
Instructions for Applicants, on occasion, 25
nonprofit and professional associations,
Budget Review Division, Warren Topellus.
395-4775.
Guideline for Publications Programs, on occasion. 1,000 scholarly presses. Warren Topellus, 395-6132. '
Application Face Sheet. Summary Sheet,
and Postal Cards, on occasion, 100 individuals and any US. nonprofit group, Budget
Review Division, Warren Topellus, 395-

collection;

the

estimated

number of responses: the estimated
burden in reporting hours; and the
name of the reviewer or reviewing division or office.
Requests for extension which appear

to raise no significant Issues are to be
approved after brief notice through

this release.
Further information about the Items
on this daily list may be obtained from
the Clearance Office, Office of Management and Budget, Washington,
D.C. 20503, 202-395-4529, or from the
reviewer listed.
NEw FoRsS
NATIONAL ENDOWMENT FOR THE HUMANITIES
Application Form-Practitioners Seminars,
annually, 3,500 seminar programs, Warren
Topelius, 395-6132.
Program Development Application Face
Sheet, quarterly. 150 interested appUcants. Warren Topelius, 395-6132.
Media Application Face Sheet, quarterly.
300 interested applicants, Warren Topelius, 395-6132.
Museums and Historical Organization.Application Fact Sheet, quarterly, 800 interested applicants, Budget Review Division.
- Warren Topellus, 395-4775.
Challenge Grant Application Face Sheet,
NEH CG-2, annually. 300 humanities In-

-

4775.

Standard Budget Form, on occasion, 10.000
potential grantees. Warren Topelius. 3956132.
Application Form-ProfessIons ProgramLaw Teacher, seminars, annually, 200 individuals, Warren Topellus, 395--6132.
Application Form--Centers for Advanced
Study, annually, 40 research centers.
Warren Topelius. 395-6132.
DEPRM

OFrLABOR

Occupational Safety and Health Administration. designation of competent person
and log of Inspection and tests by competent person. OSHA-73 and 74, on occasion,
625 Shipyards, Sh-asser, A., 395-6132.

NATIONAL ENDOWMENT FOR T= HUMANITIES:
Application Instructions, NEH-2. on occasion, cholars at all kinds of institutions,
700 responses, 175 hours, Warren Topelius, 395-6132.
DEPPA17

OF LABOR

Employment Standards Administration:
Medical History and Examination for Coal
Mine Workers" Pneumoconlosis. CM988, on occasion, examining physicians,
8.000 responses, 4,000 hours, Richard Elsinger. 395-3214.
Roentgenographlc Interpretation, CM933, on occasion, hospitals, physicians,
40.000 responses. 20,000 hours, Clearance Office, 395-3772.
Miner's Claim for Benefits and Employment History, CM-911 and 911A. on oc-.
casion, current and former coal miners,
40.000 responses, 40,000 hours, Strasser,
A.. 395-6132.
EhTENSIONS
DEARTT OF AGRICUTR
Food and Nutrition Service, report of child
nutrition operations, FNS-10, monthly,
State Education Agencies. 672 responses,
672 hours, Ellett, C. A. 395-6132.-
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agement, and the probability of successful operations-of the new company
under their management, including
adequate profitability and financial
soundness, in accordance with the act
and regulations.
Notice is further given that any
person may, not later than August 14,
1978, submit written comments on the
proposed SBIC to the Deputy Associate Administrator for Investment,
Small Business Administration, 1441 L
Street NW., Washington, D.C. 20416.
A copy of this notice will
be published in a newspaper of general circulation in Southfield, Mich.
(Catalog of Federal Domestic Assistance
Program No. 59.011, Small Business Investment Companies.)
Dated: July 21, 1978.
PETER F. McNEIsH,
Deputy AssociateAdministrator
for Investment
[FR Doc. 78-20875 Filed 7-27-78; 8:45 am]

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric Administration, report of fish and shellfish caught
or purchased from fishermen, NOAA 8812, monthly, wholesale dealers of fishery
products and fishermen dealers, 4,690 responses, 1,170 hours, Clearance Office,

395-3772.
DAVID R. LEuTHoLD,
Budget land Management
Officer.
[FR Doe. 78-21089 Filed 7-27-78; 8:45 am]

[8025-01]
SMALL BUSINESS ADMINISTRATION
[Proposal No. 05/05-0130]
FEDERATED CAPITAL CORPORATION
Application for a License as a Small Business
Investment Company

Notice is hereby given of the filing
of an application with the Small Business Administration (SBA) pursuant
to § 107.102 of the SBA regulations (13
CF? 107.102 (1977)) by Federated
Capital Corp., 20000 West 12 Mile
Road, Southfield, Mich. 48076 for a license to operate as a small business investment company (SBIC) under the.
provisions of the Small Business Investment Act of 1958 (the act), as
amended (15 U.S.C. 661 et seq.).
The proposed officers, directors, and
shareholders are:
Name and Address, Title and Relationship
Louis P. Ferris, Jr., president, treasurer, and
director, percent of ownership, none, 7031
Warren Road, Ann Arbor, Mich. 48105.
Carl A. Scarborough, senior vice president,
percent of ownership, none, 3715 Wells

[8025-01]
[Declaration of Disaster Loan Area No.
14991
ILLINOIS
Declaration of Disaster Loan Area
St. 6lair County and adjacent counties within the State of Illinois constitute a disaster area as a result of
damage caused by flooding which occurred on March 25, 1978, through
April 30, 1978. Eligible persons, firms,
and organizations may file applications for loans for physical damage
until the close of business on September 18, 1978, and for economic injury
until the close of business on'April 19,
1979, at:
Small Business Administration, Branch
Office, Illinois National Bank Building, One
North Old State Capitol Plaza, Springfield,
Ill. 62701.
dr other locally announced locations.
(Catalog of Federal Domestic Assistance
Program Nos. 59002 and 59008.)
Dated: July 19, 1978.
PATRICIA M. CLOHERTY,
ActingAdministrator.
[FR Doc. 78-20873 Filed 7-27-78; 8:45 am].

Drive, Parlin, N.J. 08859.

Jerold T. Pogue, vice president, percent of
ownership, none, 26030 Idla Lane, Dearborn Heights, Mich. 48127.

Susan M. Troyer, secretary, percent of ownership, none, 570 LIndsay, Plymouth,
Mich. 48170.
Federated Financial Reserve Corp., percent
of ownership, 100, 20000 West 12 Mile
Road, Southfield, Mich. 48076.
Federated Financial Reserve Corp.'s
principal business activity is to provide
equipment financing and leasing services with credit worthy equipment
users by purchasing such equipment
upon execution of required agreements. All of the outstanding capital
stock of Federated Financial Reserve
Corp. is owned by Mr. Louis P. Ferris,
Jr.
The applicant proposes to begin operations with a capitalization of at
least $300,000 and will be a source of
equity capital and long-term loan
funds for qualified small business con-

[Declaration of Disaster Loan Area No.
1504]
MISSOURI
Declaration of Disaster Loan Area

cerns.

Matters nvolved in SPA's consideration of the application include the
general business reputation and character of the proposed owners and man-

-

St. Louis County and adjacent counties within the State of Missouri constitute a disaster-area as a result of
damage caused by heavy rains and
flooding which occurred on July 14
and 15, 1978. Eligible persons, firms,
and organizations may file applications for loans for physical damage

until the close of business on September 21, 1978, and for economic injury
until the close of business on April 23,
1979, at:
Small Business Administration, Distrilet
Office, Suite 2500, Mercantile Tower, Mercantile Center, St. Louis, Mo, 63101,
or other locally announced locations,
(Catalog of Federal Domestic Assistanco
Program Nos. 59002 and 59008.)
Dated: July 21, 1978.
A. Vnnox WiVEn,
Administrator,
[FR Doe. '8-20874 Filed 7-27-78, 8:45 am]
[4710-07]
DEPARTMENT OF STATE
[CM-8/80]
SHIPPING COORDINATING COMMITTEE

SUBCOMMITTEE ON SAFETY OF LIFE AT SEA
Notice of Meeting

The Working Group on Radiocommunications of the Shipping Coordinating Committee's Subcommittee on
Safety of Life at Sea (SOLAS) will
conduct an open meeting at 1:30 p.m.
on Thursday, August 17, 1978 in room
8442 of the Department of Transportation, 400 Seventh Street SW., Washington, D.C.
The purpose of the meeting is to
prepare position documents for' the
nineteenth session of the Subcommittee on Radiocommunications of the
Intergovernmental Maritime Consultative Organization (IMCO), to be
held in London September 4-8, 1978.
In particular, the SOLAS Working
Group will discuss the following
topics:
Code of safety requirements for
mobile offshore drilling units;
Operational standards for shipboard
radio equipment;
Revision of Resolution A.283 (VIII
Maritime Distress System).
Requests for further information
should be directed to Lt. R. F. Carlson,
U.S. Coast Guard (G/OThI/74), Washington, D.C. 20590, telephone 202-4261345.
The Chairman will entertain comments from the publicoas time permits,
CARL TAYLon, Jr.
Acting Director,Shipping
CoordinatingCommittee.
[M Doe. 78-20916 Fled 7-27-78; 8:45 am]
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[4710-07][CM-8/81]

STUDY GROUP 5 OF THE U.S. ORGANIZATION
FOR THE INTERNATIONAL- RADIO CONSULTATIVE COMMITTEE (CCIR)
Notice of Meeting

The Department of State announces
that Study Group 5 of the U.S. Organization for the International Radio
Consultative Committee (CCIR) will
meetf on August 22, 1978, from 9:30
a.m. until 12 noon in Conference.
Room 3 of the Automation Industries
Inc.-VITRO Labs, 2361 South Jefferson Davis Highway, Arlington, Va.
Study Group 5 deals with propagation of radio waves (including radio
-noise) at -the surface of the Earth,
through the nonionized regions of the
Earth's atmosphere, and in space
where the effect of ionization is negligible. The purpose of the meeting is
preparation for the Special Preparatory Meeting for the 1979 World Administrative Radio Conference.
Members of the general public may
attend the meeting and join in the discussions subject to instructions of the
Chairman.
Requests for further information
should be directed to G. Huffcutt,
State Department, Washington, D.C.
20520, telephone 202-632-2592.
Dated: July 20, 1978.
RIcHARD E. SHRUM,
Acting Director, Office of InterCommunications
national
Polidy.
[FR Doc. 78-20917 Filed 7-27-78; 8:45 am]

'[4710-07]
[CM-8/82]
SHIPPING COORDINATING COMMITTEE
SUBCOMMITTEE ON SAFETY AT SEA
Notice of Meeting

The Working Group on Fire Protection of the Shipping Coordinating
Committee's Subcommitte on Safety
of Life at Sea (SOLAS) will conduct an
open meeting at 9:30 aai. on Wednesday, September 13, 1978, in Room 8236
of the Department of Transportation,
400 Seventh Street SW., Washington,
D.C.
The purpose of the meeting is to:
Review the outcome of the 21st session (January 23-27, 1978); prepare
documents for submittal to the 22d
session of IMCO Subcommittee on
Fire Protection; review recently submitted documents by other delegations to determine if a response is appropriate or required; discuss Ro/Ro
fire safety; discuss future concepts for fire protection of niachinery spaces;

discuss improvements to Chapter U1-2
of SOLAS 1974.
Requests for further Information
should be directed to Mr. Daniel F.
Sheehan, U.S. Coast Guard (B-MP&T4/82), Washington, D.C. 20590, telephone (202) 426-2197.
The chairman will entertain comments from the public as time permlts.
CARL TAYLon, Jr.,
Acting Director,
Shipping CoordinatingCommittee
[FR Doc. 78-20918 Filed 7-27-78; 8:45 am]

[4510-29]

(4830-01]

DEPARTMENT OF THE TREASURY
Internal Revenue Service

DEPARTMENT OF LABOR
Pension and Welfare Benefit Programs

(Prohibited Transaction Exemption 78-111
LEO F.QUINN, P-A. PROFIT SHARING TRUST
Grant of Individual Exemption

AGENCIES: Department of the Treasury/Internal Revenue Service, Department of Labor.
[47i0-07]
ACTION: Grant of individual exemption.
ECM-8/83]
SUNMARY: This exemption enables
ADVISORY COMMITTEE ON TRANSNATIONAL
the Leo F. Quinn. PA. Profit Sharing
ENTERPRISES
Trust (the Trust) to sell certain trust
assets to Drs. Jacob L. Raney, Charles
Notice of Meeting
G. Dalbey and Leo F. Quinn, who are
The Department of State will hold a offlcer , directors, 10 percent or more
meeting on August 17 of the Working shareholders and highly compensated
Group on Transborder Data Flows of employees of Leo F. Quinn, P.A. (the
the Advisory Committee on Transna- Employer).
tional Enterprises. The Working FOR FURTHER INFORMATION
Group will meet from 9:30 am. until CONTACT.
12:30 p.m. The meeting will be held in
Timothy Smith of the Prohibited
Transactions Staff of the Employee
Room 1105 of the State Department.
Plans Division. Internal Revenue
2201 C Street NW., Washington. D.C.
Service, 1111 Constitution Avenue
The meeting will be open to the

public.
The purpose of the meeting will be
to discuss ongoing work in international bodies in the area of transborder
data flows. In particular, the Working
Group will focus Its discussion on the
work of the Organization for Economic Cooperation and Development- In
drafting "guidelines" relating to international data flows. The Group will
examine the results of the July 10-12
meeting of the OECD drafting group,
and consider possible next steps In formulating such guidelines.
Requests for further information on
the meeting should be directed to
Richard Kauzlarlch, Department of
State, Office of Investment Affairs,
Bureau of Economic and Business Affairs, Washington, D.C. 20520. He may
be reached by telephone on (area code
202) 632-2728.
Members of the public wishing to
attend the meeting must contact Mr.
Kauzlarlch's office in order to arrange
entrance to the State Department
building.
The chairman of the Working
Group will, as time permits, entertain
oral comments from members of the
-public attending the meeting.
Dated: July 20, 1978.
RIcnHAR D. auZL=ARicn,
Executive Secretary.
[FR Doc. 18-20919 Filed 7-27-78:8:45 am]

NW., Washington, D.C. 20224 (Attentlon: E.EP:PT:.) (202-566-6761).

This is not a tollfree number.
SUPPLEMENTARY INFORMATION:
On April 25, 1978, notice was published in the FEDm%.L REGISTER (43 FR
17561) of the pendency before the Internal Revenue Service and the Department of Labor (the Agencies) of
aft exemption from the taxes imposed
by section 4975 (a) and (b) of the Internal Revenue Code of 1954 (the
Code) by reason of section 4975(c)(1)
(A). CD) and (E) of the Code and from
the provisions of section 406(a)(I) (A)

and CD), 406(b)(1) and 406(b)(2) of the

Employee Retirement Income Security Act of 1974 (the Act), for a transaction described in an application submitted by the employer and the trustees of the Trust. The notice set forth a
summary of the facts and representations contained In the application for
exemption and referred interested persons to the application for a complete
statement of the facts and representations. The application has been available for public inspection at the Agencies in Washington, D.C. The notice
also Invited interested persons to
submit comments on the requested exemption to the Internal Revenue Service (the Service). In addition, the
notice stated that any interested
person might submit a written request
that a hearing be held relating to this
exemption. No public comments and
no requests for a hearing were received by the Service.
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The attention of interested persons
is directed to the following
(1) The fact that a transaction is the
subject of an exemption granted under
section 4975(c)(2) of the Code and section 408(a) of the act does not relieve a
fiduciary or party in interest or disqualified person with respect to a plan
to which the exemption is applicable
from certain other provisions of the
Code and the act. These provisions inelude any prohibited transaction, provisions to which the exemption does
not apply and the general fiduciary responsibility provisions of section 404
of the act, which among other things
require a fiduciary to discharge his
duties respecting the plan solely in the
interests of the participants and beneficiaries of the plan and in a prudent
fashion in accordance with subsection
(a)(1)(B) of section 404 of the act, nor
does the fact the transaction is the
subject of an exemption affect the requirement of section 401(a) of the
Code that a plan must operate for the
exclusive benefit of the employees of
the employer maintaining the plan
and their beneficiaries.
(2) This exemption does not extend
to transactions prohibited under section 4975(c)(1)(F) of the Code and section 406(b)(3) of the act.
(3) This exemption is supplemental
to, and not in derogation of, any other
provisions of the Code and the act, ineluding statutory or administrative exemptions and transitional rules. Furthermore, the fact that a transaction
is subject to an administrative or statutory exemption or transitional rule is
not dispositive of whether the transaction is in fact a prohibited transaction.
(4) This document does not meet the
criteria for significant regulations set
forth in paragraph 8 of the proposed
Treasury directive appearing in the
for Wednesday,
FEDERAL REGISTER
May 24, 1978 (43 FR 22319).
EXEMPTION
In accordance with section 4975(c)(2)
of the Code and section 408(a) of the
act and the procedures set forth in
Rev. Proc. 75-26, 1975-1 C.B. 722, and
ERISA Proc. 75-1 (40 FR 18471, April
28, 1975), and based upon the entire
record, the Agencies make the followIng determinations:
(a) The exemption is adiainistratively feasible;
(b) It is in the interests of the plan
and of the participants and beneficiaries; and
(c) It is protective of the rights of
participants and beneficiaries of the
plan.
Accordingly, the following exemption
is hereby granted under the authority
of section 4975(c)(2) of the Code andsection 408(a) of the act and in accordance with the procedures set, forth in

Rev. Proc. 75-26 and ERISA Proc. 751.
The taxes imposed by section 4975
(a) and (b) of the Code by reason of
section 4975(c)(1) (A), (D) and (E) of
the Code and the restrictions of section 406(a)(1) (A) and (D), 406(b)(1)
and 406(b)(2) of the act shall not
apply to a transaction involving the
sale of approximately 1.18 acres of
land located in Boca Raton, Palm
Beach County, Fla., by the Trust to
Drs. Raney, Dalbey and Quinn for
$90,000 cash, provided that this
amount is not less than the fair
I
market value of the property.
The availability of this exemption is
subject to the express conditions that
the material facts and representations
contained in the application are true
and complete and that the application
accurately describes all material terms
of the transaction consummated pursuant to the exemption.
Signed at Washington, D.C., this
24th day of July 1978.
IN D. LANorF,
Administrator for Pension and
Welfare Benefit Programs,
Labor-Management Services
Administration, U.S. Department of Labor.
FRm J. OCns,
Director, Employee Plans Division, Internal Revenue Service
FR Doc. 78-20924 Filed 7-27-78; 8:45 am]
[4810-22]
DEPARTMENT OF THE TREASURY
Customs Service
BICYCLE TIRES AND TUBES FROM THE
REPUBLIC OF KOREA
Preliminary Countervailing Duty Determination

AGENCY: U.S. Customs Service,
-Treasury Department.
ACTION: Preliminary Countervailing
Duty Determination.
SUMMIARY: This notice is to inform
the public that a countervailing duty
investigation has resulted in a preliminary determination that the Government of, the Republic of Korea has
given benefits which are considered to
be bounties or grants on the manufacture or exportation of bicycle tires and
tubes within the meaning of the Countervailing Duty Law. A final determination will be made by December 29,
1978. Interested parties will have an
opportunity to comment on this
action.
EFFECTIVE DATE: July 28, 1978.
INFORMATION
FOR FURTHER
CONTACT:
William Trujillo, U.S. Customs Service, Office of Operations, Duty As-

Technical
Division,
sessment
Branch, 1301 Constitution Avenue
NW., Washington, D.C. 20229, 202566-5492.
SUPPLEMENTARY INFORMATION:
On February 23, 1978, a notice of "Receipt of Countervailing Duty Petition
and Initiation of Investigation" was
published in the FEDERAL REGISTER (43
FR 7495). The notice stated that a petition had been received alleging that
benefits conferred by the Government
of South Korea upon the manufacture, production or exportation of bicycle tires and tubes constitute the
payment or bestowal of a bounty or
grant within the meaning of section
303, Tariff Act of 1930 as amended (19
U.S.C. 1303).
For purposes of this notice the term
"bicycle tires and tubes" means pneumatic bicycle tires, and tubes, of
rubber or plastic, whether such tires
and tubes are sold together as units or
separately. Bicycle tires and tubes are
covered under items 772.48 and 772.57,
respectively, of the Tariff Schedules
of the United States (TSUS).
Based upon the information received
thus far, pursuant to an investigation
conducted under § 159.47(c) of the
(19
CFR
Regulations
Customs
159.47(c)), there appear to be three
programs that are utilized by Korean
firms exporting bicycle tires and tubes
to the United States which constitute
bounties or grants within the meaning
of the law. However, only one of the
three firms exporting to the United
States, Korea Inoue Kasel, receives
benefits from these programs that In
the aggregate exceed what we have in
the past regarded as a de minimis
amount. The aggregate benefits received by Inoue were 0.50 percent ad
Valorem. Whether this is to be treated
as de minimis in relation to the size of
the regular duty or other criteria will
be considered in connection with the
final determination. The aggregate
benefits received by the other two
companies investigated, Dae Yung
Tire & Rubber Co., Ltd., and Hung-A
Industrial Co., Ltd. were 0.31 and 0.34
percent, respectively, which are de
minimis by our existing standards.
The three countervailable programs
which are taken advantage of by one
or all of the companies are as follows:
1. FOREIGN CAPITAL INDUCEMMnT LAW

The Foreign Capital Inducement
Law (FCIL), which was promulgated
on August 3, 1966, has as its purpose
the "inducement and protection of
foreign capital conducive to the sound
develoment of a self-sustaining national economy and the improvement of
the international balance of payments." The program provides bonefits to companies which are wholly or
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therefore, pursuant to consistent exporting to the United States is pubor
government-owned.
policy, as upheld in the Zent case, EIcly-held
not a bounty or grant under the law. Therefore, none of the companies in(Preliminary Countervailing Duty De- vestigated was eligible to benefit from
termination in Footwear from the Re- these miscellaneous tax provisions.
public of Korea, July 3, 1975 (40 FR
3. INDUSTRIAL ESTATES
28105).) Estate Management
The
Industrial
2. EXEUION FROM COMMODITY TAX AID
a similar law
which
superseded
Law,
CUSTOMS DUTIES ON IMPORTED MATERIAL
December 31, 1977, has as Its purpose
Just as with the Business Tax, both the encouragement of Investment outthe Commodity Tax and drawback side of the heavily populated areas of
provisions have been viewed as not the country. The Government develconstituting bounties or grants. (Pre- ops the necessary Infrastructure on
liminary Countervailing Duty Deter- these estates. However, the Korean
mination in Handbags from the Re- Government claims that the benefits
public of Korea, December 1, 1976 (41 which flow from being located on
FR- 52737).) Furthermore, both the these estates, such as low land costs,
Business Tax and the Commodity Tax adequate power and water supplies
were replaced by- a Value Added Tax and good road networks, do not arise
on -July 1, 1977, so that the issue Is from government subsidization but innow moot.
stead from the fact that land values
and the cost of basic services in the
3. WASTAGE ALLOWANCE FOR IMPORTED
areas where these industrial estates
RAW MATERIALS
are located, are lower than in other gewhat ographic areas of the country. Only
provides
This program
amounts to a drawback on Imported one of the three manufacturers invesraw materials that are used in the pro- tigated is located on one of these in2. Ac ELERATED DEPRECIATION
duction of exported products but dustrial estates and no evidence was
Article 51 of the Enforcement which are, in fact, "waste" because 'received indicating that It received any
Decree t6 the Corporation Tax Law they are not actually Incorporated in benefits at non-commercial terms not
permits a firm earning more than 50 the product. The concept of "wastage available to any company locating in
percent of its total proceeds from for- allowance" has been determined in that region. Furthermore the present
eign exchange to increase its normal
law, in contrast to the old law, does
depreciation by 30 percent. Although previous cases involving Korea to be in not require that a company be an extwo firms were eligible for this pro- conformance with accepted interna- porter to be located on such an estate
gram, only one, Hung-A, could take ad- tional principles governing drawbacks. so that there Is no direct export relavantage of it since the other received Petitioner has alleged that the wast- tionship to the provision of infrastrucsimilar benefits under the Foreign age allowance Is- excessive and there- ture to companies locaing on these esCapital Inducement Law. The benefits fore constitutes a bounty. Although tates.
received by Hung-A in this instance the available information indicates
4. FRE EXPORT ZONES
were equivalent to 0.06 percent ad va- that no excessive wastage allowance
lorem- on the merchandise imported was granted to this industry, more InOnly one of the companies Is located
formation Is required before this issue
into the United States.
can be resolved definitively. However, In a Free Export Zone. However, that
3. SHoRT-TEm Pmwmam=
in light of past practices this Is pre- company utilizes only the drawback
FINANCING
liminarily not regarded as a bounty or provision on imported raw material It
receives no preferential financing as a
Pursuant to the -"Regulation for grant.
There were numerous other pro- result of being located in such a zone,
Export Financing" Korean exporters
nor any other benefits.
are entitled to short-term loans (up to grams alleged which conceptually are
were
grants
but
which
bounties
or
180 days) at a rate 6f interest which is
5. GOVd 7ET ASSUMPTION OF QUALITY
normally-8 percent for-the purpose of either not utilized by or not available
COROL ON ExFORTS
of
bicyor
exporters
to
manufacturers
acquiring imported raw materials used
and
tubes.
cle
tires
Petitioner 'alleged that the Governin productio& for- export. However,
These programs are described briefly ment assumes the cost of quality consuch short term loans are commercialtrol inspections on exported merchanly available only at rates that range below:
dise. The response to the Customs'
from 15 percent to 18 percent. All
1. ACCELERTED DEPRECIATION FOR FIRMS
questionnaire, however, indicates that
three firm exporting to the United
DErEOPMENT
LOCATED IN "INDUSTRIAL
the bicycle tire and tube manufacturStates took advantage of this programDISTRICrS"
era are fully responsible for the costs
In no case did the individual company
There Is no such "district" in the of such quality control measures.
benefit exceed 0.31 percent ad vaRepublic of Korea, although there are
lorem.
C
6. RAILWAY FREIGHT AND EZEI
There are certain practices of the "rural development districts". HowevPOWR DISCOUNTS
Korean Government alleged to be er, none of the manufacturers exportIng to the United States is located in
bounties in this case, which do not on
No manufacturer exporting to the
their face constitute bounties or these districts.
United States utilized rail transportagrants. They are the following.
tion and all the companies pay stand2. MISCELLANEOUS TAX BENEFITS
ard utility rates. However, more infor1. EXEMPTION FOR POR-ORIENTED
Publicly-held or government-owned mation is needed to determine if utilBUSINESSEFROM BUSINESS TAX
corporations are entitled to certain tax Ity rates In general might be subsiThis tax has been viewed in previous benefits, such as tax-exemption from dized by the Government in such a
investigations as an indirect tax which interest on holdings of stocks and de- manner as to confer a bounty or grant
is directly related to the product and bentures. However, none of the firms on the manufacture of this merchanpartially foreign-owned, based upon
the extent of foreign ownership.
These benefits take the form of drawback on imported capital equipment,
income tax exemption, property acquisition tax exemption and property tax
exemption. Although this program ostensibly is designed to compensate foreign investors for risks either inherent
in investing in a country faced by the
threat of war from North Korea or
created by problems of converting and
repatriating Korean currency, and
thus could be treated as compensation
for dislocation costs, no evidence was
submitted to indicate that the benefits
were related to dislocation costs. Only
one of the three Korean firms exporting to the United States, Inoue, qualified for and took advantage of this
The benefits received
progran
amounted to 0.24 percent ad valorem.
Therefore, this program, in the case of
Inoue, has the effect of a subsidy on
production that is -subject to countervailing because the entirety of Inoue's
production is exported.
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dise. At this time, no evidence of such
a subsidy has been received.
7. EXPORT-IMPORT "LINK SYSTEM"

This program, which was abolished
December 31, 1977, provided for the
duty-free importation of certain dutiable items and their domestic resale,
with the profit accruing to the seller.
Petitioner allegesthat the availability
of this program was linked to export
performance. None of the bicycle tire
and tube manufacturers utilized this
program in 1977.
8. MEDIUM AND LONG-TERM PREFERENTIAL
FINANCING

None of the three manufacturers investigated utilized any preferential financing for medium and long-term

loans.
Accordingly, it is determined preliminarily that bounties or grants,
within the meaning of section 303, are
being paid or bestowed, directly or indirectly, upon the manufacture, production or exportation of bicycle tires
and tubes from the Republic of Korea.
A final decision in this case is required
on or before December 29, 1978.
Before a final determination is
made, consideration will be given to
any relevant data, views or arguments
submitted in writing with respect to
'the preliminary determination. In particular, comments are invited concerning Treasury's standard for determining de minimis bounties or grants.
Submissions should be addressed to
the Commissioner of Customs, 1301
Constitution Avenue, NW., Washington, D.C. 20229, in time to be received
by him not later than August 28, 1978.
This preliminary determination is
published pursuant to section 303(a)
of the Tariff Act of 1930, as amended
(19 U.S.C. 1303(a)).
Pursuant to Reorganization Plan No.
26 of 1950 and Treasury Department
Order 190 Revision 15, March 16, 1978,
the provisions of Treasury Department Order No. 165, Revised, November 2, 1954 and § 159.47 of the Customs
Regulations (19 CFR 159.47), insofar
as they pertain to the issuance of a
preliminary Countervailing duty determination by the Commissioner of Customs are hereby waived.
July 21, 1978.
HENRY C. STOCKELL, Jr.,
Acting GeneralCounsel
of the Treasury.
[FR Doe. 78-20899 Filed 7-27-78; 8:45 am]

[4810-221
BICYCLE TIRES AND TUBES FROM THE
REPUBLIC OF CHINA
Preliminary Countervailing Duty Determination

AGENCY: United States. Customs
Service, Treasury Department.
ACTION: Preliminary Countervailing
Duty Determination.
SUMMARY: This notice is to advise
the public that a countervailing duty
investigation has resulted in a preliminary determination that the Government of the Republic of China
(Taiwan) has given benefits which are
considered to be bounties or grants on
the manufacture, production or exportation of bicycle tires and tubes within
the meaning of the Countervailing
Duty Law. A final determination will
be made not later than December 29,
1978. Interested parties are invited to
comment on this action.
EFFECTIVE DATE: July 28, 1978.
FOR FURTHER INFORMATION
CONTACT'
William T. Trujillo, Operations Offi-

cer, U.S. Customs Service, Office of
Operation, Duty Assessment Division, Technical Branch, 1301 Constitution Avenue NW.," Washington,
D.C. 20229, telephone 202-566-5492.
SUPPLEMENTARY INFORMATION:

On February 23, 1978, a "Notice of Receipt of Countervailing Duty Petition
and Initiation of Investigation" was
published in the FEDERAL REGISTER (43
FR 7494-5). The notice stated that
benefits conferred by the Government
of Taiwan upon the manufacture, production or exportation of bicycle tires
and tubes may constitute the payment
or bestowal of a bounty or grant
within the meaning of section 303,
Tariff Act of 1930, as amended (19
U.S.C. 1303) (herein referred to as
"the Act").
For purposes of this notice the term
"bicycle tires and tubes" means pneumatic bicycle tires, and tubes, of
rubber or plastics, whether such tires
and tubes are sold together as units or
separately. Bicycle tires and tubes are
covered under items 772.48 and 772.57,
respectively, of the Tariff Schedules
of the United States (TSUS).
On the basis of an investigation conducted pursuant to § 159.47(c), Customs Regulations (19 FR 159.47(c)), it
preliminarily has been determined
that certain practices of the Government of the Republic of China constitute bounties or grants within the
meaning of section 303 of the act.
These" practices, as described by the
Taiwanese Government are:

1. INCOME TAX CEILING

Under the Statute for the Encouragement of Investment, firms whose
establishment or expansion was approved before December 31, 1973,
qualify for a tax ceiling equivalent to
25 percent of the firm's taxable
income. Several of the firms exporting
bicycle tires and tubes benefited from
this provision. Inasmuch as the great
preponderance of production Is exported, this program has the effect of
a bounty.
2. PREFERENTIAL EXPORT FIN4ANCING

Several firms exporting bicycle tires
and tubes received advantageous loan
rates, in connection with an export
loan program, for the purchase of raw
materials. The preferential loan rate Is
6.5 percent (per annum) for a term not
to exceed 6 months. The regular commercial loan rate varies between 10.5
to 10.75 percent for loans of similar
terms.
3. DEFERRED PAYMENT OF DUTIES ON
IMPORTED MACHINERY AND EQUIPMENT

The bicycle tire and tube industry
qualifies for installment payment of
Customs duties on imported machin.
ery and equipment. Because this practice represents the interest-free use of
money, It is conceptually a bounty or
grant. However, more information is
needed in order to determine the
extent, if any, of the utilization of this
program.
4. GOVERNMENT ASSUMPTION OF QUALITY
CONTROL EXPENSES

Petitioner provided information
which showed the possibility that the
Taiwanese Government assumes all or
a part of the cost of production quality control measures. If the Government actually assumes the costs of
meeting required quality control
standards, then that would be viewed
as conferring a bounty or grant. However, if the Government merely sets
standards, with the responsibility for
meeting those standards left to the
companies themselves, then that does
not constitute a bounty. More information is needed to make this judgment.
There are certain practices of the
Taiwanese Government alleged to be
bounties or grants in this case which
do not on their face constitute bounties or grants. They are the following:
1. EXEMPTION FROM BUSINESS AND
COMMODITY TAXES ON EXPORTS

These taxes have been viewed in previous investigations as indirect taxes
which are directly related to the product and, therefore, pursuant to consistent policy, as upheld in the Zenith
case, not a bounty or grant under the
law. (Preliminary Countervailing Duty

FEDERAL REGISTER, VOL 43, NO. 146-FRIDAY, JULY 28, 1978

32913

NOTICES
Determination in Bicycles from the
Republic of China, October 27, 1976
(41 FR 47084).)
2. EXEMPTION FROM COMMODITY TAX AND
CUSTOMS DUTIES ON IMPORTED MATERIAL

Ponsistent with Treasury's long-established practice, drawback of duties

on imports incorporated into exports
are not regarded as bounties or grants.
3. EXEMPTION OF HARBOR DUES ON
IMPORTED RAW MATERIAL

The exemption of harbor dues on
imported raw material used in production for export has been determined in
prior cases not to be countervailable

turer in this industry qualified as a
"high technology" firm.
4. DEFERRED PAYMENT OF LAND
INCREMENT TAXES

Bicycle tire and tube manufacturers
qualified for installment payments on
land increment taxes. However, no
benefits were received by any of the
companies during the period investigated.
5. MISCELLANEOUS TAX BENEFITS FOR
PUBLICLY-LISTED ENTERPRISES

Although bicycle tire and tube manufacturers qualified for various tax
benefits related to publicly-held companies, none of the manufacturers received benefits under any of these provisions.

because the Government's decision to
finance harbor facilities by means
other than user charges is a legitimate
state function that does not confer a
6. TAX BENEFITS FOR FIRMS IN
bounty to industries which benefit
INDUSTRIAL DISTRICTS
is
there
from such facilities. Further,
no information to show that given secFor firms located in such districts,
tors of the Taiwanese economy benefit an exemption from the deed tax or
from harbor facilities more than house tax is granted. Although manuothers. This is in contrast to the case facturers in this industry qualified for
of Canadian fish wherein the Govern- benefits, none received any.
ment of Canada provided grants for
EXPORT PROCESSING ZONES
the improvement of wharves and dockside storage facilities which were de- * No bicycle tire or tube manufacturtermined to be utilized almost exclu-

-

sively by the fishing industry. There were numerous other programs alleged which conceptually are
bounties or grants but which were
either not utilized by or not available
to manufacturers or exporters of bicycle tires and tubes.
These programs are described briefly
below:.
1. INCOMETAX HOLIDAYS OR ACCELERATED
DEPRECIATION

This provision under the Statute for
the

Encouragement

of

Investment

provides income-tax holidays or accelerated depreciation for approved
firms. However, no manufacturer in
the bicycle tires and tube industry uti-

lized this provision during the period
investigated and none has received
any tax concession under this provision imce January of 1974.
2. TAX INCENTIVES FOR SALES PROMOTION
-ABROAD

This provision allows qualified firms
to deduct overseas sales promotion expenses in excess of those permitted by
the income tax law. The actual expenses incurred by bicycle

tire and

tube manufacturers on travel abroad
did not exceed the-limitation specified
by law and therefore no benefit was
realized.
3. TAX CEILING FOR HIGH TECHNOLOGY
FIRMS

A tax ceiling of 22 percent of taxable
income is established for "high technology" firms. However, no manufac-

ers are located in Export Processing
Zones. Consequently, no benefits were
received.
9. RAILWAY FREIGHT RATES

Although there was no reduction in
railway freight rates granted to bicycle tires and tubes for export, no definitive decision can be made on this
practice until It is known whether the
Government assumes operating costs
or provides other subsidies for the railroads which would result in a general
reduction in railway freight rates.
Accordingly, It Is determined preliminarily that bounties or grants,
within the meaning of section 303, are
being paid or bestowed, directly or indirectly, upon the manufacture, production or exportation of bicycle tires
and tubes from the Republic of China.
A final decision in this case is required
on or before December 29, 1978.
Before a final determination Is
made, consideration will be given to
any relevant data, views or arguments,
submitted in writing with respect to
the preliminary determination. Submissions should be addressed to the
Commissioner of Customs, 1301 Constitution Avenue NW., Washington,
D.C.. 20229, in time to be received by
him no later than August 28, 1978.
This preliminary determination is
published pursuant to section 303(a)
of the Tariff Act of 1930, as amended
(19 U.S.C. 1303(a)).
Pursuant to Reorganization Plan No.
26 of 1950 and Treasury Department
Oider 190 Revision 15, March 16, 1978,
the provisions of Treasury Depart-

ment Order No. 165, ReVised, November 2,1954 and § 159.47 of the Customs
Regulations (19 CFR 159.47). insofar
as they pertain to the issuance of a
preliminary countervailing duty deterrination by the Commissioner of Cugtoms are hereby waived.
July 21, 1978.
HmiuY C. STocxELI Jr..
Acting GeneralCounsel
ofthe.Treasury
(FR Do=- 78-20900 Filed 7-27-78; 8:45 am]

[4810-25]
Offics of the Secretary

USA-JAMAICA TAX TREATY ISSUES
Public Meeting
The Treasury Department today announced that It will hold a public
meeting on August 21, 1978, to solicit
the views of interested persons regardng Issues being considered during negotiations to develop a new income tax
treaty between the United States and
Jamaica.
The public meeting will be held at
the Treasury Department, at 2 p.m., in
room 4121. Persons interested in attending are requested to give notice in
writing, by August 15, 1978, of their intention to attend. Notices should be
addressed to H. David Rosenbloom, International Tax Counsel, Department
of the Treasury, Washington, D.C.
20220.
of the
Today's announcement
*August public meeting follows the
recent conclusion of a further round
of negotiations between representatives of the United States and Jamaica
to develop a new income tax treaty for
the avoidance of double taxation and
the prevention of tax evasion. The
income tax treaty presently in effect is
an extension to Jamaica of the United
States-United Kingdom income tax
treaty of 1945.
In! the course of the recent negotiations, many subjects of mutual concern were Identified and discussed.
Among the major issues being considered are: Taxation of corporations organized in one country but managed
or controlled In the other country;
taxation of dividends, interest, and
royalties; the rules relating to perma-.
nent establishments; and the taxation
of various forms of personal service
income.
The Treasury seeks the views of interested persons in regard to these,
Issues, as well as other matters that
may have relevance in the context of
an income tax treaty between the
United States and Jamaica. The
August 21 public meeting is being held
to provide an opportunity for an exchange of views, as well as for the purpose of discussing the United States
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position in regard to the issues presented in the negotiations.
Dated: July 25, 1978.
DoNALD C. LUBICK,
AssistantSecretary

(Tax Policy).

[FR Doc. 78-20901 Filed 7-27-78: 8:45 am]

(4810-25]
USA-BANGLADESH TAX TREATY ISSUES
Roquest for Public Comments
The Treasury Department today announced that It is soliciting the views
of interested persons regarding issues
being considered during negotiations
to develop an income tax treaty between the United States and Bangladesh.
Persons interested in commenting
may do so in writing or they may request a meeting with Treasury officials. Written comments and meeting
requests should be addressed to H.
David Rosenbloom, International Tax
Counsel, Department of the Treasury;
Washington, D.C. 20220, by August 15,
1978.
Today's request for comments follows the conclusion of a further round
of negotiations between representatives of the United States and Bangladesh to develop an income tax treaty
for the avoidance of double taxation
and the prevention of tax evasion.
There is currently no tax treaty in
force between the United States and
Bangladesh.
In the course of the recent negotiations, many subjects of mutual concern were identified and discussed.
Among the major issues being considered are: Taxation of dividends, interest, and royalties; taxation of rentals
of motion picture films; the rules relating to permanent establishments;
the treatment of various forms of personal service income; and the treatment of shipping profits. With respect
to the taxation of shipping income,
the Treasury announced that it is considering a provision that would have
the effect of allowing internal law to
apply ih both countries. The views of
interested parties on this matter are
particularly sought.
The Treasury seeks the views of interested persons -in regard to these
issues, as well as any other matters
that may have relevance in the context of an income tax treaty between
the United States and Bangladesh.
Dated: July 25, 1978.
DONALD C. LuBIcx,
Assistant Secretary
_. (Tax Policy).
[FR Doe. 78-20902 Filed 7-27-78; 8:45 am]

[4810- 22]
STAINLESS STEEL ROUND WIRE FROM JAPAN
Antidumping Proceeding Notice

AGENCY: U.S. Treasury Department.
ACTION: Initiation of antidumping
investigation.
SUMMARY: This notice is to advise
the public that a petition in proper
form has been received and an antidumping investigation is being initiated -for the purpose of determining
whether imports of stainless steel
round wire from Japan are being, or
are likely to be, sold at less than fair
value within the meaning of the Antidumping Act, 1921, as amended. However, as there appears to be substantial doubt that imports of the subject
merchandise at less than fair value are
the cause of present, or likely future
injury to an industry in the United
States, the case is - being referred to
the U.S. International Trade Commission pursuant to section 201(c)(2) of
the act.
EFFECTIVE DATE: July 28, 1978.
FOR FURTHER INFORMATION
CONTACT:
Stephen Nyschot, Operations Officer, U.S. Customs Service, Office of
Operations, Duty Assessment Division, Technical Branch, 1301 Constitution Avenue NW., Washington,
D.C. 20229, telephone 202-566-5492.
SUPPLEMENTARY INFORMATION:
On July 14, 1978, information was received in proper form pursuant to
§§ 153.26 and 153.27, Customs Regula-

tions (19 CPR 153.26, 153.27), from
counsel acting on behalf of various
American manufacturers, indicating a
possibility that stainless steel round
wire from Japan is being, or is likely to
be, sold at less than fair value within
the meaning of the Antidumping Act,
1921, as amended (19 U.S.C. 160 et
seq.). The petitioners are: Alloy Wire
Manufacturing Co., Houston, Tex.; Al
Tech Specialty Steel Corp., Dunkirk,
N.Y.; ARMCO Steel Corp., Philadelphia, Pa.; Branford Wire Manufacturing Co., North Haven, Conn.; Brookfield Wire Co., Inc.,. Brookfield, Mass.;
Carpenter Technology Corp., Reading,
Pa.; Crucible Inc., Specialty Metals Division, Syracuse, NY. Cyclops Corp.,
Pittsburg, Pa.; Harris Metals Co., Holyoke, Mass.; Industrial Alloys, Inc.,
city of Industry, Calif.; Madison Wire
Co., Buffalo, N.Y.; Mapes Piano String
Co., Ellzabethton, Tenn.; Maryland
Specialty Wire Co., Cockeysville, Md.;
National Standard Co., Niles, Mich.; H.
K. Porter Co., Inc., Alloy Metals Wire
Works, Prospect Park, Pa.; Techalloy
Co., Inc., Rahns, Pa.; and Willing B.
Wire Corp., Beverly, N.J.
For purposes of this notice, the term
"stainless steel round wire" means

stainless steel wire, as defined and provided for in Item 609.45, Tariff Schedules of the United States.
Price information received from the
petitioners tends to indicate that the
prices of this merchandise sold for exportation to the United States are less
than the prices in the home market.
Petitioners' Information also tends to
indicate that home market sales have
been occurring at less than the cost of
production under section 205(b) of the
act (19 U.S.C. 165(b)),
There is evidence on record concerning injury to, or the likelihood of
injury to, or prevention of establishment of an industry in the United
States. This evidence also indicates.,
however, that were alleged less than
fair value sales of the subject merchandise eliminated, substantial margins of underselling of the domestic industry would still remain. Moreover,
domestic sales' of coarse wire have
nearly doubled between 1975 and 1977
and sales of fine wire are no lower in
1977 than in 1975- On the basis of
such evidence It has been concluded
that there Is a substantial doubt of
injury, or likelihood of Injury, to an
industry in the United States by virtue
of such imports from Japan. Accordingly, the U.S. International Trade
Commission is being advised of such
doubt pursuant to section 201(c)(2) of
the act (19 U.S.C. 160(c)(2)).
Having conducted a summary investigation as required by § 153.29 of the
Customs Regulations (19 CFR 153.29)
and having determined as a result
thereof that there are grounds for so
doing, the U.S. Customs Service Is instituting an inquiry to verify the information submitted and to obtain the
facts necessary to reach a determination as to the fact or likelihood of
sales at less than fair value. Should
the International Trade Commission,
within 30 days of receipt of the information cited in the preceding paragraph, advise the the Secretary that
there is no reasonable indication that
an industry in the United States is
being, or is likely to be, injured, or is
prevented from being established by
reason of the importation of such merchandise into the United States, the
Department will publish promptly in
the FEREAL REZsTEa a, notice terminating the investigation. Otherwise,
the investigation will continue to conclusion.
This notice-is published pursuant to
§ 153.30 of the Customs regulations (19
CFR 153.30).
HERY C. STocKEI, Jr.,
Acting General Counsel
of the Treasury.
JULY, 20, 1978.
(FR Doc. 78-20903 Filed 7-27-78: 8:45 am]
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[4810-22]
VISCOSE RAYON STAPLE FIBER FROM
BELGIUM
Anfidumping; Modi~cation of Determination of
Sales at Less Than Fair Value

AGENCY: U.S. Treasury Department.
ACTION: Modification of determination of sales at less than fair value.
SUMMARY: This notice is to advise
the public that the "Determination of
Sales at Less Than Fair Value" under
the Antidumping Act, 1921, as amended, on viscose rayon staple fiber from
Belgium has been reconsidered. The
determination is being -modified to reflect the results of this reconsideration.
EFFECTIVE DATE: July 28, 1978.
FOR FURTHER INFORMATION
CONTACT'
Mary S. Clapp, Operations Officer,
Office of Operations, Duty Assessment Division, U.S. Customs Service,
1301 Constitution Avenue NW.,
Washington, D.C.. 20229, telephond
202-566-5492.
SUPPLEMENTARY INFORMATION:
On May 1, 1978, a "Determination of
Sales at Less Than Fair Value"' was
published in the FEDERAL RZEGIsTR (43
FR 18619-20). That notice states:
'Tollowing publication of the Tentative
Determination, an additional claim was
made that Fabelta's home market sales had
been made at less than the cost of producing the merchandise, invoking section 205(b)
of the act (19 U.S.C. 164(b)). This allegation
is currently being investigated. Should this
investigation establish that some or all
home market sales must be disregarded and
that another basis (Le., third country sales
prices or constructed value) for determining
fair value must be used, the new basis will
be published and we will immediately advise
the U.S. International Trade Commission of
any revised LTFV margins for Its consideration."
- Information requested from Fabelta
with respect to the cost of production
of this merchandise and the prices
charged by Fabelta in sales to third
countries has not been received. It has
therefore been concluded that a determination whether such home market
sales have occurred at less than the
cost of production must be made based
upon the best evidence otherwise
available to the Treasury Department.
The best available evidence to us of
the cost of production of this merchandise in Belgium is primarily
drawn from information concerning
the cost of production of this merchandise by members of the American
rayon staple fiber industry, with adjustments for ascertainable differences in costs of materials and direct
production labor, between the United
States and 'Western Europe,. as cor-

roborated by information from a
number of sources including the
Bureau of Labor Statistics and European companies affiliated with domestic producers of this merchandise. Information provided by members of the
domestic industry with respect to various cost input factors for labor and
raw materials have also been compared to information of the same factors submitted by an Austrian producer of such or similar merchandise
during a comparable time frame which
was received in a companion case concerning such merchandise from Austria and which has been verified by
the Customs Service. This examination indicates that information submitted by members of the domestic industry bearing on the'cost of production of this merchandise from Belgium
is not unreliable.
However, a claim by petitioner that
an imputed cost of invested and internally generated working capital should
be included if the cost of production
calculation has been rejected. Section
153.5 of the Customs regulations (19
CFR 153.5), contemplates the calculation of the cost of production by reference to costs determined in accordance
with generally accepted accounting
principles in the country of manufacture (unless these artificially distort
the results, in which case U.S. generally accepted .accounting principles may
be applied). In the absence of any evidence that such imputed costs of capital would be regarded as cost of production under generally accepted accounting principles in the United
States, much less in Belgium.-no adjustment for these costs has been allowed.
Using the above criteria, It has been
found that all of Fabelta's sales of viscose rayon staple fiber sold during the
period of investigation were made at
prices less than the cost of producing
the merchandise. Not having received
requested information from Fabelta
with respect to sales of this product to
third countries, the constructed value
of the merchandise, as defined In section 206 of the act (19 U.S.C. 165), has
been compared to the purchase price
as previously calculated for purposes
of making fair value comparisons, in
accordance with section 153.5 of the
Customs regulations (19 CFR 153.5).
Comparisons were made on 100 percent of the subject pierchandise to the
United States during the period of investigation, and the amended weighted average margin so calculated is 57.6
percent.
Accordingly, the "Notice of Determination of Sales at Less Than -Fair
Value" referred to above Is modified to
reflect the revised reasons, bases and
results of fair value comparisons set
forth above.

The U.S. International Trade Commission is being advised of this determination.
This determination is being published pursuant to section 201(d) of
the act (19 U.S.C. 160(d)).
Dated: July 21, 1978.

HEmY C. STocxxU., Jr.,

Acting GeneralCounsel
of the Treasury.
[FR Doe. 78-20904 Filed 7-27-78; 8:45 am]
[4810-25]
Office of the Secretary

[Treasury Department Order No. 246
(Revision )]
FOREIGN INTELLIGENCE AClVIIES UNDER
EXECUTIVE ORDER 12036
Responsibilities for Oversight

By virtue of the authority vested in
me as Secretary of the Treasury, including the authority vested in me by
Reorganization Plan No. 26 of 1950,
and pursuant to Executive Order
12036, it is ordered as follows.
1. The Inspector General established
by Treasury Department Order No.
256 shall assume for the Treasury Department the duties and responsibilities under Executive Order 12036
(hereinafter Executive Order) for Inspectors General within the Intelligence Community.
2. The General Counsel shall assume
for the Treasury Department the
duties and responsibilities established
under the Executive Order for General Counsels within the Intelligence
Community.
3. The Inspector General shall
inform In writing all employees in the
Office of the Assistant Secretary for
International Affairs (OASIA) and in

the Office of Intelligence Support of
the restrictions on intelligence activi-

ties contained in Section 2 of the Executive Order and obtain a written acknowledgment from each such employee that he has read the materials
provided by the Inspector General.
Heads of inspection services of Treasury Department Bureaus shall provide
a copy of Section 2 of the Executive
Order to each employee within their
bureau.
4. Treasury Department employees
shall report in -confidence to the Inspector General, the General Counsel,
or the head of the inspection service
of their bureau any matters which
they feel raise questions of propriety
or legality under the Executive Order.
5. The Inspector General shall
review at appropriate intervals any
foreign intelligence activities of the
Treasury Department to determine
whether any such activities raise questions of propriety under the Executive
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Order. Any questions arising from this
review as to the legality of such activities shall be referred by the Inspector
General to the General Counsel. In
connection with the activities of the
OASIA representatives stationed overseas, the Inspector General shall seek
to make appropriate arrangements
with the State Department to provide
for adequate inspection while avoiding
duplication of inspection activities by
the State and Treasury Department.
6. The inspection service within a
bureau shall review at appropriate intervals the activities of the bureau in
its relations with U.S. foreign intelligence agencies to determine whether
such activities raise questions of legality or propriety. Any questions of legality or propriety arising from this
review shall be referred to the Inspector General who shall report to the
General Counsel any illegal activities.
The procedures established by Treasury Department Order No. 240 (Revision 1), which provides for coordination and review of support arrangements between the Treasury Department and U.S. foreign intelligence
agencies, shall remain in full force and
effect.
7. Treasury Department employees
shall cooperate with the Inspector
General, the General Counsel, and the
inspection service within their bureau
and shall make available all necessary
data to allow those officials to perform their duties and responsibilities
under this Order.
8. Treasury Department Order No.
246 is rescinded, effective this date.
Dated: July 18, 1978.
W. MICHAEL BLUmETHAL,
Secretaryof the Treasury.
[FR Doc. 78-20876 Filed 7-27-78; 8:45 am]

2. Receive by referral from head of
Treasury offices or Bureaus serious allegations of official or employee misconduct which the Treasury office or
Bureau does not want to investigate
using its own staff.
3. With regard to senior Treasury
and Bureau officials:
a. Initiate, organize, direct, and control investigations of any allegations
received pursuant to paragraphs 1 or 2
against such officials which have potential validity and which, within the
discretion of the Inspector General,
merit such action, and,
b. Review and report the results of
investigations of senior officials conducted by the Inspector General or at
his or her direction to the Secretary or
Deputy Secretary for appropriate
action.
4. Refer allegations of mis- conduction by any nonsenior official or employee of a Treasury office or Bureau
that does not have an Inspection service to any Inspection, service within
Treasury for investigation and receive
a full report of the results of such investigation.
5. Refer any complaints concerning
improper activity of a nonsenor official or employee of a Treasury office
or Bureau that has an Inspection service to that service and receive a full
report concerning the investigation
and action taken concerning any such
referral.
6. Conduct in exceptional situations
such investigations as may be specifically directed by the Secretary or
Deputy Secretary concerning any allegations or misconduct by an official or
employee of any Treasury office or
Bureau.
7. Review existing policies, procedures and operations for ascertaining,
reporting and investigating misconduct of officials and employees of any
[4810-25]
Treasury office or Bureau and, after
consulting with other Treasury offi(Treasury Department Order No. 256]
cials as may be appropriate, make recESTABUSHMENT OF THE POSITION OF
ommendations, if any, to the SecreINSPECTOR GENERAL
tary or Deputy Secretary for their
Pursuant to the authority vested in change or implementation.
8. Carry out those duties and funcme as Secretary of the Treasury by
Reorganization Plan No. 26 of 1950, tions set forth in Treasury Departthere is hereby established the posi-' ment Order No.*246 (Rev.) which are
tion of Inspector General reporting di- required of the Department under Exrectly to the Secretary and Deputy ecutive Order 12036 and relate to the
Secretary. The Inspector General is oversight of foreign intelligence activiauthorized to perform the following ties in Treasury.
9. Obtain, as needed, under preduties:
1. Receive and analyze allegations of scribed procedures developed pursuant
(I) illegal acts, (ii) violations of the to paragraph 10, investigative and
Rules of Conduct of the Treasury De- other support personnel from Inspecpartment or Bureaus, (III) violations of tion services within Treasury for conthe merit system or (iv) any other mis- ducting investigations under his or her
conduct (if the matter is one which is direct supervision, any such detailed
not appropriate for normal grievance personnel to remain on the rolls of the
or appeal procedure or other routine services from which they are detailed
management action) concerning any but to report exclusively to the Inspecofficial or employee of any Treasury tor General as to the matter being investigated.
office or Bureau.

10. Develop detailed procedures and
definitions for approval by the Deputy
Secretary, and Secretary which shall
become a part of this Order.
This Order does not change or
reduce the authority presently existing in Treasury offices or Bureaus
having Inspection services to conduct
their own investigations in accordance
with their procedures with the exception of investigations being conducted
by the Inspector General. Where
notice is received by a Treasury office
or Bureau from the Inspector General
that he or she is conducting an investigation in a particular area, no investigation or similar activity will be initiated or continued In that area by any
Treasury office or Bureau except with
the approval of the Inspector General.
Dated: July 18, 1978.
W. MICHAEL BLUrMMTJEIAL,
Secretaryof the Treasunry.
[FR Doc. 78-20877 Filed 7-27-78, 8:45 am]
[7035-01]
INTERSTATE COMMERCE
COMMISSION
[Notice No. 687]
Assignment of Hearings

JuLy 25, 1978.
Cases assigned for hearing, postponement, cancellation, or oral argument appear below and will be published only once. This list contains
prospective assignments only and does
not include cases previously assigned
hearing dates. The hearings will be on
the issues as presently reflected in the
official docket of the Commission. An
attempt will be made to publish notices of cancellation of hearings as
promptly as possible, but interested
parties should take appropriate steps
to insure that they are notified of cancellation or postponements of hearings
in which they are interested.
MC 103993 (Sub-914), Morgan DriveAway, Inc., now assigned September 20,
1978, at Little Rock, AR, is canceled and
transferred to modified procedure.
MC 94201 (Sub-157), Bowman Transportation, Inc., is now assigned for hearing November 28, 1978 (2 weeks) at New Orleans,
LA, at a location to be later designated.
MC-F 13400, Overnite Transportation
Co.-purchase--St. Louis-Kansas City Express, Inc., is now assigned for hearing October 16, 1978 (1 week) at St. Louis, MO, at a
location to be later designated.
MC 114211 (Sub-334), Warren Transport,
Inc., now assigned September 27, 1978, at
Little Rock, AR, will be held in room 3412,
Federal Office Building, 700 West Capitol
Street.
MC 111231 (Sub-221), Jones Truck Lines,
Inc., now assigned October 2, 1978, at Little
Rock, AR, will be held in room 3412, Federal
Office Building, 700 West Capitol Street.
MC 141804 (Sub-100F), Western Exprem,
Division of Interstate Rental, Inc., is now
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assigned for hearing September 20, 1978 1
Reporting Marks: BLE
day) at Los Angeles, CA, at a location to b e Camino, Placerville & Lake Tahoe Railroad
Co.
later designated.
Reporting Marks: CPLT
MC 141804 (Sub-97), Western Express, Di1vision of Interstate Rental, Inc., Is now a.s- %The Chesapeake & Ohio Railway Co.
Reporting Marks: CO-PM
signed for hearing September 21. 1978 ( 2
Railway Co.
days) at Los Angeles, CA, at a location to b e % Chicago
& llinois
Reporting
Marks: Midland
CIM
later designated.
%
Chicago,
Rock
Island
&
Pacific
Railroad
MC 82492 (Sub-173), Michigan & Nebrm
Co.
ka Transit Co., Inc., now assigned Septen
Reporting Marks: RI-ROCK
ber 6, 1978, at Columbus, OH, is cancele d
City of Prineville
and transferred to modified procedure.
Reporting Marks COP
MC 115841 (Sub-577), Colonial RefrigeralThe Clarendon & Pittsford Railroad Co.
ed Transportation, Inc., now assigned Sei
Reporting Marks CLP
tember 6, 1978, at Nashville, TN.-Is cancelec
% Consolidated Rail Corp.
%;
application dismissed.
Reporting Marks: CR-DLW-EL-ERIELV-NH-NYC
P&E-PAE-PC-PCAH. G. Hos., Jr.,
PRR-RDG
Acting Secretmry.
EFR Doc. 78-20945 Filed 7-27-78; 8:45 am]

%Delaware & Hudson Railway Co.
Reporting Marks: DH

Duluth, Missabe & Iron Range Railway Co.
[7035-01]
[Rule 19; Ex Parte No. 241; Forty-Seventh
Rev. ExemptionNo. 90]
ABERDEEN AND ROCKFISH RAILROAD CO. El
AL
Exemptlon Under Provision of Mandatory Catr
*Service Rules,

Reporting Marks: DMIR
%Florida East Coast Railway Co.
Reporting Marks: FEC
Genessee & Wyoming Railroad Co.
Reporting Marks GNWR
%Grand Trunk Western Railroad Co.
Reporting Marks: GTW
Greenville & Northern Railway Co.
Reporting Marks: GRN
•Lenawee County Railroad Co., Inc.
Reporting Marks: LCRC
Louisville & Wadley Railway Co.
Reporting Marks: LW
Louisville, New Albany & Corydon Railroad
Co.
Reporting Marks: ILNAC
Middletown & New Jersey Railway Co., Inc.
Reporting Marks: MNJ
% Missouri-Kansas-Texas Railroad Co.
Reporting Marks: BKT"-MKT

It appearing, that certain of the rail
roads named below own numerous 50 ).
ft. plain boxcars; that under presen t
conditions, there are substantial sul
pluses of these cars on their lines; tha
return of these cars to the owner S
would result in their being stored idle ;
that such cars can be used by othe:r
carriers for transporting traffic oi
fered for shipments to points remot
from the car owners; and that compli
New Orleans Public Belt Railroad
ance with Car Service Rules 1 and
Reporting Marks: NOPB
pievents such use of these cars, result
51 Norfolk & Western Railway Co.
ing in unnecessary loss of utilizatiol n
Reporting Marks: ACY-N&W-NKPof such cars; and
WAB
It further appearing, that there ar e Pearl River Valley Railroad Co.
Reporting Marks: PRV
substantial shortages of 50-ft. plahI
boxcars throughout the country;, tha t Providence & Worcester Co.
Reporting Marks: PW
the carriers identified in.this exemp tion by the symbol (%) have 150% o r Raritan River Railroad Co.
Reporting Marks: RR
more of their ownership of these car s
Sacramento Northern Railway
on their lines; and that such a dispro
Reporting Marks: SN
portionate use of the total supply o f St. Lawrence Railroad
such cars causes shippers served b.,Y
Reporting Marks: NSL
other lines to be deprived of thei r Sierra Railroad Co.
proper share ofsuch cars.
Reporting Marks: SERA
It is ordered, That, pursuant to thie Terminal Railway, Alabama State Docks
Reporting Marks: TASD
authority vested in me by Car Servic
Rule 19, 50-ft. plain boxcars describei d Tidewater Southern Railway Co.
Reporting
TS Railroad Co.
in" the Official Railway Equipmen t -Toledo,
PeoriaMarks:
& Western
Register, LC.C.-R.E.R. No. 407, issue,
Reporting Marks: TPW
by W. J. Trezise, or successive issue s 'Vermont Railway, Inc.
thereof, as having mechanical designa
Reporting Marks: VTR
tion "XM,
and bearing reportinj g WCTU Railway Co.
marks assigned to the railroads nameid
Reporting Marks: WCTR
below, shall be exempt from provision S % Western Maryland Railway Co.
Reporting Marks: WM
of Car Service Rules 1, 2(a), and 2(b
%Western Railway of Alabama
Aberdeen and Rockfish Railroad Co.
Reporting Mark: WA
Reporting Marks: AR
Youngstown & Southern Railway Co.
% The Baltimore & Ohio Railroad Co.
Reporting Marks: YS
Reporting marks: BO"
Yreka Western Railroad Co.
Reporting Marks: YW
%Bessemer & Lake Erie Railroad Co.
% Carriers having 150% or more of ownez
ship on lines.

'Addition.
'Municipality of East Troy, WLs. deleted.

Effective July 15, 1978, and continuing in effect until further order of this
Commission.
Issued at Washington, D.C., July 13,
1978.
InnsTATE ComdmEcE

COMMI Ss1ON,

RormT S. TURKIGToN,
Agent
[FR Doe. 78-20948 Piled 7-27-78; 8:45 am]

[7035-01]
(Rule 19; Er Parte No. 241, Twenty-first
Rev. Exemption No. 241]
ATLANTA & SAINT ANDREWS BAY RAILROAD
CO,, ET AL
6emption Under Provision of Mandaory Car
Service Rules
It appearing, that the railroads
named herein .own numerous 40-ft.

plain boxcars; that under present conditions, there is virtually no demand
for these cars on the lines of the car

owners; that return of these cars to
the car owners would result in their
being stored Idle on these lines; that
such cars can be used by other carriers
for transporting traffic offered for
shipments to points remote ,from the
car owners; and that compliance with

Car Service Rules 1 and 2 prevents
such use of plain boxcars owned by

the railroads listed herein, resulting in
unnecessary loss of utilization of such
cars.
It is ordered, That, pursuant to the
authority vested in me by Car Service
Rule 19, plain boxcars described in the
Official Railway Equipment Register,
LCC.-RY.R. No. 407. Issued by W. J.

Trezise, or successive issues thereof, as
having mechanical designation 'X1",
with inside length 44-ft. 6-in. or less,
regardless of door width and bearing
reporting marks assigned to the railroads named below, shall be exempt

from the provisions of Car Service
Rules 1(a), 2(a), and 2(b).

Atlanta & Saint Andrews Bay Railway Co.

Reporting Marks: ASAB
Chicago, West Ppillman & Southern Railroad Co.
Reporting Marks: CWP
Detroit and Mackinac Railway Co.
Reporting Marks: D&M-DM

illnois Terminal Railroad Co.

Reporting Marks: ITC
Loulsville, New Albany & Corydon Railroad
Co.
Reporting Marks: LNAC
Richmond. Fredericksburg and Potomac
Railroad Co.
Reporting Marks: REF
Southern Railway Co.'
Reporting Marks: CG-NS-SA-SOU
Effective 12:01 am. July 15, 1978,
and continuing in effect until further
order of this Commission.
Issued at Washington, D.C., July 13,
1978.
'Addition.
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INTERSTATE COMIERCE
Co nxSSION,
ROBERT S. TURKINGTON,

Agent
FR Doe. 78-20949 Filed 7-27-78; 8:45 am]
[7035-01]
[Exception No. 4 to Corrected Second Rev.
S.O. No. 13091
BURLINGTON NORTHERN INC.
Decision

DECIDED JuLY 24, 1978. '
By ICC Order No. 64 under Revised
Service Order No. 1252 CP Rail is authorized to reroute certain traffic it is
unable to handle over its line between
Fort Steele, British Columbia, and
Beaverdell, British Columbia, subject
to the concurrence of the receiving
line. One such route selected is via the
line of the Burlington Northern Inc.,
between Sand Point, Idaho, and
Sweetgrass, Montana, thence via CP
Rail beyond those points. Because of
limited siding capacity and limited
availability of motive power on these
lines the BN agreed to accept only
specified volumes of rerouted traffic
from CP Rail for movement over this
route. Through inadvertence CP Rail,
on July 18 and 19, 1978, delivered substantially more rerouted traffic to BN
for movement between these points
than the BN had agreed to accept and
was able to move within the time
period established by Section (a)(4) of
Corrected Second Revised Service
Order No. 1309.
It is ordered, Pursuant to the authority vested in the Railroad Service
Board by Section (a)(1)(v) of Corrected Second Revised Service Order No.
1309, the Burlington Northern Inc.
(BN) is directed to forward traffic rerouted by CP Rail over the BN's lines
between Sand Point, Idaho, and
Sweetgrass, Montana, within ninetysix (96) hours regardless of the provisions of Section (a)(4) of the order.
By the Railroad Service Board,
members Joel E. Burns, Robert S.
Turkington and John R. Michael.
Member John R. Michael not'participating.
Effective: July 19, 1978.
H. G. Ho m , Jr.,
Acting Secretary.
CFR Doe. 78-20954 Filed 7-27-78; 8:45 am]
[7035-01]
[ICC Order No. 62; Rev. S.O. No.,1252]
CHESAPEAKE AND OHIO RAILWAY CO.
Rerouting or Diversion of Traffic

In the opinion of Robert S. Turkington, Agent, The Cheaspeake and Ohio
Railway Company is unable to trans-

port ,promptly all traffic offered for
movement through Bison Yard at Buffalo, New York, because of a strike.
It is ordered,
(a) Rerouting traffic. The Cheaspeake and Ohio Railway Company
being unable to transport promptly all
traffic offered for movement through
Bison Yard at Buffalo, New York, because of a strike, that line is authorized to divert or reroute such traffic
via any available route to expedite the
movement. Traffic necessarily diverted
by authority of this order shall be rerouted so as to preserve as nearly as
possible the participation and revenues of other carriers provided in the
original routing.
(b) Concurrenceof receiving roads to
be obtained. The railroad rerouting
cars in accordance with this order
shall receive the concurrence of other
railroads to which such traffic is to be
diverted or rerouted, before the rerouting or diversion is ordered.

(c) Notification to shippers. Each
carrier rerouting cars in accordance
with this-order, shall notify each shipper at the time each shipment is rerouted or diverted and shall furnish to
such shipper the new routing provided
under this order.
(d) Inasmuch as the diversion or rerouting of traffic is deemed to be due to
carrier disability, the rates applicable
to traffic diverted or rerouted by said
Agent shall be the rates which were
applicable at the time of shipments as
originally routed.
(e) In executing the directions of the
Commission and of such Agent provided for in this order, the common
carriers involved shall proceed even
though no contracts, agreements, or
arrangements now exist between them
with reference to the divisions of the
rates of transportation applicable to
said traffic. Divisions shall be during
the time this order remains in force,
those voluntarily agreed upon by and
between said carriers; or upon failure
of the carriers to so agree, said divisions shall be those hereafter fixed by
the Commission in accordance with
pertinent authority conferred upon itby the Interstate Commerce Act.
(f) Effective date. This order shall
become effective at 3 pmL, July 12,
1978.
Expiration date. This order shall
expire at 11:59 pm., July 31, 1978,
unless otherwise modified, changed, or
suspended.
This order shall be served upon the
Association of American Railroads,
Car Service Division, as agent of all
railroads subscribing to the car service
and car hire agreement under the
terms of that agreement, and upon the
American Short Line Railroad Association. A copy of this order shall be
filed with the Director, Office of the
FEDERAL REGISTER.

Issued at Washington, D.C., July 11,
1978.
INTERSTATE COMMmC
COMUiSSION,
ROBERT S. TumIOTON,
Agent
[FR Doe. 78-20952 Filed 7-27-78; 8:45 am]
[7035-01]
[ICC Order No. 83; Rev, S.O. No. 1252]

CP RAIL
Rerouting or Diversion of Traffic

In the opinion of Robert S. Turkington, Agent, CP Rail is unable to transport promptly all traffic offered for
movement over Its lines between
Brownville Junction, Maine, and Presque Isle, Maine, because of a washout.
It is ordered,
(a) Rerouting traffic. CP Rail being
unable to transport promptly all traffic offered for movement over Its lines
between Brownville Junction, Maine,
and Presque Isle, Maine, became of a
washout, that line Is authorized to
divert or reroute such traffic via any
available route to expedite the movement. Traffic necessarily diverted by
authority of this order shall be rerouted so as to preserve as nearly as possible the participation and revenues of
other carriers provided in the original
routing.
" (b) Concurrence of receiving roads to
be obtained. The railroad rerouting
cars in accordance with this order
shall receive the concurrence of other
railroads to which such traffic Is to be
diverted or rerouted, before the rerouting or diversion is ordered.
(c) Notification to shippers. Each
carrier rerouting cars in accordance
with this order, shall notify each shipper at the time each shipment Is rerouted or diverted and shall furnish to
such shipper the new routing provided
under this order.
(d) Inasmuch as the diversion or rerouting of traffic is deemed to be due to
carrier disability, the rates applicable
to traffic diverted or rerouted by said
Agent shall be the rates which were
applicable at the time of shipment on
the shipments as originally routed.
(e) In executing the directions of the
Commission and of such Agent provided for in this order, the common
carriers Involved shall proceed even
though no contracts, agreements, or
arrangements now exist between them
with reference to the divisions of the
rates of transportation applicable to
said traffic. Divisions shall be during
the time thiq order remains in force,
those voluntarily agreed upon by and
between said carriers; or upon failure
of the carriers to so agree, said divisions shall be those hereafter fixed by
the Commission in accordance with
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pertinent authority conferred upon it
by the Interstate Commerce Act.
(f) Effective date. This order shall
become effective at 1 p.m., July 13,
1978.
Expiration date. This order shall
-expire at 11:59 p.m., July 21, 1978,
unless otherwise modified, changed, or
suspended.
This order shall be served upon the
Association of American Railroads,
Car Service Division, as agent of all
railroads subscribing to the car service
and car hire agreement under the
terms of that agreement, and upon the
American Short Line Railroad Association. A copy of this order shall be
filed with the Director, Office of the
Federal Register.
oIssued at Washington, D.C., July 13,
1978.
INTERSTATE COMMERCE
COMMISSION,
ROBERT S. TumuiNGTo,
Agent
[FR Doc. 78-20950 Filed 7-27-78; 8:45 am]

[7035-01]
[ICC Order No. 61-A; Rev. S.O. No. 1252]
CP RAIL
Rerouting or Diversion of Traffic

Upon further consideration of ICC
Order No. 61 (CP Rail), and good
cause appearing therefor.
Itis ordered, ICC Order No. 61 is vacated.
This amendment shall become effective at 11:59 pam., July 11, 1978, and
that this order shall be served upon
the Association of American Railroads, Car Service Division, as agent of
all railroads subscribing to the car
service and car hire agreement under
the terms of that agreement, and upon
the American Short Line Railroad Association. A copy shbll be filed with
the Director, Office of the Federal
Register.
Issued at Washington, D.C., July 11,
1978.
INTERSTATE COMMERCE
COMMISSION,

JOEL E. BuRNs)
-

.Agent.

"M Doc. 78-20951 Filed 7-27-78; 8:45 am]
[7035-01]
[ICC Order No. 64; Rev. S. Order No. 1252]
CP RAIL
Rerouting or Diversion of Traffic

In the opinion of Robert S. Turkington, Agent, CP Rail is unable to transport promptly all traffic offered for
movement over its lines originating
and terminating at stations between
Fort Steele, British Columbia, and

Beaverdell, British Columbia, because
of track barricaded by outside party at
milepost 102 Cranbrook Sub on CP
Rail.
It is ordered,
(a) Rerouting traffic. CP Rail being
unable to transport traffic originating
and terminating at stations between
Fort Steele, British Columbia, and
Beaverdell, British Columbia, because
of track barricaded by outside party at
milepost 102 Cranbrook Sub on CP
Rail, that line is authorized to divert
or reroute such traffic via any availabile route to expedite the movement.
Traffic necessarily diverted by authority of this order shall be rerouted so as
to preserve as nearly as possible the
participation and revenues of other
carriers provided in the original rout-

ing.

(b) Concurrenceof receivingroads to
be obtained. The railroad rerouting
bars in accordance with this order
shall receive the concurrence of other
railroads to which such traffic Is to be
diverted or rerouted, before the rerouting or diversion is ordered.
(c) Notification to shippers. Each
carrier rerouting cars in accordance
with this order, shall notify each shipper at the time each shipment Is rerouted or diverted and shall furnish to
such shipper the new routing provided
under this order.
(d) Inasmuch as the diversion or rerouting of traffic is deemed to be due to
carrier disability, the rates applicable
to traffic diverted or rerouted by said
Agent shall be the *rates which were
applicable at the time of shipment on
the shipments as originally routed.
(e) In executing the directions of the
Commission and of such Agent provided for in this order, the common
carriers involved shall proceed even
though no contracts, agreements, or
arrangements now exist between them
with reference to the divisions of the
rates of transportation applicable to
said traffic. Divisions shall be during
the time this order remains in force,
those voluntarily agreed upon by and
between said carriers; or upon failure
of the carriers to so agree, said divisions shall be those hereafter fixed by
the Commission in accordance with
pertinent authority conferred upon It
by the Interstate Commerce Act.
(f) Effective date. This order shall
become effective at 2 p.m., July 14,
1978.
Expiration date. This order shall
expire at 11:59 p.m., August 14, 1978,
unless otherwise modified, changed, or
suspended.
This order shall be served upon the
Association of American Railroads,
Car Service Division, as agent-of all
railroads subscribing to the car service
and car hire agreement under the
terms of that agreement, and upon the
American Short Line Railroad Assocl-

ation. A copy of this order shall be
filed with the Director, Office of the
Federal Register.
Issued at Washington, D.C., July 14,
1978.
INTEmSTATE CoMEc
COMMISSION,
Rom= S. TuE:r
oN,
Agent
[FR Do=. 78-20953 Filed 7-27-78; 8:45 am]

[7035-01]
[Notice No. 911
MOTOR CARRIER BOARD TRANSFER
PROCEEDINGS

The following publications include
motor carrier, water carrier, broker,
and freight forwarder transfer applica-"
tions filed under sections 212(b),
206(a), 211, 312(b), and 410(g) of the
Interstate Commerce Act.
Each application (except as otherwise specifically noted) contains a
statement by applicants that there
will be no significant effec on the
quality of the human environment resulting from approval of the application.
Protest against approval of the application, which may include a request
for oral hearing, must be filed with
the Commission on or before August
28, 1978. Failure seasonably to file a
protest will be construed as a waiver of
opposition and participation In the
proceeding. A protest must be served
upon applicants' representative(s), or
applicants (if no such representative is
named), and the protestant must certify that such service has been made.
Unless otherwise specified, the
signed original and six copies of the
protest shall be filed with the Commission. All protests must specify with
particularity the factual basis, and the
section of the act, or the applicable
rule governing the proposed transfer
which protestant believes would preclude approval of the application. If
the protest contains a request-for oral
hearing, the request shall be supported by an explanation as to why the
evidence sought to be presented
cannot reasonably be submitted
through the use of affidavits.
The operating rights set forth below
are In synopses form, but are deemed
sufficient to place interested persons
on notice of the proposed transfer
FD-28802, filed July 21, 1978. Transferee: INGRAM MATERIALS, INC.,
4304 Harding Road, Nashville, TN
37205. Transferor:. Ingram Corp., 4100
One Shell Square, New Orleans, LA
70139. Representative: Donal Macleay,
1625 K Street NW., Washington, D.C.
20006. Authority sought for transfer
to transferee of the operating rights of
transferor, and for E. B. Ingram affiliated with the Wayerhauser Co. (No.
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W-417) to control the said rights
through ownership of capital stock.
The operating rights, as set forth in
Permit No. W-353, issued to Ingram
Corp., as latest amended on April 1,
1969, authorizes transferor to perform
contract carrier towage service over
the Mississippi River below and including Geno, WI, the Ohio River
below and including Louisville, KY,
and the Gulf Intracoastal Waterway
and its tributaries east of and including Houston, TX. In addition, the
transferor to
Permit authorizes
engage, at Nashiville, TN, in the furnishing of towing vessels and barges
without crews, owned by it, to persons
other than carriers to be used by them
in the transportation of their own
property. Transferee presently holds
no authority from this Commission.
35478 filed, June 21, 1978. Lessee:
AG TRUCKING, INC., R.R. 1 Box
206, Milford, IN 46542. Lessor. Hoosier
Haulers, Inc., 27800 Company Road
38, Route 3, Goshen, IN 46526. Representative: Gregory A. Hartzler, 130
North Main Street, Goshen, IN 46526.
Authority sought for lease by lessee of
the operating rights, acquired by
lessor pursuant to MC-FC-75147, set
forth in certificates MC-13367 (Sub-2),
MC-13367 (Sub-4), MC-13367 (Sub-5),
MC-13367 (Sub-6), MC-13367 (Sub-7),
MC-13367 (Sub-8), MC-13367 (Sub-9),
and MC-13367 (Sub-13), issued.August
10, 1961, May 11, 1962, October 24,
1962, May 10, 1963, May 1, 1969,
March 11, 1964, October 2, 1964, and
October 7, 1969, respectively, as follows: Meat scraps, tankage, and dried
blood, from points in IN and the lower
peninsula of MI, to Milwaukee, WI;
meat scraps, tankage, and dried blood,
not fit for human consumption, from
Milwaukee, WI, to points in IL, IN,
OH, and the lower peninsula of MI;
Grain, over specified regular routes,
from Wakarusa, IN, to Chicago, IL,
serving intermediate and off-route
points within 25 miles of Wakarusa,
restricted to pickup only; fertilizer,
from Calumet City, IL, to points in IN
on and north of U.S. Hwy 40; dry manufactured fertilizer, in bulk, from the
plantsite of Michiana Chemical Co.,
near Niles, MI, to points in named
counties in IN; feed, including meat
scraps and tankage, from Riverdale
and Chicago, IL, to points in IN on
and north of U.S. Hwy 40; oats, from
points in a described area of IL, to
points in Elkhart, Lagrange, La Porte,
and St. Joseph Counties, IN; meat
scraps, tankage, and dried blood, from
points in IL, and described areas of
MO and IA, to Milwaukee, WI; fertilizer, from points in the Chicago, IL,
Commercial Zone, to Charlotte, MI,
and points in Kalamazoo, Branch, Van
Buren,.Berrien, Calhoun, Cass, and St.
Joseph Counties, MI; fruits and vegetables, from points Berrien, Van

Buren, and Cass Counties, MI, to Chicago, IL; livestock, from points in Berrien County, MI to Chicago, Il; frozen
fruits, frozen berries, and frozen vegetables, from parts of Berrien and Van
Buren Counties, MI, within 20 miles of
Coloma, MI, to Cleveland, OH, Chicago, IL, and Milwaukee, WI, from
Cleveland, OH, to Milwaukee, WI; dry
fertilizer,in bulk, in vehicles equipped
with pneumatic unloading equipment,
from the plantsite of Swift & Co. at
Calumet City, IL, to points in Allegan,
Ottawa, Muskegon, Oceana, Newaygo,
and Eaton (except Charlotte, MI)
Counties, MI; fertilizer, dry, in bulk,
from Plymouth, IN, to points in Allegan, Berrien, Branch, Cass, Kalamazoo, St. Joseph, Van Buren, Kala,kaska, Mecosta, Missaukee, Muskegon,
Newaygo, Osceola, and Ottawa Counties, MI; fertilizer and fertilizer materials (except anhydrous ammonia and
fertilizer or fertilizer materials derived
from petroleum products and except
in dump vehicles) from Joilet, IL
(except from the plantsite of Blockson
Chemical Division of Olin Mathieson
Corp.), to points in IN, MI, and OH.
Lessee presently holds no authority
from this Commission. Application has
been filed for temporary authority
under section 210a(b).
MC-FC-77650, filed May 2, 1978.
DISMOTORFRATE
Transferee:
PATCH, INC., 16360 Broadway, Maple
Heights, OH 44137. Transferor:. Motor
Dispatch, Inc., 16360 Broadway, Maple
Heights, OH 44137. Representative: A.
Charles Tell, Attorney at Law, 100
East Broad Street, Columbus, OH
43215. Authority sought for purchase
by transferee of the operating rights
of transferor, as set forth in certificates, MC-55778 and, Subs-li, 12, 13,
14, 16, 17, issued August 2, 1954, October 19, 1956, September 22, 1967, December 24, 1969, December 16, 1971,
February 29, 1972, and January 16,
1974 respectively as follows: General
commodities (with exceptions), over
specified regular routes from, to, or
between specified points in IN, OH,
MI, and IL; telephone directories and
telephone directory pages, from the
plantsite of R. R. Donnelley & Sons
Co. in Dwight, IL, to points in OH, MI,
IN, and St. Louis, MO; frozen prepared
foods, from the facilities of Banquet
Foods at Macon, Marshall, Milan, Moberly, and Carrollton, MO, to-points in
IL, IN, KY, MI, OH, PA, VA and WV,
and Davenport, and Dubuque, IA with
restrictions; frozen foods, from the facilities fo Kitchens of Sara Lee, Inc.
located at or near Deerfield" and Chicago, IL, to points in NY, NJ, DE, MD,
RI, CT, PA, MA, WV, VA, OH, and DC
with restrictions. Transferee presently
holds no authority from this Commission. Application has both been. filed
for temporary authority under section
210a(b).

MC-FC-77654, filed June 27, 1978.
Transferee: COUNTY LINE TRUCKING, INC., 224 North Defiance Street,
Defiance, OH. Transferor: KDB Express, Inc., P.O. Box 217, Archbold,
Michael M.
OH. Representative:
Briley, 300 Madison Avenue, P.O. Box
2088, Toledo, OH 43603. Authority
sought for purchase by transferee of
the operating rights of transferor, as
set forth in Certificate MC-143887
issued June 2, 1978, as follows: New
furniture, from Archbold, OH, to
points in the United States, except AK
and HI; Returned shipments of new
furniture, and equipment, materials,
and supplies used in the manufacture
and distribution of furniture, from
points in the United States (except
AK and HI), to Archbold, OH; Furniture parts and furniture stock, from
Archbold, OH, to points in the United
States except AK and HI; New furniture, furniture parts, and furniture
stock from Stryker, OH, to points in
the United States except AK and HI;
Returned shipments of new furniture,
and equipment, materials, and supplies used in the manufacture and distribution of furniture, except commodities in bulk, from points in the United
States, except AK and HI, to Stryker,
OH; Uncrated tubular steel scaffolding
and accessories, uncrated boarding
ramps, uncrated maintenance stands,
and unrated baggage loading stands,
between Archbold, OH, on the one
hand, and, on the other, points In the
Unites States, except AK and HI; between points In the Unites States,
except AL, AK, FL, GA, HI, IN, LA,
MS, NC, SC, and TN; Agriculturalmachinery, implements, and parts, as described in Appendix XII to the report
on Descriptions In Motor Carrier Certificates, 61 MCC 209, except those requiring the use of special equipment,
between the site of the Yoder & Prey,
Inc., auction yard, located near Archbold, OH, on the one hand, and, on
the other, points in IL, PA, and WI;
between the site of the Yoder & Frey,
Inc., auction yard, located approximately 1% miles northwest of Archbold, OH, on an unnumbered county
road, on the one hand, and, on the
other, points In AR, IN, IA, KY, MI,
MO, NY, NC, TN, and WV; Agricultural machinery, implements, and parts,
between the auction yard of Yoder &
Frey, Inc., located near Archbold, OH,
on the one hand, and, on the other,
points in ME, VT, NH, MA, CT, NJ,
MD, VA, DE, OH, and DC; from-points
in CA, ID, KS, LA, MS, MT, NV, NM,
OK, OR, SD, and WA, to the auction
yard of Yoder & Frey, Inc., located
OH; Corrugated
near Archbold,
sheets, pads, boxes, and related packaging, from the facilities of the Arch.
bold Container Corp. at Archbold, OH,
to points in IL, IN, and MI; and mate.
rials and supplies used in the manu-
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facture and distribution of corrugated
sheets, pads, boxes, and related packaging, except commodities in bulk,
from points in the states listed immediately above to the facilities of the
Archbold Container Corp. at Archbold, OH. Transferee presently holds
no authority from this Commission.
Application has been filed for temporary authority under section 210a(b).
MC-FC-77659, filed May 12, 1978.
Transferee: SUPERIOR TRANSFER;
INC., 2669 Merchant Drive, Baltimore,
MD 21230. Transferor. Chesapeake
Motor Lines, Inc., 6748 Dorsey Road,
Baltimore, MD 21227. Representatives:
Ronald N. Cobert, Attorney for transferee, 1730 M Street NW., Washington, DC 20036. Edward N. Button, Attorney for transferor, P.O. Box 1417

Representative: Martin J. Leavltt, Law
Offices of Sullivan, Leavitt & Bileti,
22375 Haggerty Road, P.O. Box 400,
Northville, MI 48167, Transferor. Ed
Glasscock, Brown, Todd & Heyburn,
Citizens Plaza, Louisville. KY 40202,
Transferee. Authority sought for purchase by transferee of that portion of
the operating rights of transferor, as
set forth in permit MC-141691, Issued
March 28, 1978, as follows: Pickles and
pickle products (except frozen and in
bulk), from the facilities of Vasic
Foods, Inc., located at Greenville, MS
to points in the. United States (except
MS, AK, and HI), to be performed
under a continuing contract or contracts with Vlasic Foods, Inc. Transferee presently holds no authority
from this Commission. Application has
Hagerstown, MD 21740. Authority been filed for temporary authority
sought to transfer to transferee that under section 210a(b).
portion of Certificate MC-52917,
MC-FC-77690, filed June 21, 1978.
issued June 15, 1966, ai follows: Gener- Transferee: ANTHONY
D. FIAal commodities, with specified excep- MINGO, d.b.a. FAMINGO MOVING
tions, between Baltimore, MD and Al- & STORAGE CO., R.D. 3, Box 678,
exandria, VA, over U.S. Hwy 1, serving Mansfield, PA 16933. Transferor:. Seyall intermediate points and off-route mour Rall Hauling, Inc., 510 Fifth
points within 10 miles of the route Avenue, Williamsport, PA 17701. Repnorth of an east-west, line drawn resentative: ThomasF. X. Foley, Colts
through Alexandria. Transferee pres- Neck Professional Plaza, State Highently holds no authority from this way 34, Colts Neck, NJ 07722. AuthoriCommission. Application has been ty sought for purchase by transferee
made for temporary authority under of the operating rights of transferor,
section 210a(b) of the act.
as set forth in certificate MC-40174
Republication MC-FC-77669, filed issued April 22, 1971, as follows* Packinghouse products, from Willamsport,
May 17, 1978. Transferee: PAT AND
JAKE'S, INC., 5838 Monroe Street, PA, to points within 75 miles of WilSylvania, OH 43560. Transferor. Carl liamsport. Transferee is presently au& Gene Towing Service, Inc., 1418 Elm thorized to operate as a common carriStreet, Toledo, OH 53603. Representa- er under certificate MC-126900. Applitive: Wolfgang Drescher and Arthus cation has not been filed for tempoR. Cline, 403 Security Building, rary authority under section 210a(b).
Toledo, OH 43604. Authority sought
MC-FC-77704, filed June 9, 1978.
for purchase of the operating rights Transferee: MONUMENT VALMY
set forth in certificate MC-108804 STAGE LINES, INC., Park Terrace
(Sub-l), issued December 7, 1966, as Road, Box 318, Blanding, UT 84511.
follows: Wrecked or disabled-motorve- Transferor:. Barton F. Lyman, d.b.a.
hicles, in truckaway service, between Lyman Truck Line, P.O. Box 675,
points in Lucas County, OH, on the Blanding, UT 84511. Representative:
one hand, and, on the other, points in William S. Richards, Attorney at Law,
Steuben County, IN and Monroe, P.O. Box 2465, 48 Post Office Place,
Lenawee, and Wayne Counties, MI; Salt; Lake City, UT 84110. Authority
and wrecked, disabled, and replace- sought for purchase by transferee of
ment motor vehicles, by use of -wrecker the remaining portion of the operating
equipment only, between points in rights of transferor, as set forth in
Lucas, Fulton, Williams, and Wood Certificate MC-120836 (Sub-;), Issued
Counties, OH, on the one hand, and, February 28, 1974, as follows.. General
on the other, points in IN and speci- commodities, with exceptions between
fied- areas in MI, NY, and PA. Trans- points in a specified portion of San
feree holds no authority from this Juan County, UT with restrictions.
Commission. Application has been Transferee is presently authorized to
filed for temporary authority under operate as a common carrier under
section 210a(b) of the act. The purpose Certificate MC-116104 and subs thereof this republication is to include addi- after. Application has not been filed
tional authority in the proposed trans- for temporary authority under section
fer.
210a(b).
MC-FC-77682, filed May 10, 1978.
MC-FC-77706, filed June 9, 1978.
-Transferee: BRELAR, INC., Rdute 2, Transferee: KENNETH L. STUART,
Box 22, Greenville,
S 38701. Trans- d.b.a. K & S Tankline, P.O. Drawer R,
feror. Bel's Produce Co., Inc., 11357 Copperhill, TN 37317. Transferor:.
Vienna Road, Montrose, MI 48457. Howard Kaylor and Kenneth L.

Stuart, dba. K & S Tankline, P.O.
Drawer R, Copperhill, TN 37317. Representative: Paul M. Daniell, Attorney
at Law, P.O. Box 872, Atlanta, GA
30301. Authority sought for purchase
by transferee of the operating rights
of transferor, as set forth in Certificate M C-119557 and (Sub-7), issued
August 31, 1970 and June 10, 1976, as
follows. Sulphur dioxide, in bulk, in
tank vehicles, from Copperhill, TN, to
Canton and Sylvia, NC, Bastrop and
Bogalusa, LA, and points in GA, AL,
SC, MS, FL, and MO (except points in
MO in the St. Louis, MO.-East SL
Louis, IL, commercial zone, as defined
by the Commission). Transferee presently holds no authority from this
Commission. Application has'not been
filed for temporary authority under
section 210a(b).
MC-FC-77707, filed June 6, 1978.
Transferee: CALTFORNIA-PACIFIC
FREIGHT, INC., 12212 Afton Lane,
Santa Ana, CA 92705. Transferor. S &
M Freight Lines, 531 North Francisca
Street, Redondo Beach, CA 90277.
Representative: R. Y. Schureman,
1545 Wilshire Boulevard, Los Angeles,
CA 90017. Authority sought for purchase by transferee of a portion of the
operating rights of transferor, as set
forth in Certificate of Registration
MC-10381 (Sub-3), issued March 18,
1964, as follows. General commoditie;,
with specified exceptions, between
points in the Los Angeles Basin Area,
on the one hand, and, on the other,
Indio, CA, via U.S. Hwy 99 and California Hwy 111, serving all intermediate points on said Hwys and all points
laterally within 5 miles of said Hwys
between the Los Angeles Basin Area
and Indio. Transferee presently holds
no authority from this Commission.
Application has not been filed for temporary
authority
under
section
210a(b).
MC-FC-77710, filed June 14, 1978.
Transferee: B & B GENERAL STORAGE WAREHOUSE, INC,. 182-10 Liberty Avenue, Jamaica, NY 11412.
Transferor:. Noble Van & Storage Co,

Inc., 1 Hayes Street, Elmsford, NY
10523. Representative: Jack Schiller,
One Lefrak City Plaza, Flushing, NY

11368. Authority sought for purchase
by transferee of a portion of the operating rights of transferor, as set forth
in Certificate MC-93855 (Sub-2),
issued August 2, 1971, as follows:
Household goods as defined by the
Commission, between points in Westchester County, NY, on the one hand,
and, on the other, points in OH, and
VA. Transferee is presently authorized
to operate as a common carrier under
Certificate MC-42364. Application has
not been filed for temporary authority
under section 210a(b).
MC 77712, filed June 15, 1978.
Transferee: S & T TRANSPORT,
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INC., 31 Frederick Place, Old Bridge,
NJ 08857. Transferor: Bivins Freight
Service, Inc., South 15th Street, Millvlle, NJ 08332. Representative: Piken
&.
Piken, Attorneys-at-Law, One
Lefrak City Plaza, Flushing, NY 11368.
Authority sought for purchase by
transferee of the operating rights of
transferor, as set forth in Certificate
MC 73618, Issued March 20, 1963, as
follows: General commodities (with
the usual exceptions), over regular
routes, between MilIville, NJ and
Philadelphia, PA, and other specified
commodities excepted. Building material, and brick, feed, grain and meat
scraps, seed, fertilizer, fertilizer material, airplaneengines, airplaneengine
parts, and airplane accessories, boat
building materials, equipment, and
supplies, over irregular routes, generally between Millville and other specified cities in NJ and specified cities in
NY, MD, PA, DE, and DC. Transferee
presently holds no authority from this
Commission. Application has not been
filed for temporary authority under
section 210a(b). MC-FC-77716, filed June 21, 1978.
Transferee: Graham Bell, dcb.a. B &
W Trucking, P.O. Box 281, 462 Essex
Avenue, Gloucester, MA 01903. Transferor. Roger D. Peterson, db.a. Peterson Motor Transportation, 107 Portland Street, Rochester, NH. Representative: George C. O'Brien, Attorney-at-Law,- 12 Vernon Street, Norwood, MA 02062. Authority sought for
purchase by transferee of a portion of
the operating rights set forth in Certificate MC 7953, issued November 18,
1975, as follows: General commodities
(with usual exceptions), over regular
routes, between Boston, and Haverhill,
MA, serving all intermediate and specified and off-route points; radio tubes
and supplies and containers for such
commodities during the season extending from the 15th of May to the 15th
of September, between Salem, MA and
Coming, NY serving no intermediate

points; over irregular routes, general
commodities (with usual exceptions),
between Boston, Quincy, Hingham,
Milton, and Weymouth, MA; supplies,
materials, equipment, and machinery
used in the manufacture of lumber
and lumber products, between Providence, RI and Boston, MA on the one
hand, and, on the other, Rochester,
NH; Such merchandiseas is dealt in by
wholesale, retail, and chain grocery
and food business houses, and in connection therewith, equipment, materials, and supplies used in the conduct
of such business, between points in
Strafford, Rockingham, and Carroll
Counties, NH, on the one hand, and,
on the other, points in Androscoggin,
Cumberland, Oxford, and York Counties, ME; from points in Dover, Portsmouth, and Rochester, NH to points in
a described portion of NH; from Rochester, NH to Wallum Lake, RI; groceries and grocery supplies, fruit, and
vegetables, from Boston MA to Rochester, NH and South Berwick, ME;
building materials, from Walpole and
Boston, MA and points within 5 miles
of Boston, to Rochester; box shooks,
from Rollinsord, NH to Gloucester,
MA and rejected shipments of box
shooks, from Gloucester, MA to Rollinsford, NH; wooden box shooks and
sawdust, from Rochester, NH to Willimantic, CT; and metal screws used in
the manufacture of wooden boxes,
from Willimantic, CT to Rochester,
NH. Transferee holds no Commission
authority and does not seek section
210a(b) temporary authority.
H. G. Homit, Jr.,
Acting Secretary.
[F Doe. 78-20946 Filed 7-27-78; 8:45 am]
[7035-01]
[Notice No. 92]

nection with transfer application
under section 212(b) and transfer
rules, 49 C.F.R. Part 1132:
MC-FC 77651. By application filed
July 5, 1978, OIL COUNTRY HAULERS, INC., 15714 Old Beaumont Hwy
(U.S. 90), Houston, TX 77049, seeks
temporary authority to transfer the
operating
rights
of
SHELDON
TRUCKING CO., 15714 Old Beaumont Hwy (U.S. 90), Houston, TX
77049, under section 210a(b). The
transfer to OIL COUNTRY HAUI
ERS, INC., of the operating rights of
SHELDON TRUCKING CO., is presently pending.
MC-FC 77756. By application filed
July 12, 1978, C & H BUS LINES,
INC., Route 1, Harrison, GA 31035,
seeks temporary authority to transfer
the operating rights of NATIONAL
BUS SERVICE, INC., 746 Wheaton
Street, Savannah, GA 31401, under
section 210a(b). The transfer to C & H
BUS LINES, INC., of the operating
rights of NATIONAL BUS SERVICE,
INC., is presently pending,
MC-FC 77757. By application filed
July 18, 1978, McNULTY TANK
LINES DIVISION, McNULTY INDUSTRIES, INC., d.b.a. McNULTY
TANK LINES, U.S. Hwy 130, Bridgeport, NJ 08014, seeks temporary authority to transfer the operating
rights of SKYLINE TRANSPORT,
INC., 1910r Russell Street, Baltimore,
MD 21230, under section 210a(b). The
transfer to McNULTY TANK LINES
DIVISION, McNULTY INDUSTRIES,
INC., d.b.a. McNULTY TANK LINES,
of the operating rights of SKYLINE
TRANSPORT, INC., is -presently
pending.
By the Commission.
H. G. Hommr, Jr.,
Acting Secretary.

MOTOR CARRIER TRANSFER PROCEEDINGS

JULY 28, 1978.
Application filed f6r temporary authority under section 210a(b) in con-

EFR Doc. 78-20947 Filed 7-27-78: 8:45 am]
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[6714-01]

Contents

Commodity Futures Trading
1,2
Commission ................................
Federal Deposit Insurance
Corporation ........................
3.4
Federal Election Commission ...
5
Federal Energy Regulatory
Commission...........................
6
Federal Home Loan Bank
Board ..... ................................
7
Federal Maritime Commission...
8,9
Federal Reserve System (Board
of Governors) ..................
10
International Trade
Commission ................................ 11, 12
National Council on
Educational Research ...............

[6351-01]
1

COMMODITY FUTURES TRADING
COMMISSION.
TIME AND DATE. 10 am., July 28.
1978.
PLACE: 2033 K Street NW., Washington, D.C., 5th floor hearing room.
STATUS: Closed.
MATTERS TO BE CONSIDERED:
Discussion of an amicus curiaememorandum.
CONTACT-PERSON FOR MORE INFORMATION:
Jane Stuckey, 254-6314.
ES-1545-78 Filed 7-26-78; 11:44 am]
[6351-01]
2
COMMODITY FUTURES TRADING
COIMISSION.
TIME AND DATE: 11 am., August 4,
1978.
PLACE: Eighth floor conference room,
2033 K Street NW., Washington, D.C.
STATUS: Closed.
MATTERS TO BE CONSIDERED:Market surveillance.
CONTACT PERSON FOR MORE INFORMATION:
Jane Stuckey, 254-6314.
[S-1546-78 Filed 7-26-78; 11:44 am]

sent to establish a branch at 2601-05
South Broad Street, Philadelphla, Pa.
Application for consent to establish a
branch-detachedfactZit
FEDERAL DEPOSIT INSURANCE
The Kiowa State Bank, Kiowa, Cola- for
CORPORATION.
consent to establish a branch-detached
facility on Highway 86, Elizabeth. Colo.
TIME AND DATE: 10 a.m., August 2,
Applications for consent to merge and to es-1978.
tablish branches:
Albany Savings Bank, Albany, N.Y. an inPLACE: Room 6135, FDIC Building.
sured mutal savings bank, for consent to
550 17th Street NW., Washington,
merge under Its charter and title with
D.C.
Onedla Feleral Savings & Loan Association. Oneida, N.Y upon the latter's
STATUS: Closed.
conversion to a State charter, and for
consent to establish the sole office of
MATTERS TO BE CONSIDERED:
the latter institution as a branch of
Aj5plcationsforFederaldeposit insurance:
Albany Savings Bank.
NBD-Portage Bank. a proposed new bank
Brookville Bank & Trust Co- Brookville,
to be located at 6400 South Westnedge
Pa, an Insured State nonmember bank.
Avenue. Portage, Mich., for Federal defor consent to merge under Its charter,
posit insurance.
and with the title of "Unlbank." with
Banco Union de Puerto Rico, a proposed
Brockway Citizens Bank Brockway, Pa.,
new bank to be located on Ignaco Aralso an nsued State nonmember bank,
zuaga Street, comer of Bernardo Garcia
and for consent to establish the one exStreet, Carolina, Puerto Rico, for Federisting office of Brockway Citizens Bank
al deposit insurance.
as a branch of the resultant bank.
Farmers Bank & Trust Co. of Hanover,
Application for Federal deposit insurance
Hanover. Pa., an Insured State nonand for consent to establish a brunch
member bank, for consent to merge
(drive-infacility):
under Its charter and title with AbbottBurbank Citizens Bank a proposed new
stown State Bank, Abbottstown, Pa.,
bank to be located at 333 North Glenalso an insured State nonmember bank
oaks Boulevard. Burbank Calif, for
and for consent to estabish the sole
Federal deposit insurance and for conoffice of Abbottstown State Bank as a
sent-o establish a branch (drive-In fabranch of the resultant bank.
cility) at 372 East Olive Avenue. Burbank, Calif.
Application for consent to consolidate, establish branche% redesignate tie main
Applications for Federal deposit insurance
office location, and exercise trust
andfor consent to exerise limited trust
powers"
powers"
Southwest Missisppl Bank, Magnolia,
First Bank & Trust of C arter Lake, a proMis.
posed new bank to be located at 1230
an insured State' nonmember
bank, for consent to consolidate under
Locust Street, Carter Lake, Iowa, for
Federal deposit insurance-and for conIts charter, and with the title of "First
Bank of Southwest Mississippi" with
sent to exercise limited trust powers.
Bank of McComb, McComb, Miss, also
Applications for consent to establish
an Insured State nonmember bank; for
branches"
consent to establish Bank of McComb's
Dixie County State Bank. Crose City, Fla..
four offices as branches of the resultant
for consent to establish a branch at the
bank; for consent to redesignate Its main
northeast comer of State Road 358.
office location to the present site of the
south end of the river bridge approach.
main office of Bank of McComb; and for
Unincorporated Jena 'Area of Dixie
consent to exercise trust powers.
County. FL
Umatilla State Bank, Umatilla Fla.. for Recommendations regarding liquidation of
consent to establish a branch on Butler
a banks assets acquiredby Use CorporaStreet (State Road 40) near Its intersection in fts capacity as receirei;liquidation with Alco Street. unincorporated
.tor, or liquidatingagent of those assets:
Lake County (P.O. Astor), Fia.
Case No. 43,549-L--Bank of Picayune,
The Citizens Bank of Perry, Perry, Fla.
Picayune, Miss

for consent to establish a branch In the
southwest quadrant of the Intersection
of Ninth Street East and First Avenue,
unincorporated area of SWinhatchee.
Taylor County, Fla.
United Mutal Savings Bank New York.
N.Y., for consent to establish a branch
at 556 Maln Street, Islip (unincorporfted area), town of Islip, N.Y.
The Western Saving Fund Society of
Philadelphia, Haverford. Pa.. for con-

Case No. 43,580-L--Fanklln
, Bank, New York. N.Y.

National

Case No. 43,584-NR--United States National Bank. San Diego, Calif.

Case No. 43.588-L.-First State Bank Of
Northern California. San Leandro, Calif.
Case No. 43.590-L--American City Bank &

Trust Co., National Association, Milwaukee, Ws.
Case No. 43.591-I-The Drovers' National
Bank of Chicago, Chicago, 3ll.
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Case No. 43,592-L-The Drovers' National
Bank of Chicago, Chicago, Il.
Case No. 43,596-SR-I1LThe Peoples Bank
of the Virgin Islands, Charlotte Amalie,
Virgin Islands.
Case No. 43,595-L-The Drovers' National
Bank of Chicago, Chicago, Ill. Recommendations wit respect to the initiation or termination of cease-and-desist
proceedings, termination-of-insurance
proceedings, or suspension or removal
proceedings against certain insured
banks or officers or directorsthereof*
Names of persons and names and locations
of banks authorized to be exempt from
disclosure pursuant to the provisions of
subsections
(c)(6),
(c)(8).
and
(c)(9)(A)(Hi) of the "Government in the
Sunshine Act" (5 U.S.C. 552b-(c)(6),
(c)(8), and (e)(9)(A)(Il)).
Personnel actions regarding appointments,
promotions, administrative pay increases, reassignments, retirements, separations,removals, etc.
Names of employees authorized to be
exempt from disclosure pursuant to the
provisions of subsections (c)(2) and
(c)(6) of the "Government In the Sunshine Act" (5 -. S.C. 552b (c)(2) and
(c)(6)).
Grievance officer's findings and recommendations in connection with the formal
grievance of a corporationemployee:
Name of employee authorized to be
exempt from disclosure pursuant to the
provisions of subsection (c)(6) of the
"Government in the Sunshine Act" (5
U.S.C. 552b(c)(6)).
CONTACT PERSON FOR MORE INFORMATION:
Alan R. Miller, Executive Secretary,
202-389-4446.
ES-15550-78 Filed 7-26-78; 3:54 pm]

[6714-01]
4
FEDERAL DEPOSIT INSURANCE
CORPORATION.
TIME AND DATE: 10:30 a.m., August
2, 1978.
PLACE: Board room, sixth floor,
FDIC Building, 550 17th Street NW.,
'Washington, D.C.
STATUS: Open.
MATTERS TO BE CONSIDERED:
Dispositionof minutes of previous meetings.
Applicationfor Federaldepositinsurance:
Hickory Point Bank, a proposed new bank
to be located in the Hickory Point Mall
at the intersection of US. Highway 51
and Interstate Highway 72, Forsyth, Ill.,
for Federal deposit insurance.
Request by the Comptroller of the Currency
for a report on the competitive factors
involved in the proposed merger of
Adams County National Bank, Cumberland Township (P.O. Gettysburg), Pa.,
and The National Bank of Arendtsville,
Arendtsville, Pa.
Recommendations with respect to payment
for legal services rendered and expenses

incurred in connection with receivership and liquidationactivities:
Schall, Boudreau & Gore; San Diego,
Calif., in connection with the receivership of United States National Bank,
San Diego, Calif.
Trager & Trager, Fairfield, Conn., in connection with the liquidation of the
Monroe Bank & Trust Co., Monroe,
Conn.
Sullivan & Worcester, Boston, Mass., in
connection with the receivership of
Surety Bank & Trust Co., Wakefield,
Mass.
Kaye, Scholer, Pierman, Hays & Handler,
New York., N.Y., In connection with the
liquidation of Franklin National Bank,
New York, N.Y.
O'Neill & Borges, Raco Rey, Puerto Rico.
in connection with the liquidation of
Banco Credito y Ahorro Ponceno,
Ponce, P.R.
Memorandum and resolution proposing certain delegations of authority from the
Board of Directors to the Committee on
Liquidations, Loans and Purchases of
Assets (Case No. 43,386).
Memorandum and resolution proposing the
delegation to-the General Counsel and
the Director of the Division of Liquidation, or their designees, of authority to
initiate litigation to which the Corporation will be a party either in its corporate capacity or as receiver of a closed
bank.
Memorandum proposing the procurement of
new computer equipment.
Memorandums and resolutions proposing
that the liquidators of Banco Economias, San German, Puerto Rico, and
Baneo Credito y Ahorro Ponceno, Ponce
.Puerto Rico, be authorized to convey
realproperty. Reports of Committees and Officers
Minutes of the actions approved by the
Committee on Liquidations, Loans, and
Purchases of Assets pursuant to authority delegated by the Board of Directors.
Report of the Executive Secretary regarding his transmittal of "no significant
effect" competitive factor reports.
Reports of the directory of the Division of
Bank Supervision with respect to applications or requests approved by him and
- the various Regional Directors pursuant
to authority delegated by the Board of
Directors.
Final report of the Office of the Controller on the termination of the liquidation
. of First Citizens Bank & Trust Co. of
Utica, Utica, N.Y.
Reports of security transactions authorized by the Chairman.

DATE AND
TIME: Wednesday,
August 2, 1978, at 10 a.m.
PLACE: 1325 K Street NW., Washington, D.C.
STATUS: This meeting will be closed
to the public.
MATTERS TO BE CONSIDERED:
Audits, compliance, and personnel.

CONTACT PERSON FOR MORE INFORMATION:

July 26, 1978.

Alan R. Miller, Executive Secretary,
202-389-4446.
[S-1551-78 Filed 7-26-78; 3:54 pm]

[67.15-01]
5
FEDERAL
SION.

ELECTION

COMIMIIS-

DATE AND TIME: Thursday, August
3, 1978, at 10 a.m.
MATTERS TO BE CONSIDERED:
Portions open to the public:
Setting of Future Meeting Dates
Correction and Approval of Minutes
Advisory Opinion 1978-42
Advisory Opinion 1978-48
Response to Advisory Opinion Request
From National Treasury Employees Union
Policy Regarding Transfers to Registered
Entities From Unregistered Organizations
Quarterly Management Report
Pending Legislation
Pending Litigation
Appropriations and Budget
Liaison With Other Federal Agencies
Classification Actions
Routine Administrative Matters
Portions closed to the public (executive session):
Any Matters Not Concluded on August 2,
1978.
PERSON TO CONTACT FOR INFORMATION:
Mr. David Fiske, Press Officer, telephone 202-523-4065.

MIARJOR W. ErMONS,
Secretary to the Commission.
ES-1549-78 Filed 7-20-78; 3:54 pm]
[6740-02]
6
FEDERAL ENERGY REGULATORY
COMMISSION.
"FEDERAL REGISTER" CITATION
OF PREVIOUS ANNOUNCEMENT:
(Published July 24, 1978; 43 FR

32025).
PREVIOUSLY AN4NOUNCED TIME
AND DATE OF MEETING: 10 a.m.,
CHANGE IN THE MEETING: The
following Items have been added:
Item No., Docket No., and Company
M-4-Memorandum of Understanding be.
tween the Secretary of Energy and the
Federal Energy Regulatory Commission
concerning procedures for review of proposed rules, regulations, and statements
of policy.
M-5-RM78-40, Natural Gas Companies'
Annual Report of Proved Domestic Gas
Reserves: FPC No. 40-extension of 1077
filing deadlines.
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C1-4--CI75-45. et aL, Tenneco Oil Co., et al

Kmmr F. PLUMB,
Secretary.
[S-1547-78 Filed 7-26-78; 11:44 am]

[6720-01] 7
FEDERAL

HOME

LOAN

BANK

BOARD.
TIME AND DATE: 9:30 am., August

2, 1978.
PLACE: 1700 G Street NW., Sixth
Floor, Washington, D.C.
STATUS: Open meeting.
CONTACT PERSON FOR MORE INFORMATION:
Franklin'O. Boiling, 202-317-6677.
MATTERSTO BE CONSIDERED:
Consideration of Final Regulations Re: FTC
Pre-Merger Notification-Requirements.
Consideration of Amendments Relating to
Servicing of Loans.
Consideration of Waiver .of Condition Re:
Branch Office Opening-First Federal
Savings & Loan Association of Pineville.
Pineville, Ky.
Consideration of Proposed Acquisition of
Western Savings Association, Pratt, Kans.
and Lamed Savings & Loan Association,
Lamed, Kans., by Western Financial
Corp., Pratt, Kans.
Applications for Bank Membership and Insurance of Accounts-Evergreen Savings
& Loan Association, Redwood City, Calif.
Branch Office Application-First Federal
Savings & Loan Association of Brunswick,
Brunswick, Ga.
No. 169, July 26, 1978.
[S-1553-78 Filed 7-26-78; 3:54 pm]
[6730-01]
8

FEDERAL MARITIME COMMISSION.
"TFEDERAL REGISTER" CITATIOI
OF PREVIOUS ANNOUNCEMENT:
July 21, 1978, 43 FR 31503.
PREVIOUSLY ANNOUNCED TIME
AND DATE OF THE MEETING: 10
a.m., July 26, 1978.
CHANGES IN THE MEETING: Addition of the following item to the closed
session:
3. Practices of Zim-American Israeli Shipping Co., Inc.
[S-1543-78 Filed 7-26-78; 11:50 am]
[6730-01]
FEDERAL
SION.

MARITIME

COMMIS-

TIME AND DATE: August 2, 1978-10
a.m.
PLACE: Room 12126-1100 L Street
NW., Washington, D.C. 20573.
I
STATUS: Open.
MATTERS TO BE CONSIDERED:
1. Agreement No. 8660-8: Modification of
the Latin Amerlca/Paclflc Coast Steamship Conference to Include intermodal
service.
2. Agreement No. 9510-4: Modification of
the Household Goods Forwarders Associaton of America Rate Agreement to
permit independent action of the members.
2. Agreement No. 7680-P.R.: Petition of
American West African Preight Conference for unlimited extension dual rate
contract.
4. Agreement No. 9973-4: Modification of
Johnson ScanStar Combined Service
Agreement to permit service to the Pa1
cific Coast via minlbridge.
5. Petition for Declaratory Order-Dr.
Jenaro Collazo. Secretary of Social Services of Puerto Rico (Petitioner).
6. Petition for Reconsideration of Agreenpents Nos. 2846-28 and 5660-21.
7. Docket No. 76-60: PEtition for Declaratory Order of Seatran International.
S.A.:-Conslderatlon of record.
8. Docket No. 70-50: Marine Terminal Practices of the Port of Seattle-Possible violation of section 17, Shipping Act, 1916Consideration of Initial decision.
CONTACT PERSON FOR MORE INFORMATION:
Francis C. Hurney, Secretary, 202523-5725.
[S-1544-78 Filed 7-26-78; 11:44 am]
[6210-011
10
BOARD OF GOVERNORS OF THE
FEDERAL RESERVE SYSTEM
TIME AND DATE: 10 am., Wednesday, August 2, 1978.
PLACE: 20th Street and Constitution
Avenue NW., Washington, D.C. 20551.
STATUS: Open.
MATTERS TO BE CONSIDERED:
Summary Agenda: Because of their
routine nature, no substantive discussion of the following Items Is anticipated. These matters will be resolved with
a single vote unless a inember of the
Board requests that an Item be moved
to the discussion agenda:
1. Request for an exemption from the Federal Home Mortgage Disclosure Act and
Regulation C for Connecticut chartered
depository institutions that are subject
to the Connecticut Home Mortgage Disclosure Act and the implementing regulations of the Connecticut Banking Department.
2. Proposed extension and revision of the
Commercial Bank Report of Consumer
Credit (FR 571).
Discussion Agenda:

1. Proposed statement to be presented to
the Senate Committee on Banking, Housing. and Urban Affairs regarding S. 2011.
the Regulatory Reduction and Congressional Control Act.
2. Any agenda items carried forward from
a previously announced meeting.

CONTACT PERSON FOR MORE INFORMATION:
Mr. Joseph R. Coyne, Assistant to
the Board, 202-452-3204.
Dated: July 25, 1978.
GRFIrx= L. GARWOOD,
Deputy Secretaryof theBoard
[S-1552-78 Filed 7-26-78; 3:54 pn]

[7020-02]
11
EUSITC SE-78-36A3
UNITED STATES INTERNATIONAL
TRADE COMMISSION.
"FEDERAL REGISTER" CITATION

OF PREVIOUS ANNOUNCEMENT:
43 FR 32220, July 25, 1978.
PREVIOUSLY ANNOUNCED

TIME

AND DATE OF THE MEETING: 10
a.m., Thursday, August 3,1978.
CHANGES IN THE MEETING: Enlargement of the scope of item No. 5:
5. Copper Inv. TA-201-32)-Vote on injury
(at 2 p.m.) and briefing on remedy, if
necensary.

CONTACT PERSON FOR MORE INFORMATION:
Kenneth R. Mason, Secretary, 202523-0161.
[S-1554-78 Filed 7-26-78; 3:54 pm]

[7020-2]
12
rUSITC SE-18-373
UNITED STATES INTERNATIONAL
TRADE COMMISSION.
TIME AND DATE: 10 anm., Thursday,
August 10, 1978.
PLACE: Room 117, 701 E Street NW.,
Washington, D.C. 20436.

STATUS: Open to the public.
MATTERS TO BE CONSIDERED:
1. Agenda.
2. Minutes.
3. Ratifications.
4. Petitions and complaints (if necessary).
5. Copper (Inv. TA-201-32)--Vote on
remedy, if necessary.
6. Bicycle tires and tubes (Inv. TA-201-33)Vote on Injury.
7. Appeal of denial of Information under the
FOIA (if necessary).
8. Any Items left over from previous agenda.
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CONTACT PERSON FOR MORE INFORMATION:
Kenneth R. Mason, Secretary, 202523-0161.
[S-1555-78 Filed 7-26-78; 3:54 pm]

[4110-39]
13

NATIONAL COUNCIL ON EDUCATIONAL RESEARCH.
The National Council on Educational Research hereby gives notice that it
has tentatively scheduled meetings to
be held in Washington, D.C., on the
following .ates: September 15, 1978;
November 3, 1978; January 11-12,
1979; March 23, 1979; May 11, 1979;
July 12-13, 1979.
Agendas for these meetings and any
changes in meeting dates or locations
will be published in the FuERAL REGIsTER as promptly as possible.
PERSON TO CONTACT FOR INFORMATION:
Ella L. Jones, Administrative Coordinator, telephone 202-254-7900.
PETmR H. GERBER,
Chief, Policy and- Administrative Coordination, National
Council on Educational Research.
[S-1548-78 Filed 7-26-78; 11:44 am]
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RULES AND REGULATIONS

[4110-03]

to promulgate this regulation as quickly as possible to provide industry a
more certain basis for production decisions. Although the Commissioner
doubts that this procedural regulation
will affect manufacturers' production
decisions, the Commissioner has decided that it is in the best interest of the
public and of all parties concerned
that this regulation become effective
August 28, 1978.
GENERAL

Title 21-Food and Drugs
CHAPTER I-FOOD AND DRUG ADMINISTRATION, DEPARTMENT OF
HEALTH, EDUCATION, AND WELFARE
SUBCHAPTER A-GENERAL

SUBCHAPTER H-MEDICAL DEVICES
[Docket No. 77N-0155]

Classification Procedures
AGENCY: Food and Drug Administration.
ACTION: Final rule.
SUMMARY: This rule sets forth criteria and procedures for classifying devices intended for human use into
classes of regulatory control sufficient
to provide reasonable assurance of
safety and effectiveness. The rule also
explains the determination of the
safety and effectiveness of devices,
prescribes the procedures for the submission and review of petitions for reclassification, and defines the circumstances under which information and
data associated with the classification
or reclassification of devices will be released to the public. These actions are
taken under the Medical Device
Amendments of 1976.
EFFECTIVE DATE: August 28, 1978.
FOR FURTHER INFORMATION
CONTACT:
Joseph Sheehan, Bureau of Medical
Devices (HFK-70),. Food and Drug
Administration,
Department
of
Health, Education, and Welfare,
8757 Georgia Avenue, Silver Spring,

Md. 20910, 301-427-7114.

SUPPLEMENTARY INFORMATION:
The proposal upon which this final
regulation is based was published in
the FEDERAL" REGISTER of September
13, 1977 (42 FR 46028). Interested persons were given until November 14,
1977 to comment. Twenty-five comments were received on the proposal,
presenting a wide range of issues.
This regulation essentially codifies
existing procedures that have been
followed in the classification process
to date. Manufacturers and other interested persons have already become
Involved in the various aspects of the
classification process described in this
regulation. The agency has been urged

The Commissioner has made many
minor editorial changes in the regulation for clarity.
1. Several comments stated that publication of panel recommendations and
proposed regulations for the classification of devices before promulgation of
the final regulation establishing classification procedures violates the basic
principles of administrative rulemaking. The comments pointed out
that an agency must provide public
notice and an opportunity for interested parties to participate before implementation of a rule.
Section 513(c)(1) of the act requires
the promulgation by regulation of the
procedures to be followed by classification panels in making their reviews
and recommendations. The section
does not require, however, that the
final classification procedures regulation precede every other step in the
classification process. Moreover, this
classification procedures regulation essentially codifies the procedures that
the agency has been following in the
classification process. Public notice of
these procedures was provided in a
notice published in the FEDERAL REGISr on May 19, 1975 (40 FR 21848). Because classification panels are public
advisory committees, the general procedures under which the panels operate have already been promulgated by
regulation (21 CFR Part 14).
2. One comment, referring to the
portion of the preamble to the proposed regulation that discussed the
classification criteria (42 FR 46030),
argued against consideration of such
"practical matters" as the difficulty
involved in enforcing general controls
and the length of time required to develop performance standards. The
comment stated that such considerations should be irrelevant to classification decisions, and that any inconvenience to the agency does not change
the fact that adequate information
may exist to allow proper classifica-

tion in accordance with the statutory
criteria.
The Commissioner agrees that It is
improper to consider the length of
time required to develop a performance standard when determining
whether to classify a device Into class
II unless compliance with a standard is
essential to provide reasonable assurance of a device's safety and effectiveness. The legislative history reveals
both that Congress recognized that
considerable time may elapse between
classification of a device Into class II
and the development of a performance
stande.rd for the device (Ref. 1, p. 27),
and that FDA has ample latitude to
classify a device into the premarket
approval category In instances In
which use of the device poses public
health. concerns. The Commissioner
believes also, however, that the degree
of difficulty involved in enforcing general controls with respect to a particular device may well be a relevant consideration in determining whether
general controls will provide reasonable assurance of the safety and effectiveness of the device.
3. A few comments expressed concern that the definition of "implant"
in proposed § 860.3(d) would Include
many devices which should not be
classified into class III, such as dental
fillings. The comments suggested that
the proposed definition be worded so
as not to include such devices.
The Commissioner acknowledges the
broad scope of the proposed definition, but also notes that a device
which is termed an implant Is not necessarily classified into class III. Sections 513 (c)(2)(C) and (d)(2)(B) of the
act clearly states that an implant need
not be classified into class III If such
classification is not necessary to provide reasonable assurance of safety
and effectiveness. The proposed definition, therefore, has been retained
without change in the final regulation.
4. Several comments requested revision of the proposed definition of
"life-supporting
or
life-sustaining
device" in § 860.3(e). The comment
suggested that the proposed wording
is redundant and vague. The comments also stated that the proposed
definition is too broad because Congress intended that only devices essential to supporting or sustaining life be
considered life-supporting or life-sustaining devices for classification purposes. Some comments suggested that
the words "or yields Information that
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is to be used for restoration, mainte- on the use of a device could be abused.
nance or continuation of such func- and because of possible conflicts of intion" be deleted from the definition. terest, any identification of necessary
Other comments suggested that the restrictions should be accompanied by
definition be reworded to include only a statement of reasons and should be
devices the discontinuance .of which supported by objective evidence. Sevwould result in a high probability of eral comments also recommended that
I .
death.
the phrase "authorization of a physiThe proposed definition has been cian" be changed to "authorization of
reworded. The Commissioner believes a licensed practitioner," to conform
that the special regulatory treatment with the wording of section 520(e) of
afforded life-supporting or life-sustain- the act.
ing devices is necessary for devices
The general classification recomwhich yield information essential to mendations, required to be made by
supporting or sustaining life, as well as
classification panels, necessarily infor devices which are themselves life- volve identification of any needed resupporting or life-sustaining. The strictions on the use of the device.
Commissioner also rejects the idea Moreover, there Is no prohibition
that discontinuation of the use of a against FDA's asking its classification
particular device miust result in a high panels for advice on needed restricprobability of death in order for that tions on device use or other matters
device to be properly termed life-sup- within FDA's authority, even If the
porting or life-sustaining. Congress ex- act doesnot require FDA to solicit
pressed its intent that the phrase such advice. The Commissioner rejects
"life-supporting or life-sustaining" be' the contention that such determinainterpreted broadly (ref. 1, p. 35). The tions are beyond the authority or comCommissioner has-reworded the defi- petence of the panels, or that they
nition to eliminate redundancy and to present the panels with a unique opreflect more accurately the congres- portunity to abuse their power. These
sional intent (ref. 2, p. 58).objections have been adequately con5. A few comments objected to the sidered and provided for in the act and
fact that the classification question- in FDA regulations. The restrictions
naire was included in the preamble mentioned in § 860.3(g)(7) are merely
but not in the proposed regulation. examples of the possible types of reThe comments stated that the ques- strictions on the use of a device which
tionnaire- is a substantive part of the may be necessary. The phrase "auclassification process and expressed thorization of a physician" has been
concern that if it were not included in changed in the final regulation to "authe regulation FDA could revise the thorization of a licensed practitioner"
questionnaire without notice.
to reflect the wording In section 520(e)
The classification questionnaire is of the act.
merely a guideline intended to aid the
7. Several comments on proposed
panels in applying the legal require- § 860.3(i) questioned the need to introments to the practical task of device duce the new term "generic type of
classification. Devices -wi be classified device." The comments suggested that
and reclassified only according to the the statutory terms "within a type"
criteria in section 513 of the act. The and "substantially equivalent" are acentire questionnaire may not be appli- cepted and well understood, while the
cable to all present cases. Further- phrase "generic type of device" I
more, it is foreseeable that technologi- vague.
cal developments or other circumThe Commissioner rejects the sugstances might .necessitate future gestion that the phrase "generic type
changes in the questionnaire, al- -of device" is vague and is at variance
-though such significant changes with the statute. The statutory terms,
should be rare and would be an- "within a type" and "substantially
nounced by appropriate notice pub- equivalent," serve a purpose different
lished in the FEDEAL REGISTER. Copies from that of FDA's definition of "geof the current classification question- neric type of device." Application of
'naire may be obtained from the Classi- the two statutory terms determines
fication
Coordinator
(HFK-401), whether a device is classified in class
Bureau of Medical Devices, Food and
MII
under sections 513(f)
and
Drug Administration, 8757 Georgia 520(l)(1)(D) of the act. The term "geAvenue, Silver Spring, Md. 20910.
neric type of device" describes FDA's
6. Some comments suggested that grouping, for reasons of administrative
§860.3(g)(7), requiring the supplemen- convenience, of devices that are to be
tal data sheet to identify any needed regulated in the same way because
restrictions on the use of the device, they present similar safety and effecexceeds classification panel authority tiveness concerns. A generic type of
and requires a level of experience and device will include devices that may or
-competence beyond that possessed by may not be "within a type" and "submost classification panel members. stantially equivalent" to each other.
The comments suggested that because
For example, to reduce unnecessary
the power to recommend restrictions proliferation of regulations, FDA may

treat all pathology stains as a single
generic type of device and may issue a
single proposed and final classification
regulation concerning these stains. If
a single regulation is issued, not all of
the stains in the generic type, and covered bY the regulation, would be "substantially equivalent" to each other. If
a manufacturer submitted a premarket notification seeking to market a
new stain, FDA would determine
whether the new stain was "substantially equivalent" to any stain in the
generic type, that is subject to the
classification regulation, and thus
whether the new stain was itself subJect to the regulation. If the new stain
was not "substantially equivalent" to
any stain covered by the regulation,
the new stain would be classified into
class M by section 513(f) of the act. If
the manufacturer sought reclassification of the new stain, under
§860.120(b) only the new stain and
any later "substantially equivalent"
devices would be affected by the reclassification.
The Commissioner warns that FDA
may find it difficult to describe the generic type of devices subject to a classification regulation so precisely that
an interested person will be able to determine whether a new device is subJect to the regulation merely by readIng It, without FDA's comparing the.,
new device to existing devices already
covered by the regulation. This difficulty is recognized and addressed in
the premarket notification procedure
in section 510(k) of the act and 21
CFR 807.81.
8. One comment pointed out that
the
requirement
of
proposed
§860.5(c)(1) that safety and effectiveness data regarding devices classified
into class M be regarded as confidential and not be disclosed unless the
data have been disclosed previously to
the public was impossible to satisfy
under the present system of open
panel meetings. The comment suggested that some provision be made for
closed panel meetings.
The requirements of 21 CFR 14.27,
which are applicable to classification
panel meetings, provide that portions
of a panel meeting may be closed for
discussion of certain matters including
trade secrets and confidential commercial information.
9. The comments on proposed § 860.5
(d)and (e)questioned the legality of
publicly disclosing otherwise confidential information when contain in reclassiflcation petitions. The comments
suggested several provisions which
would restrict the extent to which
such information would be subject to
public discosure. The comments also
questioned the apparent inconsistency
in proposed § 860.5(d)(2) which allows
a petitioner to show that any of the
contents of a deficient petition should
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be exempt from public disclosure, of a deficiency in the petition, the pewhen the entire contents of the peti- titioner is allowed a period of time in
tion are diselosable once the deficien- which to submit supplemental matericies have been corrected.
al intended to correct the deficiency.
The Commissioner has determined To provide adequate time for response
that a petitioner voluntarily surren- to a notification of deficiency, the
ders the confidentiality of the con- Comnissioner has increased the
tents of a nondeficient reclassification period of time allowed from 20 days to
petition. As explained in the preamble 30 days. If, during this 30-day period,
to the proposed regulation, the loss of the petitioner wishes to withdraw the
confidentiality Is based in part on the deficient petition rather than have its
necessity that reclassification proceed- contents be available to the public, the
ings be as open as possible. Because all Commissioner, in his discretion, may
devices within a generic type are re- allow the withdrawal. This provision
classified together, one reclassification has been added to §860.5(d)(2). Once
petition may affe6t several manufac- the deficient petition has been correctturers, and each manufacturer affect- ed, the entire contents of the petition
ed by the petition should be afforded will be available for public disclosure.
an opportunity to address the issue.
The Commissioner has added the proBecause reclassification decisions vision that any supplemental material
concern generic types of devices, trade submitted by the petitioner, together
secrets, or other confidential informa- with the material in the original petition which relates only to individual tion, is considered as a new petition.
devices is irrelevant to reclassification The new petition is reviewed for defidecisions. The Commissioner neither ciencies in the same manner as the
requires nor desires that manufactur- original petition, and the same proceers or Importers submit such confiden- dures for notification and correction
tial information in reclassification pe- of deficiencies are followed. The Comtitions. Furthermore, the Commission- missioner has also added the provision
er has determined that the legislative that a deficient petition which is not
intent precludes the use of such confi- corrected within 180 days after notifidential information as the basis for cation of a deficiency will be returned
the reclassification of devices into to the petitioner, and will not be conclass III (ref. 1, pp. 48 through 50). See sidered further unless resubmitted.
section 520(c) of the act (21 U.S.C.
10. One comment stated that - the
360j(c)). Consequently, petitioners provisions of §860.7, defining valid scishould not include in their petitions entific evidence and well-controlled inany data or information that is unnec- vestigations should apply only to eviessary to a decision on the petition, es- dence developed or compiled after the
pecially if the petitioner wishes to
effective date of the final regulation.
keep such data or information confiThe provisions in that section do not
dential.
depart from traditionally recognized
Because the policy of disclosure is concepts, are flexible, are required by
not yet widely known by those peti- section 513(a)(3) of the act, and closely
tioning for reclassification, all reclassi- reflect the Jegislative intent in this
ficatipn petitions will be screened for area (ref. 1, pp. 17 and 40). Because
possible confidential information at the provisions do not require a new apthe same time that they are being re- proach to the proper substantiation of
viewed for deficiencies, until 180 days device safety or effectiveness, there is
after the final classification regulation no valid reason for their being applied
becomes effective. All petitioners will only to evidence compiled or develbe offered an informal opportunity to
oped after the effective date of the
delete any confidential data from final regulation.
their petition, or to withdraw the
The Commissioner has deleted the
entire petition before it becomes avail- first sentence of §860.7(a) because it is
able for public disclosure. However, obvious that no single standard of
180 days after the final classification
safety and effectiveness could apply to
regulation becomes effective, petition- all devices, and it is not necessary to
ers should have become familiar with include that fact in the regulation.
the reclassification process, and FDA
11. Several comments addressed the
will cease reviewing nondeficient peti- safety and effectiveness factors listed
tions for confidential information and in proposed §860.7(b). The comments
will make the entire contents of all pe- suggested that advertising should not
titions available for public disclosure be considered with regard to intended
once they have been determined to be conditions of use, that surgical risks
nondeficient.
should not be considered when weighBecause a deficient petition will not ing the risks of implants, and that the
be considered on its merits until the reliability of a device is not a relevant
deficiencies have been corrected, sub- factor in determining its safetly and
mission of a petition is not considered effectiveness. Several comments also
a surrender of the confidentiality of suggested that classification panels
its contents until all deficiencies have ,should either include engineers as
been corrected. Following notification members or seek technical engineering

advice If the reliability of devices must
be considered.
The legislative history of section 513
of the act clearly reveals that Congress intended the phrase "conditions
of use" to Include uses promoted
through advertising, but that a device
should not be regarded as unsafe
merely because of "collateral risks"
not inherent In the use of the device
(ref. 1, p. 16). The Commissioner believes that FDA must retain some discretion in determining which surgical
risks are to be considered Inherent In
the use of any particular device, including implants. The legislative histo.
ry also reveals that Congress intended
that device reliability be considered In
determining device safety and effectiveness (ref. 1, p. 16). Furthermore,
engineers are represented on panels In
order to facilitate consideration of
device
reliability.
Consequently,
§860.7(b) has been retained without
change in the final regulation.
12. Several comments argued that
proposed §860.7(c), by restricting consideration to valid scientific evidence
when determining the safety and effectiveness of a device, does not reflect
accurately the legislative intent. Several comments also questioned whether the Commissioner should have the
authority, "in his discretion," to determine whether evidence submitted Is
valid scientific evidence. Several comments also suggested that if nonvalid
scientific evidence is irrelevant In establishing the effectiveness of a
device, such evidence also should be Irrelevant in establishing that a device
Is not effective. One comment suggest.
ed that the panel should investigate
and corroborate slolated case reports,
random experience, and similar forms
of evidence.
The purpose of the act Is to assure
the safety and effectiveness of medical
devices intended for human use. Because such assurance necessarily demands a high standard of proof, section 513(a)(3) of the act requires that
device effectiveness be established
only by valid scientific evidence. The
Commissioner has extended this requirement to the establishment of
device safety as well. The requirement
that only valid scientific evidence be,
used to establish device safety and effectiveness, however, does not preclude consideration of other forms of
evidence when determining whether a
device Is safe or effective. Although It
is imperative that early and sometimes
informal indications of the danger or
ineffectiveness of a device be consid.
ered fully, every effort will be made to
corroborate such evidence before
acting on it. The phrase "in his discretion" has been deleted from the
second sentence of § 860.7(c)(1) In the
final regulation because It Is superflu-
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ous, but thd remainder of the section leeway, including alternative ap- device classification. All classification
has not been changed.
proaches in some areas, and thus decisions reached by the Commission13. Comments on proposed § 860.7(d) should prove compatible with most er or by the classification panels will
requested a more objective and specif- device testing.
be made In accordance with the proviic definition of what constitutes rea16. Comments objected to proposed sions of the act. The Commissioner
sonable assurance of device safety, and § 860.7(g) which requires the manufac- may disagree with a panel recommenclearer guidelines as to what consti- turer or importer to show that general dation if his Interpretation of availatutes "adequate efforts to demonstrate controls or performance standards ble scientific evidence differs from
the absence of unreasonable risk of ill- would provide sufficient assurance of that of the panel. In addition, the
the safety and effectiveness of a Commissioner intends to evaluate
ness or injury.'
The wording of the proposed section device. The comments suggested that carefully panel recommendations in isclosely follows the wording of section failure to make such a showing should tances where valid scientific evidence
513 of the act. The legislative history not result in classification of the is not available to support a panel rec(ref. 1, pp. 16-17) explains -that deter- device Into class III if the device is of ommendatlon. The requirement that
type described
mination of device safety involves bal- the
In section panel recommendations specifically inancing the probable benefits of a 513(a)(1)(A)(ii) of the act. Other com- clude Identification of the risks to
device against its probable risks. Con- ments suggested that the section be health presented by a device is based
sequently, proof of device safety is in- deleted in Its entirety. Several com- on section 513(c)(2)(A)IXIII) of the
tended to establish that the risks are ments also objected to the provision act.
not unreasonably disproportionate to authorizing the Commissioner to reThe Commissioner has redesignated
the .benefits. The proposed section quire device manufacturers, Importers, some of the paragraphs in proposed
merely expands this concept, empha- or distributors to submit reports or §860.84 in order to facilitate reference,
sizing that only valid scientific evi- other information. The comments ob- but the section has been incorporateddence may be used to establish device jected that, because section 519 of the in the final regulation with no subsafety. The Commissioner does not be- act contemplated a more specific rule- stantive changes.
lieve that any change in the final reg- making process, such reporting re18. One comment on proposed
quirements may not be promulgated in § 860.95 suggested that, in their recomulation is necessary.
14. One comment on proposed this manner.
mendations, panels should not be re§ 860.7(e) suggested that a determinaThe legislative history indicates that quired to state the reasons for recomtion of device effectiveness should be Congress intentionally placed upon in- mending that a device be exempt from
based upon whether a device meets dustry the burden of furnishing suffi- the requirements of section 510, 519,
the claims of its manufacturer.
cient evidence to substantiate the or 520(f) of the act. Another comment
Section 513 of the act and safety and effectiveness of a device, suggested that a regulation or order
§860.7(b)(2) provide that the effect
and that the absence of such data may classifying or reclassifying a device
which a device purports or is repre- be the basis for classification of the into class I be required to state the
sented to have is to be considered in device into class MI (ref. 1, p. 40). Al- reasons for not granting exemptions
determining its. effectiveness. Pro- though section 513(a)(1)(A)(il) of the as well as the reasons for granting exposed §860.7(e) is consistent with act provides that some devices may be emptions.
those provisions and has been retained classified into class I even if there Is
Section 513 of the act requires that
in the final regulation with minor insufficient information from which to panel recommendations for classificaclarifying word changes.
determine that general controls would tion into class I, and final regulations
A question has arisen concerning the provide reasonable assurance of their or orders classifying devices into class
number of studies required to estab- safety and effectiveness, such classifi- I, specify whether the device is
lish the effeativeness of a device. The cation is permitted only for devices exempted from the requirements of
Commissioner advises that section which do not present a potential un- sections 510, 519, or 520(f) of the act.
513(a)(3) of the act and § 860.7 (e) and reasonable risk of illness or injury. In
The legislative history reveals that
(f) require at least two well-controlled the absence of safety and effectiveness Congress considered "general coninvestigations showing effectiveness, data, it may be impossible to deter- trols," such as those provided for in
unless the Commissioner, under mine that no such potential risk sections 510, 519. and 520(f), impor§ 860.7(f), authorizes reliance upon exists. The Commissioner emphasizes tant safeguards for public health (ref.
other valid .scientific evidence. With the need for industry to provide collec- 1, p. 17). Consequently, the act prorespect to the general requirement of tively sufficient safety and effective- vides for exemption from only certain
two or more effectiveness studies, ness data to ensure the proper classifi- general controls, and requires that
device law is similar to drug law (see. cation of each generic type of device. such exemptions be justified. There is
505(d) of the act, 21 U.S.C. 355(d); 21 The Commissioner believes that no need to Justify a requirement that
CFR 312.1, 314.111(a)(5)).
§ 860.7(g) complies with the require- devices that are not exempted comply
15. Comments suggested that the ments of section 519 of the act.
with general controls. Proposed
testing described in proposed § 860.7(f)
§ 860.95 has been- incorporated in the
CLASSIFICATIONZ
is oriented too heavily toward drugs
final regulation without change.
and is not ap'propriate for electronic,
17. One comment on proposed
ECIASSMCATION
mechanical, or similar devices. It was § 860.84 suggested that a classification
suggested that many of these devices of a device by the Commissioner which
19. One comment on proposed
could be adequately tested by purely differs from the classification recom- § 860.120 suggested that reclassificaelectronic or similar testing.
mended by the panel should be sup- tion of one device within a generic
Section 860.7(e) provides that other ported by valid scientific evidence. It
type of device should not cause reclas
valid scientific evidence may be -used was also suggested that panel recom- sification of all other devices within
t67 prove device effectiveness in cases mendations be required to Identify that generic type unless all such dewhere the Commissioner determines only unreasonable risks to health, vices present the same unreasonable
that the requirements of § 860.7(f) are rather than all risks to health, pre- risk. Another comment stated that
not reasonably applicable or essential sented by a particular device.
some clarification was needed as to
to the testing of the device in quesThe act clearly provides the basis for who may file a reclassification petition. Furthermore, the requirements determining device safety and effec- tion. Several comments suggested that
of § 860.7(f) are designed to allow some tiveness and prescribes the criteria for manufacturers and importers who
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have not petitioned for the reclassification of a device should be provided a
reasonable time to comply with new
requirements applicable to the device
following its reclassification.
By definition, all devices within a generic type present the same or very
similar risks to health. The similarity
in health risks is fundamental to the
concept of classification by generic
type of device. If devices thought to be
within the same generic type present
different risks, it is likely that the devices are not really of the same generic
type. Manufacturers and importers of
devices within a generic type will be
provided an opportunity to participate
In all reclassification proceedings regarding the generic type of device.
The open nature of the reclassification process is assured by the provisions in the regulation regarding
public disclosure of reclassification of
petitions and panel recommendations.
If compliance with a performance
standard is required because of reclassification, the performance standard
will be promulgated under the procedures in section 514 of the act which
provide manufacturers notice and a
grace period for compliance.
The Commissioner has added -new
§ 860.120(c) to clarify who may file a
petition for reclassification. FDA previously announced, in 21 CFR 10.25,
its general policy that any interested
party (whether a manufacturer, consumer, importer, or member of the
public) may petition the Commissioner to issue, amend, or revoke a regulation or order promulgated by him. As
explained below, reclassification petitions are subject to the special procedures of subpart C of part 860 rather
than the citizen petition procedures.
However, under the policy of the citizen petition -procedure as applied to
the classification process, any interested person is afforded an opportunity
to file a petition for reclassification
under the regulation based on sections
513(e), 514(b), or 515(b) of the act.
The reclassification process under section 513(f) or 520(1) of the act is limited to the manufacturer or importer of
the specific device involved because of
the special procedural safeguards for
reclassifying new devices and devices
previously regarded as new drugs. The
Commissioner has reorganized the remainder of proposed §860.120 for
clarification, but the substance of the
section has not been changed in the
final regulation.
, 20. Two comments on proposed
§860.123 questioned why reclassification petitions were not treated as citizen petitions, and why the Commissioner was not required to respond to
such petitions within a definite period
of time.
Section 10.30 (21 CFR 10.30) defines
"citizen petitions" and provides that
-

other sections regarding other types of
petitions may include different requirements. The Commissioner has determined that petitions for device reclassification shall conform to the requirements of proposed §860.123, and
has added new §860.3(j) to define the
meaning of the term "petition" as it is
used in part 860. The Commissioner
agrees that a response time should be
provided for reclassification petitions
submitted under section 513(e) of the
act, and §860.130 of the final regulation has been revised accordingly. The
act provides specific response times for
all other reclassification petitions.
21. Several comments on proposed
§860.125 objected that consultation by
the Commissioner with less than an
entire panel would defeat the effectiveness of the panel and is contrary
to the legislative intent in this area. It
was also mentioned that informal
means of consultation, especially consultation by telephone, might result in
an unsatisfactory record. One comment suggested that a petitioner
should be able to request that the
Commissioner consult with the classification panel at a regular panel meeting.
The Commissioner agrees that every
effort should be made to consult with
an entire classification panel, and that
an adequate record of such consultation is essential. There will be circumstances, however, in which statutory
time constraints, the request by the
petitioner for a timely response, or the
unavailability of panel members will
require the Commissioner to consult
with less than an entire panel, and by
means other than discussion at a regular panel meeting. The Commissioner
had preceded the phrase "a majority
of current voting panel members," in
proposed §860.125(a) (1) and (2), with
the words "at least." Whenever possible, the Commissioner will consult
with
nonvoting
members,
and
§860.125(a) (1) and (2) has been
changed accordingly.
22. Comments on proposed §860.130
suggested that the Commissioner be
required to secure a panel recommendation for reclassification of a device
under section 513(e), that all reclassifications of devices from class III to
class II should take effect immediately, that all regulations promulgating
reclassifications should identify and
revoke specific requirements of the
prior classification which are no
longer applicable to the device, and
that the Commissioner should be required to publish oral panel recommendations made under §860.125(a)
(1) or (3) as well as written recommendations. One comment also noted that
no deadline is provided for response to
petitions submitted under this section.
Section 513(e) of the act provides
that the Commissioner may act on the

basis of new information to reclassify
a device without seeking a panel recommendation. There will be circumstances in which the Commissioner
will need to consult with a panel in
order to reach a proper decision regarding such reclassifications. Whent
ever a panel is consulted, any panel
advice will be recorded, whether the
advice Is written or oral. Oral advice
will be written down. A regulation reclassifying a device will identify and
revoke all requirements of the previous classification which no longer
apply to the device. In the case of devices reclassified from class III to class
II, section 513(e) of the act specifically
provides that the effective date of a
reclassification in class II may be delayed pending the development of a
,performance standard for the device,
and FDA will take this approach when
it is appropriate. The Commissioner
has added the provision that petitions
submitted under §860.130 will be approved or denied within 180 days after
the filing of the petition.
23. One comment on proposed
§860.132 suggested that the title be
reworded, and that the text of
§860.132(b) be condensed and reorganized. The proposed title of §860.132
was "Procedures when the Commissioner initiates a performance standard or premarket approval requirement under section 514(b) or 515(b) of
the act." Several comments also objected that the 15-day deadline for
filing petitions Is inadequate.
The Commissioner believes that the
title of proposed § 860.132, when read
in the context of the other sections in
the reclassification subpart, clearly
states the subject of the section. The
Commissioner recognizes no need to
reorganize the section. Sections 514(b)
and 515(b) of the act require the 15day deadline for the submission of a
petition. Proposed § 860.132 has been
incorporated in the final regulation
with minor editorial changes.
24. Comments on proposed §860.134
suggested that the 210-day response
time was too long, that an ordqr denyIng a petition should set forth the reasons for the denial, that any decision
by the Commissioner which differs
form the panel recommendation
should be supported by valid scientific
evidence, and that any interested
person should be able to petition for
reclassification under this section.
The 210-day period for final action
on reclassification petitions for "new
devices" is established by section
513(f) of the act and is not unreasonable in light of the many steps required to process such petitions, Any
order denying a petition for reclassification of a new device will set forth
the reasons for that decision, as will
orders approving such petitions. The
Commissioner's decision regarding re-
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classification will be based upon the
same criteria considered by panels In
making their recommendations, and
will be in accordance with the provisions of the act. Section 513(f) of the
act authorizes only the manufacturer
or importer of a "new device" to initiate reclassification proceedings for the
device. -Other interested persons may
seek reclassification of the device
under section 513(e) of the act and
§ 860.130. The Commissioner has made
minor changes in the wording of the
proposed section in order to follow
more closely the wording of section
513(f) of the act.
REFERICES
Background data and information
upon which the Commissioner relies in
promulgating this regulation have
been placed on file for public review in
the office of the Hearing Clerk (HFC20), Food and Drug Administration,
Room 4-65, 5600 Fishers Lane, Rockville, Md. 20857. The following is a list
of those documents:
1. House Report No. 94-853, Medical
Device Amendments, February 29,
1976 (Committee on Interstate and
Foreign Commerce).
2. House Report No. 94-1090, Medical Device Amendments, May 6, 1976
(Committee of Conference).
Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 513, 514,
515, 519, 520, and 701(a), 52 Stat. 1055,
90 Stat. 540-559, 564-574 (21 U.S.C.
360c, 360d, 360e, 360i, 360j, and
371(a))), and under authority delegated to the Commissioner (21 CFR 5.1),
21 CFR Chapter I is amended as follows:
PART 16-REGULATORY HEARING
BEFORE THE FOOD AND DRUG ADMINISTRATION
1. Part 16 is amended in § 16.1 by
adding new paragraph (b)(31), to read
as follows:
§ 16.1 Scope.
***
(31 ) Section 860.136 of this chapter,
relat Ing- to petitions for reclassification of a medical device currently in
class III by operation of section
520(I1)(1) of the Federal Food, Drug,
and Cosmetic Act.

(b)

*

PA RT 20-PUBLIC INFORMATION
2.: Part 20 is amended in §20.100 by

addhng new paragraph (c)(31), to read
as folows:

§20.100 Applicability; cros s-reference to
other regulations.
*

*

S

*

*

(c)
(31) Data and informati on submitted
to the Commissioner or to clasification panels In connect[ on with the
classification or reclass Ication of devices intended for hu man use, in
§ 860.5 of this chapter.
3. Part 860 is added tc read as follows:
PART 860-MEDICALLDEVICE
CLASSIFICATION PROICEDURES
Subpart A-Gonerml
See.
860.1 Scope.
860.3

Definitions.

860.5 Confidentiality and u se of data and
information submitted in connection
with classification and rec assinfication.
860.7 Determination of salety and effectiveness.
Subpart B-Cassflc
allon
860.84 Classification procecdures for "old
devices."
860.93 Classification of Im plants, life-supporting or life-sustaining devices.
860.95 Exemptions from se tions 510, 519,
and 520(f) of the act.
Subpart C-Redassfl cation

860.120 General.
860.123 Reclassification

pet

ttiaon ontent
and form.
860.125 Consultation with p anels,
860.130 General procedures under section
513(e) of the act,
860.132 Procedures when t te Commissioner Initiates a performan ce standard or
premarket approval proceeding under
section 514(b) or 515(b) of 'nthe dce860.134 Procedures for Ie act
s
under section 513(f) of th
860.136 Procedures for traw tlona prod.
ucts under section 520(0) of the act.
Au'noRnvy Secs. 513, 514. 515. 519, 520,
and 701(a). 52 Stat. 1055, 90 stat. 540-559,
564-574 (21 U.S.C. 360c, 36 Od. 360e, 360,
360J, and 371(a)), unless otherrwise noted.
Subpart A-Genoral
§860.1 Scope.
(a) This part mplem
513, 514(b), 515(b), and ents sections
520(1) of the
act with respect to the classification
and reclassification of de vices intended for human use.
(b) This part prescribe, the criteria
and procedures to be used by classiflcation panels in making their recommendationi and by the C3ommlssloner
in making the Comm I oner's determinations regarding the class of regulatory control (class I, cla ss II, or class
I) appropriate for partl cular devices.
Supplementing the gener ral Food and
Drug Administration procedures governing advisory committeees (part 14 of
this chapter), this part also provides

procedures for manufacturers, importers, and other interested persons to
participate in proceedings to classify
and reclassify devices. This part also
describes the kind of data required for
determination of the safety and effectiveness of a device, and the circumstances under which information submitted to classification panels or to
the Commissioner in connection with
classification and reclassification proceedings will be available to the public.

§ 860.3 Definitions.
For the purposes of this part:
(a) "Act" means the Federal Food,
Drug, and Cosmetic Act.
(b) "Commissioner" means the Commissioner of Food and Drugs, Food
and Drug Administration, United
States Department of Health, Education, and Welfare, or the Commissioner's designee.
(c) "Class" means one of the three
categories of regulatory control for
medical devices, defined below. (1) "Class r' means the class of devices that are subject to only the general controls authorized by or under
sections 501 (adulteration), 502 (misbranding), 510 (registration), 516
(banned devices), 518 (notification and
other remedies), 519 (records and reports), and 520 (general provisions) of
the act. A device is in class I if (i) general controls are sufficient to provide
reasonable assurance of the safety and
effectiveness of the device, or (ii)
there Is insufficient information from
which to determine that general controls are sufficient to provide reasonable assurance of the safety and effectiveness of the device or to establish a
performance standard to provide such
assurance, but which is not life-supporting or life-sustaining or for a use
which Is of substanlal importance in
preventing impairment of human
health, and which does not present a
potential unreasonable risk of illness
of injury.
(2) "Class fl" means the class of devices that are or eventually will be
subject to the requirements of a performance standard promulgated In accordance with section 514 of the act. A
device Is in class II if general controls
alone are insufficient to provide reasonable assurance of its safety and effectiveness and there is sufficient information to establish a performance
standard to provide such assurance.
(3) "Class Hi" means the class of devices for which premarket approval is
or will be required in accordance with
section 515 of the act. A device is in
class III if insufficlent information
exists to determine that general controls are sufficient to provide reasonable assurance of Its safety and effectiveness or to establish a performance
standard to provide such assurance
and if, in addition, the device is life-
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supporting of life-sustaining, or for a
use which is of substantial importance
in preventing impairment of human
health, or if the device presents a potential unreasonable risk of illness or
injury.
(d) "Implant" means a device that Is
placed into a surgically or naturally
formed cavity of the human body. A
device is regarded as an implant for
the purpose of this part only if it is intended to remain- implanted continuously for a period of 30 days or more,
unless the Commissioner determines
otherwise in order to protect human
health.
"Life-supporting or life-sustaining
device" means a device that is essential to, or that yields information that
is essential to, the restoration or continuation of a bodily function important to the continuation of human
life.
(f) "Classification questionnaire"
means a specific series of questions
prepared by the Commissioner for use
as guidelines by classification panels
preparing recommendations to the
Commissioner regarding classification
and by petitioners submitting petitions for reclassification. The questions relate to the safety and effectiveness characteristics of a device and the
answers are designed to help the Commissioner determine the proper classi-'
ficatlon of the device.
(g)
"Supplemental data sheet"
means information compiled by a classification panel or submitted in a petition for reclassification, including.
(1) A summary of the reasons for
the recommendation (or petition);
(2) A summary of the data upon
which the recommendation (or petition) is based;
(3) An identification of the risks to
health (if any) presented by the
device;
(4) To the extent practicable in the
case of a class II or class III device, a
recommendation for the assignment of
a priority for the application of the requirements of performance standards
or premarket approval;
(5) In the case of a class I device, a
recommendation whether the device
should be exempted from any of the
requirements of registration, recordkeeping and reporting, or good manufacturing practice regulations;
(6) In the case of an implant or a
life-supporting
or
life-sustaining
device for which classification in class
III is not recommended, a statement
of the reasons for not recommending
that the device be classified in class
III;
(7)Identification of any needed restrictions on the use of the device, e.g.,
whether the device requires special labeling, should be banned, or should be
used only upon authorization of a

practitioner licensed'by law to administer or use such device; and
(8) Any known existing standards
applicable to the device, device components, or device materials.
(h) "Classification panel" means one
of the several advisory committees established by the Commissioner under
section 513 of the act and part 14 of
this chapter for the purpose of making
recommendations to the Commissioner on the classification and reclassification of devices and for other purposes prescribed by the act or by the
Commissioner.
(I) "Generic type of device" means a
grouping of devices that do not differ
significantly in purpose, design, materials, energy source, function, or any
other feature related to safety and effectiveness, and for which similar regulatory controls are sufficient to provide reasonable assurance of safety
and effectiveness.
(j) "Petition" means a submission
seeking reclassification of a device in
accordance with § 860.123.
§860.5 Confidentiality and use of data
and information submitted in connection with classification and reclassification.
(a) This section governs the availability for public disclosure and the
use by the Commissioner of data and
information submitted to classification
panels or to the Commissioner in connection with the classification or reclassification of devices under this
part.
(b) In general, data and information
submitted to classification panels in
connection with the classification of
devices under § 860.84 will be available
immediately for public disclosure upon
request. However, except as provided
by the special rules in paragraph (c) of
this section, this provision does not
apply to data and information exempt
from public disclosure in accordance
with part 20 of this chapter: Such data
and information will be available only
in accordance with part 20.
(c)(1) Safety and effectiveness data
submitted to classification panels or to
the Commissioner in connection with
the classification of a device under
§ 860.84, which have-not been disclosed
previously to the public, as described
in §20.81 of this chapter, shall be regarded as confidential if the device is
classified in to class III. Because the
classification of a device under § 860.84
may be ascertained only upon publication of a final regulation, all safety
and effectiveness data that have not
been disclosed previously are not available for public disclosure unless and
until the device is classified into class I
or II, in which case the procedure in
paragraph (c)(2) of this section applies.

(2) Thirty days after publication of a
final regulation under § 860.84 classifying a device into class I or class 11,
safety and effectiveness data submitted for that device that had been regarded as confidential under paragraph (c)(1) of this section will be
available for public disclosure and
placed on public display in the office
of the Hearing Clerk, Food and Drug
Administration unless, within that 30day period, the person who submitted
the data demonstrates that the data
still fall within the exemption for
trade secrets and confidential commercial Information described in § 20.61 of
this chapter. Safety and effectiveness
data submitted for a device that is
classified into class III by regulation
in accordance with § 800.84 will remain
confidential and unavailable for public
disclosure so long as such data have
not been disclosed to the public as described in § 20.81 of this chapter.
(3) Because device classification affects generic types of devices, in
making determinations under § 860.84
concerning the Initial classification of
a device, the classification panels and
the Commissioner may consider safety
and effectiveness data developed for
another device in the same generic
type, regardless of whether such data
are regarded currently as confidential
under paragraph (c)(1) of this section.
(d)(1) The fact of its existence and
the contents of a petition for reclassification filed in accordance with
§ 860.130 or § 860.132 are available for
public disclosure at the time the petition is xeceived by the Food and Drug
Administration.
(2) The fact of the existence of a petition for reclassification filed in accordance with § 860.134 or § 860.136 is
available for public disclosure at the
time the petition is received by the
Food and Drug Administration. The
contents of such a petition are not
available for public disclosure for the
period of time following Its receipt
(not longer than 30 days) during
which the petition is reviewed for any
deficiencies preventing the Commissioner from making a decision on it,
Once it Is determined that the petition
contains no deficiencies preventing the
Commissioner from making a decision
on it, the petition will be filed with
the Hearing Clerk and Its entire contents will be available for public disclosure and subject to consideration by
classification panels and by the Commissioner in making a decision on the
petition. If, during this 30-day period
of time, the petition is found to con.
tain deficiencies that prevent the
Commissioner from making a decision
on it, the petitioner will be so notified
and afforded an opportunity to correct
9
the deficiencies.
Thirty days after notice to the petitioner of deficiencies in the petition,
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the contents of the petition will be
available for public disclosure unless,
within that, 30 days, the petitioner
submits supplemental material intended to correct the deficiencies in the petition. The Commissioner, in the Commissioner's discretion, may allow withdrawal of a deficient petition during
the 30-day period provided for correcting deficiencies. Any supplemeital material submitted by the petitioner, together with the material in the original petition, is considered as a new petition. The new petition is reviewed for
deficiencies in the same manner as the
original petition, and the same procedures for notification and correction
of deficiencies are followed. Once the
petitioner has corrected the deficiencies, the entire contents of the petition
will be available for public disclosure
and subject to consideration by classification panels and by the Commissioner in making a decision on the petition. Deficient petitions which have
not been corrected within 180 days
after notification of deficiency will be
returned to the petitioner and will not
be considered further unless resubmitted.
(e) The Commissioner may not disclose, or use as the basis for reclassification of a device from class MI to
class II, any information reported to
or otherwise obtained by the Commisstoner under section 513, 514, 515, 516,
518, 519, 520(f), 520(g), or 704 of the
act that falls within the exemption described in §20.61 of this chapter for
trade secrets and confidential commercial information. The exemption described in §20.61 does not apply to
data or information contained in a petition for reclassification submitted in
accordance with §860.130 or §860.132,
or in a petition submitted in accordance with §860.134 or §860.136 that
has been determined to contain no deficiencies that prevent the Commissioner from making a decision on it.
Accordingly, all data and- information
contained in such petitions may be disclosed by the Commissioner and used
as the basis for reclassification of a
device from class III to class IL
(f) For purposes of this section,
safety and effectiveness data include
data and results derived from all studies and tests of a device on animals
and humans and from all studies and
'tests of the device itself intended to
establish or determine its safety and
effectiveness.
§860.7 Determination of safety and effectiveness.
(a) The classification panels, in reviewing evidence concerning the safety
and effectiveness of a device and in
preparing advice to the Commissioner,
and the Commissioner, in making determinations concerning the safety

and effectiveness of a device, will
apply the rules in this section.
(b) In determining the safety and effectiveness of a device for purposes of
classification, establishment of performance standards for class II devices, and premarket approval of class
III devices, the Commissioner and the
classification panels will consider the
following, among other relevant factors:
(1) The persons for whose use the
device is represented or intended;
(2) The conditions of use for the
device, including conditions of use prescribed, recommended, or suggested in
the labeling or advertising of the
device, and other intended conditions
of use;
(3) The probable benefit to health
from the use of the device weighed
against any probable injury or illness
from such use; and .
(4) The reliability of the device.
(c) (1) Although the manufacturer.
may submit any form of evidence to
the Food and Drug Administration in
an attempt to substantiate the safety
and effectiveness of a device, the
agency relies upon only valid scientific
evidence to determine whether there
is reasonable assurance that the device
is safe and effective. After considering
the nature of the device and the rules
in this section, the Commissioner will
determine whether the. evidence submitted or otherwise available to the
Commissioner is valid scientific evidence for the purpose of determining
the safety or effectiveness of a particular device and whether the available
evidence, when taken as a whole, is
adequate to support a determination
that -there is reasonable assurance
that the device is safe and effective for
its conditions of use.
(2) Valid scientific evidence is. evidence from well-controlled investigations, partially controlled studies,
studies and objective trials without
matched controls, well-documented
case histories conducted by qualified
experts, and reports of significant
human experience with a marketed
device, from which it can fairly and responsibly be concluded by qualified
experts that there is reasonable assurance of the safety and effectiveness of
a device under Its conditions of use.
The evidence required may vary according to the characteristics of the
device, its conditions of use, the existence and adequacy of warnings and
other restrictions, and the extent of
experience with its use. Isolated case
reports, random experience, reports
lacking sufficient details to permit scientific evaluation, and unsubstantiated opinions are not regarded as valid
scientific evidence to show safety or
effectiveness. Such information may
be considered, however, in identifying
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a device the safety and effectiveness of
which is questionable.
(d) (1) There is reasonable assurance
that a device is safe when it can be determined, based upon valid scientific
evidence, that the probable benefits to
health from use of the device for its
intended uses and conditions of use,
when accompanied by adequate directions and warnings against unsafe use,
outweigh any probable risks. The valid
scientific evidence used to determine
the safety of a device shall adequately
demonstrate the absence of unreasonable risk of illness or injury associated
with the use of the device for Jts intended uses and conditions of use.
(2) Among the types of evidence that
may be required, when appropriate, to
determine that there is reasonable assurance that a device is safe are investigations using laboratory animals, investigations involving human subjects,
and nonclinical investigations including in vitro studies.
(e)(1)There is reasonable assurance
that a device is effective when It can
be determined, based upon valid scientific evidence, that in a significant portion of the target population, the use
of the device for its intended uses and
conditions of use, when accompanied
by adequate directions for use and
warnings against unsafe use. will provide clinically significant results.
(2) The valid scientific evidence used
to determine the effectiveness of a
device shall consist principally of wellcontrolled investigations, as defined in
paragraph () of this section, unless
the Commissioner authorizes reliance
upon other valid scientific evidence
which the Commissioner has determined is sufficient evidence from
which to determine the effectiveness
of a device, even In the absence of
well-controlled investigations. The
Commissioner may make such a determination where the requirement of
well-controlled investigations in paragraph ) of this section is not reasonably applicable to the device.
) The following principles have
been developed over a period of years
and are recognized by the scientific
community as the essentials of a wellcontrolled clinical investigation. They
provide the basis for the Commissioner's determination whether there is
reasonable assurance that a device is
effective based upon weln-controlled
investigations and are also useful in
assessing the weight to be given to
other valid scientific evidence permitted under this section.
(1) The plan or protocol for the
study and the report -of the results of
a well-controlled investigation shall include the following:
(i) A clear statement of the objectives of the study;
(i) A method of selection of the subJects that:
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(4) In the case of a recommendation
for classification into class I, a recommendation as to whether the device
should be exempted from the requirements of one or more of the following
sections of the act: section 510 (registration, product listing, and premarket
notification) section 519 (records and
reports) and section 520(f) (good manufacturing practice regulations) in accordance with § 860.95;
(5) In the case of a recommendation
for classification into class II or class
III, to the extent practicable, a recommendation for' the assignment to the
device of a priority for the application
of a performance standard or a premarket approval requirement;
(6) In the case of a recommendation
for classification of an implant or a
life-supporting
or
life-sustaining
device into class I or class II, a statement of why premarket approval is
not necessary to provide reasonable assurance of the safety and effectiveness
of the device, accompanied by references to supporting documentation
and data satisfying the requirements
of § 860.7, and an identification of the
risks to health, if any, presented by
the device.
(e) A panel recommendation is regarded as preliminary until the Commissioner has reviewed it, discussed it
with the panel if appropriate, and
published a proposed regulation classifying the device. Preliminary panel
recommendations are filed in the
Hearing Clerk's office upon receipt
and are available to the public upon
request.
(f) The Commissioner publishes the
panel's recommendation in the FEDsaAL REGISTER, together with a proposed
regulation classifying the device, and
other devices of that generic type, and
provides interested persons an opportunity to submit comments on the recommendation and proposed regulation.
(g) The Commissioner reviews the
comments and issues a final regulation
classifying the device and other devices of that generic type. The regulation will:
(1) If classifying the device into class
I, prescribe which, if -any, of the requirements of sections 510, 519, -and
520(f) of the act will not apply to the
device and state the reasons for
making the requirements inapplicable,
in accordance with-§ 860.95; (2) If classifying the device into class
II or class lI, at the discretion of the
Commissioner, establish priorities for
the application to the device of a performance standard or a premarket approval requirement;
(3) If classifying an implant, or lifesupporting or life-sustaining device,
comply with § 860.93(b).

§ 860.93 Classification of Implants, lifesupporting or life-sustaining devices.
(a) The classification panel will recommend classification into class III of
any Implant or life-supporting or lifesustaining device unless the panel determines that such classification is not
necessary to provide reasonable assurance of the safety and effectiveness of
the device. If the panel recommends
classification or reclassification of
such a device into a class other than
class III, it shall set forth in Its recommendation the reasons for so doing together with references to supporting
documentation and data satisfying the
requirements of § 860.7, and an Identification of the risks to health, If any,
presented by the device.
(b) The Commissioner will classify
an Implant or life-supporting or lifesustaining device into class r unless
the Commissioner determines that
such classification is not necessary to
provide reasonable assurance of the
safety and effectiveness of the device.
If the Commissioner proposes to classify or reclassify such a device into a
class other than class III, the regulation or order effecting such classification or reclassification will be accompanied by a full statement of the reasons for so doing. A statement of the
reasons for not classifying or retaining
the device in class I may be in the
form of concurrence with the reasons
for the recommendation of the classification panel, together with supporting documentation and data satisfying
the requirements of §860.7 and an
identification of the risks to health, if
any, presented by the device.

Subpart C-Reclassification
§ 860.120 General.
(a) Sections 513(e) and f), 514(b),
515(b). and 520(1) of the act provide
for reclassification of a device and prescribe the procedures to be followed to
effect reclassification. The purposes of
subpart C are to:
(1) Set forth the requirements as to
form and content of petitions for reclassification;
(2) Describe the circumstances in
which each of the five statutory reclassification provisions applies; and
'(3) Explain the procedure for reclassification prescribed in the five statutory reclassification provisions.
(b) The criteria for determining the
proper class for a device are set forth
in § 860.3(c). The reclassification of
any device within a generic type of
device causes the reclassification of all
substantially equivalent devices within
that generic type. Accordingly, a petitlqn for the reclassification of a specifIc device will be considered a petition
for reclassification of all substantially
equivalent devices within the same generic type.
(c) Any interested person may
submit a petition for reclassification
under section 513(e), 514(b), or 515(b).
A manufacturer or importer may
submit a petition for reclassification
under section 513(f) or 520(1).

§ 860.123 Reclassification petition: content
and form.
(a) Unless otherwise provided in
writing by the Commissioner, any petition for reclassification of a device, regardless of the section of the act
under which It is filed, shall include
§ 860.95 Exemptions from sections 510, the following:
519, and 520(f of the act.
(1) A specification of the type of
(a) A panel recommendation to the device for which reclassification is reCommissioner that a device be classi- quested;
(2) A statement of the action
refied or reclassified into class I will inquested by the petitioner, e.g., "It is
clude a recommendation as to whether
the device should be exempted from requested that - device(s) be reclassisome or all of the requirements of one fied from class m to a class I";
(3) A completed supplemental data
or more of the following sections of
the act: section 510 (registration, prod-- sheet applicable to the device for
uct listing and premarket notifica- which reclassification is requested;
(4) A completed classification question), section 519 (records and reports), and section 520(f) (good manu- tionnaire applicable to the device for
which reclassification is requested;
facturing practice regulations).
(5) A statement of the basis for dis(b) A regulation or an order classify- agreement
with the present classificaing or reclassifying a device into class I tion status of the device;
will specify which requirements, if(6) A full statement of, the reasons,
any, of sections 510, 519, and 520(f) of together with supporting data satisfythe act the device Is to be exempted ing the requirements of §860.7, why
from, together with the reasons for the device should not be classified into
such exemption.
its present classification and how the
(c) The Commissioner will grant ex- proposed classification will provide
emptions under this section only if the reasonable assurance of the safety and
Commissioner determines that the re- effectiveness of the device;
quirements from which the device Is
(7) Representative data and informaexempted are not necessary to provide tion known by the petitioner that are
reasonable assurance of the safety and unfavorable to the petitioner's posieffectiveness of the device.
tion;
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(a) Provides adequate assurance that
the subjects are suitable for the purposes of the study, provides diagnostic
criteria of the condition to be treated
or diagnosed, provides confirmatory
laboratory tests where appropriate
and, in the case of a device to prevent
a disease or condition, provides evidence of susceptibility and exposure to
the condition against which prophylaxis is desired;
(b) Assigns' the subjects to test
groups, if used, in such a way as to
minimize any possible bias;
(c) Assures comparability between
test groups and any control groups of
pertinent variables such as sex, severity or duration of the disease, and use
of therapy other than the test device;
(ill) An explanation of the methods
of observation and recording of results
utilized, including the variables measured, quantitation, assessment of any
subject's response, and steps taken to
minimize any possible bias of subjects
and observers;
(iv) A comparison of the results of
treatment or diagnosis with a control
in such a fashion as to permit quantitative evaluation. The precise nature
of the control must be specified and
an explanation provited of the methods employed to minimize any possiblI
bias of the observers and analysts of
the data. Level and methods of "blinding," if appropriate and used, are to be
documented. Generally, four types of
comparisons are recognized:
(a) No treatments.-Where objective
measurements of effectiveness are
available and placebo effect is negligible, comparison of the objective results in comparable groups of treated
and untreated patients;
(b) Placebo controL-Where there
may be a placebo effect with the use
of a device, comparison of the results
of use of the device with an ineffective
device used under conditions designed
to resemble the conditions of use
under investigation as far as possible;
(c) Active treatment controL.-Where
an effective regimen of therapy may
be used for comparison, e.g., the condition being treated is such that the use
of a placebo or the withholding of
treatment would be inappropriate or
contrary to the interest of the patient;
(d) Historical control.-In certain
circumstances, such as those involving
diseases with high and predictable
mortality or signs and symptoms of
predictable duration or severity, or in
the case of prophylaxis where morbidity is predictable, the results of use of
the device may be compared quantitatively with prior experience historically derived from the adequately documented natural history of the disease
or condition in comparable patients or
populations who received no treatment or who followed an established

effective regimen (therapeutic, diagnostic, prophylactic).
(v) A summary of the methods of
analysis and an evaluation of the data
derived from the study, including any
appropriate statistical methods utilized.
(2) To insure the reliability of the
results of an investigation, a well-controlled investigation shall involve the
use of a test device that is standardized in its composition or design and
performance.
(g) (1) It is the responsibility of each
manufacturer and importer of a device
to assure that adequate, valid scientific evidence exists, and to furnish such
evidence to the Food and Drug Administration to provide reasonable assurance that the device is safe and effective for its intended uses and conditions of use. The failure of a manufacturer or importer of a device to present to the Food and Drug Administration adequate, valid scientific evidence
showing that there is reasonable assurance of the safety and effectiveness
of the device, if regulated by general
controls alone, or by general controls
and performance standards, may support a determination that the device
- be classified into class III.
(2) The Commissioner may require
that a manufacturer, importer, or distributor make reports or provide other
information bearing on the classification of a device and indicating whether there is reasonable assurance of the
safety and effectiveness of the device
or whether it is adulterated or misbranded under the act.
(3) A requirement for a report or
other information under this paragraph will comply with section 519 of
the act. Accordingly, the requirement
will-state the reason or purpose for
such request; will describe the required report or information as clearly
as possible; will not be imposed on a
manufacturer, importer, or distributor
of a classified devicethat has been
exempted from such a requirement in
accordance with § 860.95; will prescribe
the time for compliance with the requirement; and will prescribe the form
and manner in which the report or information is to be provided.
(4) Required information that has
been submitted previously to the
Bureau of Medical Devices need not be
resubmitted, but may be incorporated
by reference.
Subpart B-Classification
§ 860.84 Classification procedures for "old
devices."
(a) This subpart sets forth the procedures for the original classification
of a device that either was in commercial distribution before May 28, 1976,
or is substantially equivalent to a
device that was in commercial distribution before that date. Such a device

will be classified by regulation into
either class I (general controls), class
II (performance standards), or class
III (premarket approval), depending
upon the level of regulatory control
required to provide reasonable assurance of the safety and effectiveness of
the device (§ 860.3(c)). This subpart
does not apply to a device that Is classified into class III by statute under
section 513(f) of the act because the
Food and Drug Administration has determined that the device Is not "substantially equivalent" to any device
subject to this subpart or under section 520(1) (1) through (3) of the act
because the device was regarded previously as a new drug. This subpart does
apply to a device that was previously
regarded as an antibiotic drug and
that is subject to section 520(1X4) of
the act. In classifying a device under
this section, the Food and Drug Administration will follow the procedures
described in paragraphs (b) through
(g) of this section.
(b) The Commissioner refers the
device to the al~proprlate classification
panel organized and operated in accordance with section 513 (b) and (c)
of the act and part 14 of this chapter.
(c) In order to make recommendations to the Commissioner on the class
of regulatory control (class I, class II,
or class III) appropriate for the device,
the panel reviews the device for safety
and effectiveness. In so doing, the
panel:
(1) Considers the factors set forth in
§ 860.7 relating to the determination
of safety and effectiveness;
(2) Determines the safety and effectiveness of the device on the basis of
the types of scientific evidence set
'forth in § 860.7;
(3) Answers the questions in the
classification questionnaire applicable
to the device being classified;
(4) Completes a supplemental data
sheet for the device;
(5) Provides, to the maximum extent
practicable, an opportunity for interested persons to submit data and views
on the classification of the' device in
accordance with part 14 of this chapter.
(d) Based upon Its review of evidence
of the safety and effectiveness of the
device, and applying the definition of
each class in § 860.3(c), the panel submits to the Commissioner a recommendation regarding the classification
of the device. The recommendation
will include:
(1) A summary of the reasons for
the recommendation;
(2) A summary of the data upon
which the recommendation is based,
accompanied by references to the
sources containing such data;
(3) An identification of the risks to
health (if any) presented by the
device;
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the contents of the petition will be
available for public disclosure unless,
within that, 30 days, the petitioner
submits supplemental material intended to correct the deficiencies in the petition. The Commissioner, in the Commissioner's discretion, may allow withdrawal of a deficient petition during
the 30-day period provided for correcting deficiencies. Any supplemeital material submitted by the petitioner, together with the material in the original petition, is considered as a new petition. The new petition is reviewed for
deficiencies in the same manner as the
original petition, and the same procedures for notification and correction
of deficiencies are followed. Once the
petitioner has corrected the deficiencies, the entire contents of the petition
will be available for public disclosure
and subject to consideration by classification panels and by the Commissioner in making a decision on the petition. Deficient petitions which have
not been corrected within 180 days
after notification of deficiency will be
returned to the petitioner and will not
be considered further unless resubmitted.
(e) The Commissioner may not disclose, or use as the basis for reclassification of a device from class MI to
class II, any information reported to
or otherwise obtained by the Commisstoner under section 513, 514, 515, 516,
518, 519, 520(f), 520(g), or 704 of the
act that falls within the exemption described in §20.61 of this chapter for
trade secrets and confidential commercial information. The exemption described in §20.61 does not apply to
data or information contained in a petition for reclassification submitted in
accordance with §860.130 or §860.132,
or in a petition submitted in accordance with §860.134 or §860.136 that
has been determined to contain no deficiencies that prevent the Commissioner from making a decision on it.
Accordingly, all data and- information
contained in such petitions may be disclosed by the Commissioner and used
as the basis for reclassification of a
device from class III to class IL
(f) For purposes of this section,
safety and effectiveness data include
data and results derived from all studies and tests of a device on animals
and humans and from all studies and
'tests of the device itself intended to
establish or determine its safety and
effectiveness.
§860.7 Determination of safety and effectiveness.
(a) The classification panels, in reviewing evidence concerning the safety
and effectiveness of a device and in
preparing advice to the Commissioner,
and the Commissioner, in making determinations concerning the safety

and effectiveness of a device, will
apply the rules in this section.
(b) In determining the safety and effectiveness of a device for purposes of
classification, establishment of performance standards for class II devices, and premarket approval of class
III devices, the Commissioner and the
classification panels will consider the
following, among other relevant factors:
(1) The persons for whose use the
device is represented or intended;
(2) The conditions of use for the
device, including conditions of use prescribed, recommended, or suggested in
the labeling or advertising of the
device, and other intended conditions
of use;
(3) The probable benefit to health
from the use of the device weighed
against any probable injury or illness
from such use; and .
(4) The reliability of the device.
(c) (1) Although the manufacturer.
may submit any form of evidence to
the Food and Drug Administration in
an attempt to substantiate the safety
and effectiveness of a device, the
agency relies upon only valid scientific
evidence to determine whether there
is reasonable assurance that the device
is safe and effective. After considering
the nature of the device and the rules
in this section, the Commissioner will
determine whether the. evidence submitted or otherwise available to the
Commissioner is valid scientific evidence for the purpose of determining
the safety or effectiveness of a particular device and whether the available
evidence, when taken as a whole, is
adequate to support a determination
that -there is reasonable assurance
that the device is safe and effective for
its conditions of use.
(2) Valid scientific evidence is. evidence from well-controlled investigations, partially controlled studies,
studies and objective trials without
matched controls, well-documented
case histories conducted by qualified
experts, and reports of significant
human experience with a marketed
device, from which it can fairly and responsibly be concluded by qualified
experts that there is reasonable assurance of the safety and effectiveness of
a device under Its conditions of use.
The evidence required may vary according to the characteristics of the
device, its conditions of use, the existence and adequacy of warnings and
other restrictions, and the extent of
experience with its use. Isolated case
reports, random experience, reports
lacking sufficient details to permit scientific evaluation, and unsubstantiated opinions are not regarded as valid
scientific evidence to show safety or
effectiveness. Such information may
be considered, however, in identifying
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a device the safety and effectiveness of
which is questionable.
(d) (1) There is reasonable assurance
that a device is safe when it can be determined, based upon valid scientific
evidence, that the probable benefits to
health from use of the device for its
intended uses and conditions of use,
when accompanied by adequate directions and warnings against unsafe use,
outweigh any probable risks. The valid
scientific evidence used to determine
the safety of a device shall adequately
demonstrate the absence of unreasonable risk of illness or injury associated
with the use of the device for Jts intended uses and conditions of use.
(2) Among the types of evidence that
may be required, when appropriate, to
determine that there is reasonable assurance that a device is safe are investigations using laboratory animals, investigations involving human subjects,
and nonclinical investigations including in vitro studies.
(e)(1)There is reasonable assurance
that a device is effective when It can
be determined, based upon valid scientific evidence, that in a significant portion of the target population, the use
of the device for its intended uses and
conditions of use, when accompanied
by adequate directions for use and
warnings against unsafe use. will provide clinically significant results.
(2) The valid scientific evidence used
to determine the effectiveness of a
device shall consist principally of wellcontrolled investigations, as defined in
paragraph () of this section, unless
the Commissioner authorizes reliance
upon other valid scientific evidence
which the Commissioner has determined is sufficient evidence from
which to determine the effectiveness
of a device, even In the absence of
well-controlled investigations. The
Commissioner may make such a determination where the requirement of
well-controlled investigations in paragraph ) of this section is not reasonably applicable to the device.
) The following principles have
been developed over a period of years
and are recognized by the scientific
community as the essentials of a wellcontrolled clinical investigation. They
provide the basis for the Commissioner's determination whether there is
reasonable assurance that a device is
effective based upon weln-controlled
investigations and are also useful in
assessing the weight to be given to
other valid scientific evidence permitted under this section.
(1) The plan or protocol for the
study and the report -of the results of
a well-controlled investigation shall include the following:
(i) A clear statement of the objectives of the study;
(i) A method of selection of the subJects that:
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(4) In the case of a recommendation
for classification into class I, a recommendation as to whether the device
should be exempted from the requirements of one or more of the following
sections of the act: section 510 (registration, product listing, and premarket
notification) section 519 (records and
reports) and section 520(f) (good manufacturing practice regulations) in accordance with § 860.95;
(5) In the case of a recommendation
for classification into class II or class
III, to the extent practicable, a recommendation for' the assignment to the
device of a priority for the application
of a performance standard or a premarket approval requirement;
(6) In the case of a recommendation
for classification of an implant or a
life-supporting
or
life-sustaining
device into class I or class II, a statement of why premarket approval is
not necessary to provide reasonable assurance of the safety and effectiveness
of the device, accompanied by references to supporting documentation
and data satisfying the requirements
of § 860.7, and an identification of the
risks to health, if any, presented by
the device.
(e) A panel recommendation is regarded as preliminary until the Commissioner has reviewed it, discussed it
with the panel if appropriate, and
published a proposed regulation classifying the device. Preliminary panel
recommendations are filed in the
Hearing Clerk's office upon receipt
and are available to the public upon
request.
(f) The Commissioner publishes the
panel's recommendation in the FEDsaAL REGISTER, together with a proposed
regulation classifying the device, and
other devices of that generic type, and
provides interested persons an opportunity to submit comments on the recommendation and proposed regulation.
(g) The Commissioner reviews the
comments and issues a final regulation
classifying the device and other devices of that generic type. The regulation will:
(1) If classifying the device into class
I, prescribe which, if -any, of the requirements of sections 510, 519, -and
520(f) of the act will not apply to the
device and state the reasons for
making the requirements inapplicable,
in accordance with-§ 860.95; (2) If classifying the device into class
II or class lI, at the discretion of the
Commissioner, establish priorities for
the application to the device of a performance standard or a premarket approval requirement;
(3) If classifying an implant, or lifesupporting or life-sustaining device,
comply with § 860.93(b).

§ 860.93 Classification of Implants, lifesupporting or life-sustaining devices.
(a) The classification panel will recommend classification into class III of
any Implant or life-supporting or lifesustaining device unless the panel determines that such classification is not
necessary to provide reasonable assurance of the safety and effectiveness of
the device. If the panel recommends
classification or reclassification of
such a device into a class other than
class III, it shall set forth in Its recommendation the reasons for so doing together with references to supporting
documentation and data satisfying the
requirements of § 860.7, and an Identification of the risks to health, If any,
presented by the device.
(b) The Commissioner will classify
an Implant or life-supporting or lifesustaining device into class r unless
the Commissioner determines that
such classification is not necessary to
provide reasonable assurance of the
safety and effectiveness of the device.
If the Commissioner proposes to classify or reclassify such a device into a
class other than class III, the regulation or order effecting such classification or reclassification will be accompanied by a full statement of the reasons for so doing. A statement of the
reasons for not classifying or retaining
the device in class I may be in the
form of concurrence with the reasons
for the recommendation of the classification panel, together with supporting documentation and data satisfying
the requirements of §860.7 and an
identification of the risks to health, if
any, presented by the device.

Subpart C-Reclassification
§ 860.120 General.
(a) Sections 513(e) and f), 514(b),
515(b). and 520(1) of the act provide
for reclassification of a device and prescribe the procedures to be followed to
effect reclassification. The purposes of
subpart C are to:
(1) Set forth the requirements as to
form and content of petitions for reclassification;
(2) Describe the circumstances in
which each of the five statutory reclassification provisions applies; and
'(3) Explain the procedure for reclassification prescribed in the five statutory reclassification provisions.
(b) The criteria for determining the
proper class for a device are set forth
in § 860.3(c). The reclassification of
any device within a generic type of
device causes the reclassification of all
substantially equivalent devices within
that generic type. Accordingly, a petitlqn for the reclassification of a specifIc device will be considered a petition
for reclassification of all substantially
equivalent devices within the same generic type.
(c) Any interested person may
submit a petition for reclassification
under section 513(e), 514(b), or 515(b).
A manufacturer or importer may
submit a petition for reclassification
under section 513(f) or 520(1).

§ 860.123 Reclassification petition: content
and form.
(a) Unless otherwise provided in
writing by the Commissioner, any petition for reclassification of a device, regardless of the section of the act
under which It is filed, shall include
§ 860.95 Exemptions from sections 510, the following:
519, and 520(f of the act.
(1) A specification of the type of
(a) A panel recommendation to the device for which reclassification is reCommissioner that a device be classi- quested;
(2) A statement of the action
refied or reclassified into class I will inquested by the petitioner, e.g., "It is
clude a recommendation as to whether
the device should be exempted from requested that - device(s) be reclassisome or all of the requirements of one fied from class m to a class I";
(3) A completed supplemental data
or more of the following sections of
the act: section 510 (registration, prod-- sheet applicable to the device for
uct listing and premarket notifica- which reclassification is requested;
(4) A completed classification question), section 519 (records and reports), and section 520(f) (good manu- tionnaire applicable to the device for
which reclassification is requested;
facturing practice regulations).
(5) A statement of the basis for dis(b) A regulation or an order classify- agreement
with the present classificaing or reclassifying a device into class I tion status of the device;
will specify which requirements, if(6) A full statement of, the reasons,
any, of sections 510, 519, and 520(f) of together with supporting data satisfythe act the device Is to be exempted ing the requirements of §860.7, why
from, together with the reasons for the device should not be classified into
such exemption.
its present classification and how the
(c) The Commissioner will grant ex- proposed classification will provide
emptions under this section only if the reasonable assurance of the safety and
Commissioner determines that the re- effectiveness of the device;
quirements from which the device Is
(7) Representative data and informaexempted are not necessary to provide tion known by the petitioner that are
reasonable assurance of the safety and unfavorable to the petitioner's posieffectiveness of the device.
tion;
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(8) If the petition'is based upon new
information under section 513(e),
514(b), or 515(b) of the act, a summary
of the new information;
(9) Copies of source documents from
which new information used to support the petition has been obtained
(attached as appendices to the petition).
(b) Each petition submitted pursuant to this section shall be:
(1) Addressed to the Food and Drug
Administration, Bureau of Medical Devices, Document Control
Center
(HFK-20), 8757 Georgia Avenue,
Silver Spring, Md. 20910;
(2) Marked clearly with the section
of the act under which the petition is
being
submitted,
i.e.,
"513(e)."
"513(f)," "514(b)," "515(b)," or "520(1)
Petition";
(3) Bound in a volume or volumes,
where necessary; and
(4) Submitted in quintuplicate.
§ 860.125 Consultation with panels.
(a) When the Commissioner is required to refer a reclassification petition to a classification panel for its
recommendation under § 860.134, or is
required, or chooses, tp consult with a
panel concerning a reclassification petition, such as under § 860.130,
§ 860.132, or § 860.136, the Commissioner will distribute a copy of the petition, or its relevant portions, to each
panel member and will consult with
the panel in one of the following ways:
(1) Consultation by telephone with
at least a majority of current voting
panel members and, when possible,
nonvoting panel members;
(2) Consultation by mail with at
least a majority of current voting
panel members and, when possible,
nonvoting panel members; and
(3) Discussion at a panel meeting.
(b) The method of consultation
chosen by the Commissioner will
depend upon the importance and complexity of the subject matter involved
and the time available for action.
When time and circumstances permit,
the Commissioner will consult with a
panel through discussion at a panel
meeting.
(c) When a petition is submitted
under §860.134 for a post-enactment,
not substantially equivalent device
("new device"), in consulting with the
panel the Commissioner will obtain a
recommendation that includes the information described in § 860.84(d). In
consulting with a panel about a petition
submitted
under
§ 860.130,
§ 860.132, or § 860.136, the Commissioner may or may not obtain a formal
recommendation.

§ 860.130 General procedures under sec-

tion 513(e) of the act.
(a) Section 513(e) of the act applies
to reclassification proceedings under
the act based upon new information.
(b) A proceeding to reclassify a
device under section 513(e) may be initiated:
(1) On the initiative of the Commissioner alone;
(2) On the initiative of the Commissioner in response to a request for
change in classification based upon
new information, under section 514(b)
or 515(b) of the act (see § 860.132); or
(3) In response to the petition of an
interested person, based upon new Information, filed in accordance with
§ 860.123.
(c) The rulemaking procedures in
§ 10.40 of this chapter apply to proceedings to reclassify a device under
section 513(e), except that the Commissioner may secure a recommendation with respect to a proposed reclassification from the classification panel
to which the device was last referred.
The panel will consider a proposed reclassification submitted to it by the
Commissioner in accordance with the
consultation procedures of § 860.125.
Any recommendation submitted to the
Commissioner by the panel will be
published in the FEDm REGISTER
when the Commissioner promulgates a
regulation under this section.
(d) Within 180 days after the filing
of a petition for reclassification under
this section, the Commissioner, by
order published in the FEDERAL REGISTER, will either deny the petition or
give notice of his intent to initiate a
change in the classification of the
device.
(e) If a device is reclassified under
this section, the regulation effecting
the reclassification may revoke any
performance standard or premarket
approval requirement that previously
applied to the device but that is no
longer applicable because of the
change in classification.
(f) A regulation under this section
changing the classification of a device
from class III to class II may provide
that such classification will not take
effect until the effective date of a performance standard for the device established under section 514 of the act.

§860.132 Procedures when the Commissioner initiates a performance standard
or premarket approval proceeding
under section 514(b) or 515(b) of the
act.

(a) Sections 514(b) and 515(b) of the
act require the Commissioner to provide, by notice in the FEDERAL REGIsTER, an opportunity for interested parties to request a change in the classification of a device based upon new information relevant to its classification
when the Commissioner initiates a

proceeding either to develop a performance standard for the device If In
class II, or to promulgate a regulation
requiring premarket approval for the
device if In class III. In either case, if
the Commissioner agrees that the new
information warrants a change In classification, the Commissioner will publish in the FEDERAL REGISTER notice of
the Commissioner's Intent to initiate a
proceeding under section 513(e) of the
act and § 860.130 to effect such a
change.
(b) The procedures for effecting a
change in classification under sections
514(b) and 515(b) of the act are as follows:
(1) Within 15 days after publication
of the Commissioner's notice referred
to in paragraph (a) of this section, an
Interested person files a petition for
reclassification in accordance with
§ 860.123.
(2) The Commissioner consults with
the appropriate classification panel
with regard to the petition In accord.
ance with § 860.125.
(3) Within 60 days after publication
of the notice referred to in paragraph
(a) of this section, the Commissioner,
by order published in the FEDERAL
REGISTER, either denies the petition or
gives notice of his intent to. Initiate a
change In classification in accordance
with § 860.130.

§860.134 Procedures for "new devices"
under section 513(f of the act.
(a) Section 513(f)(2) of the act applies to reclassification proceedings
initiated by a manufacturer or importer for reclassification of a device currently in class III by operation of section 513(f)(1) of the act. This category
includes any device that Is to be first
introduced or delivered for Introduction into interstate commerce for commercial distribution after May 28,
1976, unless:
(1) It Is substantially equivalent to
another device that was in commercial
distribution before that date and had
not been regulated before that date as
a new drug; or
(2) It is substantially equivalent to
another device that was not In commercial distribution before such date
but which has been classified Into
class I or class II; or
(3) The Commissioner has classified
the device into class I or class II In response to a petition for reclassification
under this section.
The
Commissioner
determines
whether a device Is "substantially
equivalent" for purposes of the appli.
cation of this section. If a manufacturer or importer believes that a device is
not "substantially equivalent" but
that it should not be in class III under
the criteria in § 860.3(c), the manufacturer or importer may petition for reclassification under this section. A
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manufacturer or importer who believes that a device is "substantially
equivalent" and.wishes to proceed to
market the device shall submit a premarket notification in accordance with
part 807 of this chapter. After considering a premarket notification, the
Commissioner will determine whether
the device is "substantially- equivalent" and will notify the manufacturer
-or importer of such determination in
accordance with part 807 of this chapter.
(b) The procedures for effecting reclassification under section 513(f) of
the act are as follows:
(1) The manufacturer or importer of
the device petitions for reclassification
of the device in accordance with
§ 860.123.
(2) Within 30 days after the petition
is filed, the Commissioner notifies the
petitioner of any deficiencies in the
petition that prevent the Commissioner from making a decision in it and
allows the petitioner to supplement a
deficient petition. Within 30 days
after any supplemental material is received, the Commissioner notifies the
petitioner 'whether the petition, as
supplemented, is adequate for review.
(3) After determining that the petition contains no deficiencies precluding a decisiofl on it, the Commissioner
refers the petition to the appropriate
classification panel for its review and
recommendation whether to approve
or deny the petition.
(4) Within 90 days after the date the
petition is referred to the panel, following the review procedures set forth
in § 860.84(c) for the original classification of an "old" device, the panel submits to the Commissioner its recommendation containing the information
set forth in § 860.84(d). A panel recommendation is regarded as. preliminary
until the Commissioner has reviewed

it, discussed it with the panel, if appropriate, and developed a proposed
reclassification
order. Preliminary
panel recommendations are filed in
the hearing clerk's office upon receipt
and are available to the public upon
request.
(5) The panel recommendation is
published in the FEDrmR REGISTER as
soon as practicable and interested persons are provided an opportunity to
comment on the recommendation.
(6) Within 90 days after the panel's
recommendation is received (and no
more than 210 days after the date the
petition was filed), the Commissioner
denies or approves the petition by
order in the form of a letter to the petitioner. If the Commissioner approves
the petition, the order will classify the
device into class I or class II in accordance with the criteria set forth in
§ 860.3(c) and subject to the applicable
requirements of §860.93. relating to
the classification of implants, life-supporting or life-sustaining devices, and
1 860.95, relating to exemptions from
certain requirements of the act.
(7) Within a reasonable time after issuance of an order under this section,
the Commissioner, announces the
order by notice published in the PEnERAL REGIsTER.
§860.136 Procedures
for
transitional
products under section 520(0) of the
act.

(a) Section 520(l)(2) of the act applies to reclassification proceedings
initiated by a manufacturer or importer for reclassification of a device currently in class 3I by operation of section 520(l)(1) of the act. This section
applies only to devices that the Food
and Drug 'Administration regarded as
"new drugs" before May 28, 1976.
(b) The procedures for effecting reclassification under section 520(l) are
as follows:

(1) The manufacturer or importer of
the device files a petition for reclassification of the device in accordance with
§ 860.123.
(2) Within 30 days after the petition
is filed, the Commissioner notifies the
petitioner of any deficiencies in the
petition that prevent the Commissioner from making a decision on it, allowIng the petitioner to supplement a deficient petition. Within 30 days after
any supplemental material is received,
the Commissioner notifies the petitioner whether the petition, as supplemented, is adequate for review.
(3) The Commissioner provides the
petitioner an opportunity for a regulatory hearing conducted in accordance
with part 16 of this chapter.
(4) The Commissioner consults with
the appropriate classification panel
with regard to the petition in accordance with §860.125.
(5) Within 180 days after the petition is filed (where the Comrsoner
has determined it to be adequate for
review), the Commissioner, by order in
the form of a letter to the petitioner,
either denies the petition or classifies
the device into class I or class II in accordance with the criteria set forth in
§ 860.3(c).
(6) Within a reasonable time after issuance of an order under this section,
the Commissioner announces the
order by notice published in the FEDERAL REGISTER.

Effective date: This regulation shall
be effective August 28, 1978.
(Secs. 513. 514. 515. 519, 520. 701(a), 52 Stat.
1055. 90 Stat. 540-559, 564-574 (21 U.S.C.
360c, 360d. 360e, 3601, 360j., and 371(a)).)
Dated: July 18, 1978.
SmwiN GARDNER,
Acting Commissioner
ofFood aznd Drugs.

EFR Dec. 78-20625 Filed 7-27-78; 8:45 am]
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[4510-27]
DEPARTMENT OF LABOR
Employment Standards Administration
MINIMUM WAGES FOR FEDERAL AND
FEDERALLY ASSISTED CONSTRUCTION
General Wage Determination Decisions

General wage determination decisions of the Secretary of Labor specify, in accordance with applicable law
and on the basis of information available to the Department of Labor from
its study of local wage conditions and
from other sources, the basic hourly
wage rates and fringe benefit payments which are determined to be prevailing for the described classes of laborers and mechanics employed in
construction activity of the character
and in the localities specified therein.
The determinations in these decisions of such prevailing rates and
fringe benefits have been made by authority of the Secretary of Labor pursuant to the provisions of the DavisBacon Act of March 3, 1931, as amended (46 Stat. 1494, as amended, 40
U.S.C. 276a) and of other Federal statutes referred to in 29 CFR 1.1 (including the statutes listed at 36 FR 306 following Secretary of Labor's order No.
24-70) containing provisions for the
payment of wages which are dependent upon determination by the Secretary of Labor under the Davis-Bacon
Act; and pursuant to the provisions of
part 1 of subtitle A of title 29 of Code
of Federal Regulations, procedure for
predetermination of wage rates (37 FR
21138), and of Secretary of Labor's
orders 12-71 and 15-71 (36 FR 8755,
8756). The prevailing rates and fringe
benefits determined in these decisions
shall, in accordance with the provisions of the foregoing statutes, constitute the minimum wages payable on
Federal and federally assisted construction projects to laborers and mechanics of 'the specified classes engaged on contract work of the character and in the localities described
therein.
Good cause is hereby found for not
utilizing notice and public procedure
thereon prior to the issuance of these
determinations as prescribed in 5
U.S.C. 553 and not providing for delay
in effective date as prescribed in that
section, because the necessity to issue
construction industry wage determination frequently and in large volume
causes procedures to be impractical
and contrary to the public interest.
General wage determination decisions are effective from their date of
publication in the FEDERAL REGISTER

without limitation as to time and are
to be used in accordance with the provisions of 29 CFR parts 1 and 5. Accordingly, the applicable decision together with any modification issued

subsequent to its publication date
shall be made a part of every contract
for performance of the described work
within the geographic area indicated
as required by an applicable Federal
prevailing wage law and 29 CFR part
5. The wage rates contained therein
shall be the minimum paid under such
contract by contractors and subcontractors on the work.
MODIFICATIONS AND SUPERsEDEAS DECISIONS TO GENERAL WAGE DETERMINA-

TION DECISIONS

Modifications and supersedeas decisions to general wage determination
decisions are based upon information
obtained concerning changes in prevailing hourly wage rates and fringe
benefit payments since the decisions
were issued.
The determinations of prevailing
rates and fringe benefits made in the
modifications and supersedeas decisions have been made by authority of
the Secretary of Labor pursuant to
the provisions of the Davis-Bacon Act
of March 3, 1931, as"amended (46 Stat.
1494, as amended, 40 U.S.C. 276a) and
of other Federal statutes referred to in
29 CFR 1.1 (including the statutes
listed at 36 FR 306 following Secretary
of Labor's order No. 24-70) containing
provisions for the payment of wages
which are dependent upon determination by the Secretary of Labor under
the Davis-Bacon Act; and pursuant to
the provisions of part 1 of subtitle A of
title 29 of Code of Federal Regulations, procedure for predetermination
of wage rates (37 FR 21138) and of
Secretary of Labor's orders 13-71 and
15-71 (36 FR 8755, 8756). The prevailing rates and fringe benefits determined in foregoing general wage determination decisions, as hereby modified, and/or superseded shall, in accordance with the provisions of the
foregoing statutes, constitute the
minimum wages payable on Federal
and federally assisted construction
projects to laborers and mechanics of
the specified classes engaged in contract work of the character and in the
localities described therein.
Modifications and supersedeas decisions are effective from their date of
publication in the FEDERAL REGISTER
without limitation as to time and are
to be used in accordance with the provisions of 29 CFR parts 1 and 5.
Any person, organization, or governmental agency having an interest in
the wages determined as prevailing is
encouraged to submit wage rate information for consideration by the Department. Further information and
self-explanatory forms for the purpose
of submitting this data may be obtained by writing to the U.S. Department of Labor, Employment Standards Administration, Office of Special
Wage Standards, Division of Wage De-

terminations, Washington, D.C. 20210.
The cause for not utilizing the rulemaking procedures prescribed In 5
U.S.C. 553 has been set forth In the
original general wage determination
decision.
NEW GENERAL WAGE DETERMINATION
DECISIONS
Indiana-IN78-2066.
MODIFICATIONS TO GENERAL WAGE
DETERMINATION DECISIONS
The numbers of the decisions being
modified and their dates of publication in the FEDERAL REGISTER are listed
with each State.
California:

CA78-5107 .................
DC78-3008 ..........................................

District of Columbia:

July 7, 1978,
Mar. 17, 1978.

Florida:
IL78-1062 ...........................................
July 14, 19708.
Iowa:
IA7-4223: IA77-4224: IA77-4225:
IA77-4226; IA77-4227, IA77-4228:
IA77-4229; IA77-4230: IA77-4231;
IA7-4232: IA77-4233: IA77-4234:
Sept. 30, 1977.
IA77-4235 ............................................
North Carolina:
July 7, 1978.
NC78-1061 .....................
Oklahoma:
OK77-4060 ..........................................
M ar. 11, 1071.
Pennsylvania:
PA77-3122 ..........................................
Sept. 9, 1977.
PA78-3037 ...........................................
Apr. 21, 1978.

Tennessee:
July 1.107 ,
TN 8- o 3.......................................
SUPERSEDEAS DECISIONS TO GENERAL
WAGE DETERmINATION DECISIONS

The numbers of the decisions being
superseded and their dates of publication in the FEDERAL REGISTER are listed
with each State. Supersedeas decision
numbers are in parentheses following
the numbers of the decisions being superseded.
Arizona:
AZ77-5115 (AZ78-5025); AZ775026 (AZ78-5116) ............................... Juno 17, 1977.
Arkansas:
AR78-4070 (AR78-4074) .................. Juno 30, 1078.
Connecticut:
CT78-3003 (CT78-3055): C'/83004 (CT78-3056) ..............................
Feb. 17, 1078.
Louisiana:
AR78-4070 (AR78-4074) .................. June 30, 1078,
Mississippi:
AR78-4070 (AR78-4074) ..................
Do.
Tennessee:
AR78-4070 (AR78-4074) ..................
Do.
Vermont:
v'I 6-2170 (VT78-2067)...................
Dec. 10, 1978,
CANCELLATION OF GENERAL WAGE
DETERMINATION DECISIONS

None.
Signed at Washington, D.C., this
21st day of July 1978.

FEDERAL REGISTER, VOL. 43, NO. 146-FRIDAY, JULY 28, 1978

XAVIER M. VELA,
Adminstrator,
Wage and HourDivision.
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ment's General Counsel (Chairperson); Dr. Donald Fredrickson, the Director of NIH (Vice-Chairperson); Dr.
Julius Richmond, Assistant Secretary
for Health; and Dr. Henry Aaron, AsNational Institutes of Health
sistant Secretary for Planning and
Evaluation.
RECOMBINANT DNA RESEARCH
I have asked this committee to hold
Proposed Revised Guidelines .
a public hearing to insure full and
STATEMENT BY JOSEPH A. CALrFANo, Jr., complete opportunity for comment. In
order to hold this hearing and to issue
SECRETARY OF HEALTH, EDUCATION,
the revised guidelines on a reasonably
AND WELFARE
prompt schedule, no extension of the
The Director of the National Insti- 60-day period for public comment will
tutes of Health is publishing proposed be possible.
revisions to the NIH guidelines on reIn preparing these revisions, the Nasearch involving recombinant DNA tional Institutes of Health have almolecules.
ready held 19 hours of public hearings
The original guidelines are being up- and have received continual advice
dated in light of NIH's experience op- from the scientific community and
erating under them and in light of our from the public. I want this open procincreasing knowledge about the poten- ess to continue. I urge those concerned
to help us find the proper balance by
tial risks and benefits of this research
providing us with their comments on
technique. As experience accumulates,
we should review and evaluate the evi- NIH's proposed revisions.
dence to assure that the restrictions
Dated: July 19, 1978.
imposed are appropriate to potential
JOSEPH A. CALIFANO,Jr.,
risks-strengthening
restrictions
Secretary.
where needed, relaxing regulation
where justified.
DEPARmENT or HEALTH,EDUCATION,
In publishing these proposals for
AND WELFARE
[4110-08]
DEPARTMENT OF HEALTH,.
EDUCATION, AND WELFARE

public comment, I recognize the extraordinarily difficult challenge that
developing sensitive but effective regulations in this field poses for NIH, for
the research community, and for the
concerned public.
Necessarily, this task poses difficult
questions that we will never be able to
answer with complete certainty. I
,hope that-those concerned will analyze the proposed revisions with care
and give us their views on the strength
of the evidence that sup'ports the proposed revisions, the specific scientific
and research containment procedures
that the proposed revisions require,
and the procedures and the standards
they establish for future changes in
the guidelines and for the exercise of
discretion under them."
We particularly seek comment on
the sections in the proposed revisions
that establish the mechanisms for administering and revising the guidelines. For example, do the proposed revisions strike the proper balance in establishing:
The procedures for permitting otherwise prohibited experiments and for
exempting classes of research from
the guidelines;
The standards for the exercise of ad
ministrative discretion under the
guidelines;
The composition of the Department's Recombinant DNA Advisory
Committee and of the institutional
biohazard committees.
To review the comments on the proposed revisions, I am establishing a departmental review committee, consisting of Mr. Peter Libassi, the Depart-

fective since June 23, 1976 (published
in the FEDERAL REGISTER, July 7, 1976).
Another is the Environmental Impact
Statement (EIS) on those guidelines,
published in 1977. The EIS, which
contains a copy of the guidelines, Is
available from the Government PrintIng Office (stock No. 017-040-00413-3)
and in GPO depository libraries
throughout the country. A third related document is Proposed Revised
Guidelines on Recombinant DNA Research, which the NIH Recombinant
DNA Advisory Committee (RAC) recommended to the NIH Director on
September 1, 1977. The RAC proposal
was published in the FEDERAL REsosTE, September 27, 1977, for public
comment.
The RAC-proposed revisions were
discussed at a public meeting of the
Advisory Committee to the Director
(DAC), held at NIH on December 1516, 1977. The DAC and special consultants heard witnesses from environ.
mental groups, the scientific communi.
ty, industry, etc. All correspondence
from the public in response in the FnnERAL REGISTER

publication was availa-

ble to those present and will be published, with the transcript of the meeting and other documents, as part of a
NATIONAL INSTITUTES OF HEALTH
continuing public record of NIH activiREComiNANT DNA RESEARCH
ties concerning recombinant DNA.
The Director, NIH, acting in light of
PROPOSED REVISED GUIDELINES-NIH
the 2-day discussion, all commentaries,
This will introduce three related and the DAC's recommendations, has
documents that the National Insti- arrived at the present proposal-the
tutes of Health (NIH) is publishing for Proposed Revised Guidelines (NIH)public comment: (1) a Decision of the and offers It for public review.
Director,NIH, to publish revised NIH
The current (1976) guidelines conguidelines for research involving re- tain an appendix entitled "Supplemencombinant DNA molecules, (2) the tary Information on Physical ContainProposed Revised Guidelines-NIH, ment." This has been omitted from
and (3) an Environmental Impact As- the present proposed guidelines but, In
sessment of the proposed action. The revised and expanded form,' will be
Secretary of Health, Education, and
on request as "Laboratory
Welfare has approved the release of available
Safety Monograph-A Supplement to
these documents for public comment.
Guidelines for Recombinant
As stated in the Secretary's preface, the NIH
Research." For a copy, write to
we are particularly concerned that DNA
the Office of Recombinant DNA Activpublic comment be invited on the sci- ities,
Building 31, Room 4A52, Nationentific and procedural aspects of the al Institutes
of Health, Bethesda, Md,
proposed guidelines. A public hearing 20014.
on these proposed revisions will be
The Environmental Impact Assessheld in late September at the Hubert
H. Humphrey Building, Washington, ment-is based on an intensive analysis
D.C. All comments received on or of the current guidelines, the RACbefore September 25, 1978, will be con- proposed alternative, and the present
sidered, and no extension of the com- NIH alternative. The conclusion of
ment period will be granted. Within 45 this analysis Is that there would be no
days after the comment period, final adverse impact of the NIH-proposed
guidelines will be promulgated with a changes upon the environment,
The guidelines as presently proposed
notice in the FEDERAL REGISTER.
The events leading to the proposed are designed to discharge the continurevisions are described in the "Intro- ing obligation of NIH to insure that
duction and Overview" to the Decision recombinant DNA research goes forand in the "Foreword" to the Assess- ward under standards of safety reflectment. This prefacd will orient the ing the latest scientific knowledge, so
reader to other NIH documents that that the public and the environment
are directly related to the present pub- are protected from any hazards while
lications. One is the current Recom- deriving the full benefits of the recombinant DNA Research Guidelines, ef- binant DNA technique.
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Written comments and inquiries concerning the Proposed Revised Guidelines should be addressed to the Director, National Institutes of Health, Bethesda, Md. 20014. All comments received will be available for public inspection at the Director's office on
weekdays (Fedeiral holidays excepted)
between the hours of 8:30 am. and 5
p.m.
Dated: July 19, 1978.
DONALD S. FREDRICKSON,
Director,

NationalInstitutes ofHealth.
DECISION OF THE DIRECTOR, NATIONAL
INSTITUTES OF HEALTH, To ISSUE RE-

VISED GUIDELINES FOR RECOMBINANT
DNA REsEARCH
JULY 19, 1978.
- CONTENTS
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experiments.
Roles and responsibilities.
Organization of document and abbreviations used.
L Scope of the guidelines.
Review of RAC proposed guidelines.
Review of comments and NIH proposed guidelines.
II. Containment.
Physical containment.
Review of RAC proposed guidelines.
Review of comments and NIH proposed guidelines.
Biological containment.
Review of RAC proposed guidelines.
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M. Containment guidelines for covered experiments.
Review of RAC iproposed guidelines.
Review of comments and NIH proposed guidelines (general).
Specific considerations.
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Review of comments and NIH proposed guidelines.
INTRODUCTION AND OVERVIEW

Today, with the concurrence of the
Secretary of -Health, Education, and
Welfare, and the Assistailt Secretary
for Health, I am proposing revisions to
the NIH Guidelines for Recombinant
DNA Research.(1) These Guidelines
were first issued on June 23, 1976. The
proposed revisions result from a continuing process of scientific and public
exchange similar to that of the 1976
edition. Thfs overview sketches the
background for proposed revisions and
summarizes -the proposed changes. It
references accompanying documents

and other pertinent sources of information.
The probable risks and benefits of
recombinant
DNA
research-the
larger subject of which the NIH
Guidelines are a part-have been discussed in numerous forums since first
addressed in 1973.(2) Congress has
held multiple hearings on related
issues, including proposals to convert
the Guidelines to Federal regulations(3) and redefine recombinant
DNA research to narrow the range of
experiments subject to regulations.
Early in 1977 the NIH Recombinant
DNA Advisory Committee (RAC), the
scientific and technical committee responsible for proposing revisions to
the Guidelines, began Its task of Identifying changes needed in the Guidelines and forwarded suggestions to me
for consideration. In order that publiec
comments could be heard on the RACproposed revisions, published in Sep-,
tember 1977,(4) a meeting of the Advisory Committee to the Director, NIH
(DAC), the committee responsible for
public oversight, was held in December. The extensive record of this hearing bears witness to almost unanimous
agreement that the original Guidelines badly need updating, and suggests numerous directions in which revisions might move.(5)
Much of the. discussion at the December 1977 meeting of the DAC affirmed the need for continuous reevaluation of the scientific premises underlying the original Guidelines. Since
Asiomar,(2) growing evidence has suggested that other experts ought to
review the concerns of the molecular
biologists who first raised questions
about the safety of recombinant DNA
research. Scrutiny from experts in infectious diseases, epidemiology, virology, botany, ecology, laboratory
safety, and other disciplines has been
needed. NIH s6onsored a workshop for
this purpose at Falmouth, Mass., 6
months before the DAC meeting.
Here, .oldand new information about
E. coli K-12-the host most used in recombinant DNA experiments-was interpreted carefully. From this came a
consensus that the chances of this
host being convertible to an epidemic
pathogen are negligible.
Those attending the December DAC
meeting also heard complaints that
containment levels were set too stringently for recombinant DNA work on
viruses and plants. This applied both
to the original Guidelines and to the
revisions proposed in September 1977.
A decision was made to address the
issues through workshops without
delay.
One of these workshops, held at
Ascot, England, dealt specifically with
viruses.(7) Here, experts from several
countries, most of whom had no stake
in recombinant DNA experiments,

reached an unequivocal opinion that
the risks of cloning viral DNA In a bacterium like E. coli K-12 are not greater, and are usually much less, than the
risks of handling the parent virus
alone. They also stressed that defective viruses pose little risk of Infection
when used as vectors for cloning DNA
in eukaryotic cells, since the cells
cannot survive outside permissive laboratory conditions and the virus cannot
escape In a viable form. A second
working group, meeting in Bethesda,(7) then reviewed the conclusions.
It agreed that the original Guidelines
Imposed stricter contaiment on use
of viral DNA or of viruses as vectors
than could be justified by any available fact, and recommended changes.
A group of agricultural scientists
met in Washington. D.C., in March
1978(8) to consider the containment
conditions for incorporation of DNA
from plant pathogens into E. col K-12
and for use of viral and other vectors
In plants. An mportant concept discussed at this workshop is the lack of
evidence that E. coil K-12, or any
other strain of this bacterium, is capable of acquiring an ecological niche in
plants and thus infecting them.
On April 27-28, 1978, the RAC considered the recommendations concernIng viruses and plants and agreed with
most of them. With a few changes,
they are a part of the proposed revision.
At the December 1977 hearings
before the DAC, other aspects of the
Guidelines evoked requests for revislons.(5) There was overwhelming sentiment for exempting from the Guidelines experiments involving recombination of DNA within the same strains
or from pairs of organisms that transfer genes In nature. Discretion to
exempt such experiments is not provided in the original Guidelines;, nor
does one find there the flexibility to
permit other experiments for purposes
of risk assessments needed to determine the merits of particular standards, or how these should be revised.
Other criticisms of the Guidelines
stressed the delays and confusion created by excessive centralization of administrative control, and It is evident
that implementing procedures must be
changed.
Certain background elements merit
comment. Shortly after the NIH
Guidelines were published, the British
guidelines appeared.(9) Subsequently
other national guidelines have been
issued, most recently those of the
Soviet Union. Many international aspects of DNA research and Its regulation have been reviewed. elsewhere.(9)
The December 1977 DAC meeting directed attention to instances where
the NIH Guidelines either exclude experiments that have been conducted
abroad or make them far more difii-
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cult to do.(10) Moreover, factual bases
for the greater stringency of the U.S.
(NIH) Guidelines cannot be shown.
Five years have passed since concerns were first raised about the hypothetical hazards of laboratory experiments with recombinant DNA. The
thousands of individual applications of
such techniques have produced much
useful knowledge, but no evidence has
come to light of a product created by
these techniques that has been harmful to man or the environment. Foreign genes inserted into prokaryotic
host-vector systems have been faithfully replicated and produced in quantities valuable to science. On the other
hand, prokaryotes generally have not
been able to translate eukaryotic
genes into biologically active proteins.
No new facts or unconsidered older
ones have emerged to support the
fears of harmful effects, and one
prominent early proponent of guidelines has repudiated his support for
them.(11) At the least, there is growing sentiment that the burden of
proof is shifting toward those who
would restrict recombinant DNA research.(12)
Although clearly the time has come
to revise the original NIH Guidelines
for Recombinant DNA Research, it is
not the time to conclude that they are
being altered in preparation for their
early abandonment. Understanding of
gene regulation and expression is increasing inexorably and at an awesome pace. We may predict that ways
will be found to achieve and control
the translation of foreign genes by a
variety of hosts.(13) As the barriers to
translation are dropped, some of the
larger promise of recombinant technology will be realized. In some proportion to the harvest of positive results, a capability must be maintained
for observing any capacity of these experiments to yield harmful products,
and for communicating this to all who
have an interest in similar experimentsi
In preparation for this next phase of
recombinant DNA research, several
shifts in NIH guidance are necessary.
Experiments posing no threat to
safety must be exempted from the
Guidelines; and provisions must be
made to remove others as soon as their
harmlessness becomes evident. Any
universal rules imposed on this kind of
activity derive validity from continual
modification dictated by results of the
experimentation they govern.
Primary responsibility for comliance
with the rules must be located where
the work is done. There it must be
shared fully by principal investigators,
those who work in their laboratories,
institutional blosafety committees,
and the institutional leaders. The NIH
Office of Recombinant DNA Activities
(ORDA) should be relieved of its

burden of obligatory prior approval of
certain experiments, so that It can
better carry out, along with the RAC,
two central functions. These are the
continuing synthesis and Interpretation of the Guidelines, and the maintenance of full communication among
all who must use them.
To recapitulate, these new proposed
Guidelines arose from a proposal
made to me by the RAC in September
1977. Numerous amendments have
been made on the basis of public comments received at the December 1977
hearing, in extensive correspondence
before and after that, and recommendations of special expert workshops
whose reports were then assessed by
the RAC in April 1978. The proposal
and the amendments have been the
products of long and intense participation by numerous persons representing many points of view. I now summai-ize the more important proposed
changes. The basis for decision on
each element of revision is provided in
detail in subsequent sections of this
document.
SCOPE AND APPLICABILITY OF THE
GUIDELINES

Recombinant DNA containing synthetic sequences is now explicitly part
of the definition of what is included
under the Guidelines. The standards
of the Guidelines now apply to all recombinant DNA experiments conducted in an institution that receives any
support from NIH for recombinant
DNA research. This includes a registration requirement.
The original Guidelines contain a
number of prohibited experiments.
There was little sentiment for the removal of all the original prohibitionsalthough it has been noted that the
U.S. (NIH) Guidelines are the only national guidelines to stipulate "prohibited" activities. The original prohibitions, with.one modification and a necessary "flexibility" clause,(14) are
therefore retained in the proposed revision. They immediately precede a
new section called "Exemptions"-a
juxtaposition chosen to emphasize
that the prohibitions still override.
The first exemption from the guidelines covers the handling of DNA outside a host organism or virus. Such
"naked DNA" has been handled in laboratories for years and is rapidly inactivated in nature.
The exempted experiments of the
second class consist essentially in rearranging, or deleting from, molecules of
nonchromosomal or viral DNA. No foreign DNA is involved. An example
would be the introduction of a DNA
molecule formed from pieces of SV40
virus into eukaryotic cells in tissue culture. Since there is little if any basis
for presuming such "rearrangement"

or "deletion" experiments to be haz.
ardous, they are now excluded.
A third class of exemptions are experiments called "self-cloning," in
which DNA found naturally in a host
may be reinserted into that host.
These are reproductions in the labora.
tory of events that occur in nature.
Similarly, provision is made In the
proposed guidelines for exemption of a
fourth class of experiments that involve donor-host pairs that normally
exchange DNA. Such genetic exchange is known to occur widely between'various species of bacteria and
is generally mediated by certain plas.
mids or viruses. Experimental recombinations of this type are only an imi.
tation of what nature Is able to accomplish handily In the absence of Federal regulation. A list of donor-host pairs
to be exempted Is begun in this revision and will be expanded periodically
as knowledge grows. The initial choice
from several possible lists submitted to
me by the RAC Is a conservative one,
restricted to pairs of organisms for
which there is documented evidence of
natural exchange.
Finally, a fifth exemption is provided for removal of other recombinations when they are shown to be safe.
The last two exemptions create some
of the discretionary power for modifying the guidelines that was so lacking
in the original. Provision will be made
for public input to such decisions,
either by announcement of proposed
exemptions prior to consideration by
the RAC or before a decision by the
Director becomes effective.
CONTAINMENT

I have made one decision that will
not be regarded with equal pleasure by
all engaged in recombinant DNA research. P1 containment previously per
mitted mouth pipetting. In accord
with a previous recommendation by
the European Molecular Biology Organization (EMBO), Its virus Working
Group strongly recommended prohibiting this practice; and so did NIH
safety advisors. The RAC at its meeting on April 27-28, 1978, recommended
that mouth pipetting be prohibited
only for those P1 recombinant DNA
experiments involving viral DNA.
Rather than create two separate
classes of P1, and in recognition of the
present availability of excellent mechanical devices for pipetting, I am
proposing that mouth pipetting no
longer be permitted in P1 containment. Since it is already prohibited In
P2-P4 containment, this bans the use
of mouth pipetting for any experiment
covered by the Guidelines.
CONTAINMENT GUIDELINES FOR COVERED
EXPERIMENTS

The recommendations of the RAC,
arising from the Ascot-Bethesda work-
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shops, represent the first realistic ap- munality of scientific Inquiry would be Also, other consulting services, includpraisal of any hazards that might lie especially emphasized in any work ing certification of host-vector sysin the use of viral vectors or the clon- with recombinant DNA techniques.
tems, will be provided. The service will
ing of viral DNA. Recombinant techThe power of the Government to re- be accompanied by protection of proniques offer access to ares of viral biol- quire such discipline of Its grantees prietary data as mandated by law.
ogy that are vitally important. Such was an attractive reason for the scienNIH issued a draft environmental
studies should not be impeded unnec- tists to request Federal intervention. impact statement on the guidelines in
essarily. I have accepted the April And the Federal capacity to achieve September 1976. This was revised after
1978 recommendatibns of the RAC in the essential communication and con- public comment and issued in final
this area with minor amendments. sensus-building has been one of the form in October 1977. It concluded
The revised guidelines emphasize the most p6sitive results of this experi- that the activities covered by the
current dictum that any hazards of ment in adminstrat16n. But the price guidelines had no predictable impact
'working with viruses in recombinant
of Fedeal intervention includes a on the environment, since all the risks
DNA experiments are maximal at the heavy tax of formalism. In the in- discussed were hypothetical The EIS
first stage, when the virus itself with stance of these guidelines, diverse was examined by a Federal district
its full genomic complement is han- pressures have made difficult the ap- court in 1978.(17)
dled.
In parallel with the process of revis,propriate balancing of substance and
The RAC unanimously approved 'procedure. I have already alluded to ing the guidelines, NIH has conducted
modest changes in containment for one of the undesirable results-a chill- an environmental impact assessment,
plant experiments. I have also ap- ing inflexibility of the original guide- including an analysis of how current
proved them provisionally, contingent lines-and Its proposed correction by experiments supported by NIH will be
upon concurrence by the Department revision.
affected by this revision. Again, the
of Agriculture.
Prior NIH clearance Is mandatory activities covered by the revised guideA new sentence has been added to for new NIH grants and contracts in- lines deal only with hypothetical risks,
the guidelines giving much needed volving recombinant DNA techniques and thus the assessment reveals no
flexibility in the setting of contain- and for all projects in P4 facilities. In predictable impact on the 'environment levels.(15)
the proposed revised guidelines, prior ment. Its content is published hereNIH clearance is no longer required with in a companion document.
ROLES AD RESPONSIBILITIES
Two years' experience with the
guidelines has offered valuable tutelage in the limits of external (Federal)
control of laboratory experimentation.
Scientists and their co-workers have
long experimented with pathogenic organisms, poisonous plants and animals, and hazardous chemicals. The
laboratory is not among the more notorious occupational settings for accidents or illness, and damage to community or environment by basic laboratory research is almost unknown.
Control over the use of radioisotopes
in the laboratory, long a Federal preserve, is-not comparable to use of re-.
combinant DNA techniques; for the
risks of using radioisotopes are calculable and mistakes are easily measured. Thus realistic and durable standards can be set. Without a base for the
.setting of such standards, conventional regulation is difficult at best, and at
worst can be preposterous.
In the case of recombinant DNA
technology- we are in the midst of a
search for any risks,- and thus for applicable standards. The scientists who
raised the possibility of risks also realized that the only effective safeguards
lay in a maximum enhancement of the
collective nature of the scientific process. The usual communications networks of science had to be augmented
and the evaluation of results and the
reaching of consensus accelerated.
These actions, is was reasoned, would
help establish a set of initial rules, and
there was the added assumption that.
they could and should be kept up to
date. All using the new techniques
would sign a "memorandum of understanding" to the effect that, until
things became clearer, the basic corn-

for changes at the PI-P3 levels. These
ORGANIZATION OF TE RMAIDER OF
changes must be approved by the institutional biosafety committee (IBC), THIS DOCUMES AND ABBREVIATIONS USED
and NIH will then review the IBC acThe Recombinant DNA Molecule
tions. This proposal reverses an Octo- Program Advisory Committee is somber 1977 issuance stating that changes netimes referred to below as the Rein ongoing projects require prior NIH combinant DNA Advisory Committee
clearance. The requirement resulted in or Recombinant Advisory Committee
numerous delays in projects which or RAC.
could not be Justified on grounds of
The meeting of the Advisory Comsafety.
mittee to the Director, NIH, which
The proposed guidelines would took place in December 1977 is somestrengthen institutional responsibil- times referred to below as the meeting
ities and authorities in determining of the Director's Advisory Committee
compliance. A full partnership with all ,or of the DAC or the December 1977
investigators and their Institutions Is public hearing.
intended. The role of the IBC is parThe "NIH Guidelines for Research
ticularly enhanced through delegation Involving Recombinant DNA Moleof some discretionary powers that cules" as issued on June 23, 1976, and
were previously reserved for NIH and publishes in the FEnEaR REGISTER on
the RAC. To better meet these obliga- July 7, 1976, are sometimes referred to
tions, an institution using P3 or P4 below as the original guidelines or the
containmen is required under the pro- 1976 guidelines or the current guideposed guidelines to have a qualified bi- lines.
logical safety officer.
The proposed revised guidelines preExperience gained in the past 5 pared by the RAC and published in
years in explaining recombinant DNA the FEDERAL REGISTER on September
technology has shown how valuable 27, 1977, are referred to below as the
can be a community's activities. At PRG-RAC.
least one member of the IBC is to be a
The proposed revised guidelines
"public member'--Le., one who has no which are being proposed now by NIH
financial connection with the Institu- are referred to below as the PRGtion. Further, to ensure opportunity NIH.
for public particiation at the national
The remainder of this document is
level, procedural are set forth, as ex- divided into four parts corresponding
plained in Part IV of the decision, that to the four parts of the guidelines; Le.,
provide public notice and solicit com- L Scope of the Guidelines; I. Containment on the major actions of NIAH.
ment; III. Containment Guidelines for
Another stipulation of the revised Covered Experiments; and IV. Roles
guidelines is that failure of compliance and Responsibilities.
can lead to suspension of NIH support
Within each of these four parts
for recombinant DNA research.(16)
there are two subsections; Le, Review
Provision is now made for the pri- of RAC-Proposed Guidelines and
vate sector to register voluntarily Its Review of Comments and NIH-Prorecombinant DNA activities with NIH. posed Guidelines. The first subsection

FEDERAL REGISTER, VOL 43, NO. 146&-

DAY, JULY 28, 1978

33046

NOTICES

describes how the PRG-RAC differs
from the 1976 guidelines; the second
describes (1) the public comments received both before and after the December 1977 DAC meeting, concerning
the PRG-RAC, and (2) the changes
which have been made in response to
these comments leading to the PRGNIH.
FooTNozs TO INTRODUCTION AND OVERVIEW

(1) In addition to the proposed revised
guidelines and this "Decision Document,"
there is also being released an Environmental Impact Assesemment, including numerous appendices.

(2) The capability to perform DNA recombinations, and the potential hazards, had
become apparent to scientists at the Gordon
Research Conference on Nucleic Acids in
July 1973. At their behest the National
Academy of Sciences created a committee
that organized an international conference

held in February 1975 at Asilomar Conference Center, Pacific Grover, Calif. Approximately 150 scientists, of whom a third were
from foreign countries, were present. The
committee also called on the National Institutes of Health to establish an advisory
committee to draft guidelines for the conduct of this research. Temporary guidelines
were issued at Asilomar pending issuance of
NIH guidelines.
In response, the NIH Recombinant Advisory Committee (formally "NIH Recombinant DNA Molecule Program Advisory Committee") was established in October 1974 to
advise the Secretary of HEW, the Assistant
Secretary for Health, and the Director of
NIH to accomplish these tasks. The several
meetings at which the Recombinant Advisory Committee developed its proposed guidelines in 1975 were announced in the FEDERAL
REGIsTER and were open to the public. The

on a recommended revised version, which
was referred to the NIH Director for review
in December 1975.
A special meeting of the public advisory
Committee to the Director, NIH, was convened in February 1976 to review these proposed. guidelines. In addition to current
members of the committee, a number of
former committee members as well as other
scientific and public representatives had
been invited to participate. There was ample
opportunity for comment and an airing of
the issues, both by the committee members
and the public witnesses. All major points of
view were broadly represented.
The proposed guidelines were reviewed by
the Director, NIH, in the light of comments
and suggestions made at the public hearing
as well as extensive written correspondence
received after the meeting. When the final
guidelines were released in June 1976, an accompanying decision paper described in
great detail all relevant public comments
and the reason for accepting or rejecting
specific recommendations in preparing the
final guidelines. The NIH guidelines and the
Decision of the Director, NIH, were pub.
lished in the FEDERAL REGISTER on July 7,
1976. In addition, copies of the guidelines
were widely distributed to foreign embassies, medical and scientific journals, NIH
grantees and contractors, and professional
research societies.
(3) The following committees have held
hearings and/or markup sessions on Recombinant DNA legislation:
House-The Subcommittee on Health and
the Environment and its parent, the Committee on Interstate and Foreign Commerce; the Subcommittee on Science, Research, and Technology and Its parent, the
Committee on Science and Technology.
Senate-The Subcommittee on Health
and Scientific Research and its parent, the
Committee on Human Resources; the Subcommittee on Science, Technology, and
Space. Its parent, the Committee on Commerce, Science, and Transportation, has not
held any hearings or markup sessions on
this topic.

The following bills on recombinant
DNA technology have been formally
introduced:
(4) The Recombinant Advisory Committee
considered Its proposed revisions at meetings throughout 1977. The version proposed
to the Director, NIH, in September 1977, appeared in the FEDmAL REGISTER on September 27, 1977.
(5) This meeting of the Director's Advisory Committee took place in Bethesda on December 15-16, 1977. A summary of the meeting appeared in the recombinant DNA technical bulletin, and the complete record will
shortly be published by NIH in vol. 3 of the
series recombinant DNA research.
(6) The NIH-sponsored meeting at Fnlmouth, Mass., on June 20-22, 1977, was
chaired by Dr. Sherwood Gorbach. A complete record of this meeting appears in the
"Journal of Infectious Diseases" (May
1978).
(7) The "U.S.-EMBO Workshop to Assess
Risks for Recombinant DNA Experiments
Involving the Genomes of Animal, Plant,
and Insect Viruses" was held on January 2628, 1978, in Ascot, England. It was attended
by experts on viruses from the United
States, Britain, and other European countries, a majority of whom were not engaged
in recombinant DNA research. The primary
purpose of the meeting was to conduct a scientific and technical analysis of possible
risks associated with cloning eukaryotie
viral DNA segments in E. colt K-12 hostvector systems and with the use of eukaryotic viruses as cloning vectors in animal,
plant, and insect systems. The report of the
workshop was published in the FEDERA
REGISTER on March 31, 1978, and appears as
appendix E to the accompanying environmental impact assessment. The results of
the Ascot meeting were then reviewed by
another gropp of U.S. virologists who converted them into recommendations for revision of the guidelines. This working group
was chaired by Dr. Harold Ginsberg and

met on April 6-7, 1978. Its report appears as
appendix F to the accompanying environmental Impact assessment. The report was
considered by the Recombinant Advisory
Date
Chief sponsor
Bill
Committee at its April 27-28, 1978, meeting.
(8) The "Workshop on Risk Assessment of
House:
Agricultural Pathogens" was held on March
H. Res. 131 ...............
20-21, 1978, in Washington, D.C., under the
.....Richard Ottinger, Democrat of Jan. 19, 1977.
auspices of the National Science FoundaNew York.
Feb. 7,1977.
do......................
Identical to S. 621 .........
H.R. 3191 ........
tion, the Department of Agriculture, and"
...... Feb. 16,1977.
do ................................
do ..........................................
H.R. 3591 ........................
the National Institutes of Health. A copy of
Do.
do.................................................
H.R. 3592 .................do ........................
the report of this workshop appears as ap.
........... Stephen Solarz, Democrat of New Mar. 1, 1977.
.
.
.
H.R. 4232 . .
pendix G to the accompanying envlronmenYork.
tal impact assessment.
Paul Rogers, Democrat of FLorida.. Mar. 9.1977.
H.R. 4759 .................................................................
(9) The United Kingdom guidelines, also
Mar. 10. 1977.
...do .................................................
H.R. 4849 .......Identical to H.R. 4759 ..
known as the "Williams report," were Issued
Mar. 14.1977.
H.R. 5020 .................. Identical to S. 621 ............... Ottinger ............................................
H.R. 6158 .................. Administration bill ............ Rogers . ....................................... Apr. 6. 1977.
in August 1976. A fairly comprehensive
...... M ay 24. 1977
do ..................................
..................................................
H.R. 7418 ..................
review of the International aspects of reJune 20, 1977.
..........................
do ..........
..........
.
........
H.R. 7897 ..
combinant DNA research, including IssuFeb.
28,
1978.
and
Harley
Staggers,
DemoRogers
.......................................................
H.R. 11192
ance of national guidelines, is contained in
crats of West Virginia.
the "Report of the Federal Interagency
Senate:

committee, after preparing several draft'
versions of guidelines, reached agreement

S. 621 .................

S.945 ...............................................................

S.1217 ....................

Administration blll.........

D2.1e.Bumpers. Democrat of Arkan-

Feb. 4.1977.

as.
Howard Metzenbaum, Democrat of

Mar. 8,1977.

Ohio.
Edward Kennedy, Democrat of
Massachusetts.

S. 1217.......................
............................. As.reprte&,z2ccompanfed..._-=d .d................. .
by Report 95-359.

.......

Gaylord Nelson, Democrat of wlsS. 1217................... Amendment 754 in the
nature of a substitute. consin.
Kennedy...............................
S. 1217................ Amendment 1713 in the
nature of a substitute.

Apr. 1,1977
July 22, 1977.
Aug. 2.1977.
Mar. 1. 1978

Committee on Recombinant DNA Research:

International Activities," November 1977,
This is available from the Office of Recombinant DNA Activities, National Institutes
of Health, Bethesda, Md. 20014.
(10) Under the NIH guidelines. experl.
ments using prokaryotic hosts other than E.
colt K-12 are severely limited whereas such
experiments are proceeding in Europe, especially with Bacillus subtilis. Certain other
categories of experiments require, according
to the NIH guidelines, either P4+EK2 or
P3+EK3 containment. Since no EK3 system
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has as yet been certified and since the first
P4 facility has only recently been certified,
these experiments were effectively forbidden. The same experiments require significantly lower containment under some European guidelines.
(11) Prof. James Watson. in testimony at'
the December 1977 DAC meeting and in
print, has sought repentance for his earlier
activities in support of special precautions
for recombinant DNA research.
(12) The report, "Science Policy Implications of DNA Recombinant Molecule Research," March 1978, of the Subcommittee
on Science, Research, and 'Technology of
the Committee on Science and Technology,
U.S. House of Representatives, says. "The
burden of proof of safety factors should not
be borne exclusively by proponents of recombinant DNA research; opponents must
assume acorresponding burden."
(13) Significant differences exist between
prokaryotes and eukaryotes in the ways proteins are synthesized under genic direction,
and these account for limitations on the apparent success of many recombinant DNA
experiments to date. A major thrust of current recombinant DNA research is in the direction of overcoming these differences.
There is every reason to believe that this research will succeed. At my invitation, Dr.
Malcolm Martin of NIH has drawn up this
brief analysis of the state-of-the-art:
The potential use of recombinant DNA
techniques to produce biologically useful
reagents is predicated on: (a) the faithful
replication of a segment of foreignDNA ina
new host cell; (b)-thesynthesis of messenger.
RNA (mRNA) complementary to the inserted DNA: and (c) the efficient translation of
the mRNA into a-polypeptide. In nearly all
cases that -have been examined to date,
DNA, from both eukaryotic and prokaryotic
sources, has been amplified in prokaryotie
host-vector systems. The fidelity of this
entire process 4a, b, and-c) has been verified
in several Instances in which prokaryotic
DNA segments have been cloned In E. coil
and resulted in the synthesis of new polypeptides. Thus, insuch cases, the informational content contained In the inserted prokaryotic DNA is expressed as evidenced by
the synthesis of =RNA and novel proteins.
With few exceptions (some yeast inserts)
the expression of eukaryotic DNA in the
form of biologically ictive or biochemically
detectable polypdptides in prokaryotes has
not been demonstrated using chromosomal
DNA inserts and unmodified vectors. In
nearly all cases where the system has been
rigorously examined, it has been shown that
eukaryotic DNA has replicated in B. colt in
some instances, RNA complementary to the
inserted eukaryotie DNA has been identifled.
Messenger RNA snthesis and function in
E. coil The synthesis of messenger RNA
(mRNA) in a prokaryote, such as E. coil,
proceeds in a linear fashion along the DNA
template of individual gene segments or
groups of related 'genes. In nearly all cases
examined, the mRNA molecules are the
faithful colinear transcripts of prokaryotic
genetic information and can be used In an
unmodified form to-direct the synthesis of
prokaryotic polypeptides: The informationa] content of mRRNA corresponds directly to

the nucleotide sequence of DNA in such sy tems (Le.. aU nucleotides present In a prokaryotie gene are trnscrLbed into messenger RNA which. In turn, programs the bynthesis of a corresponding protein). Control
of this phase of gene expression appears to
be solely at the level of RNA synthesis.
In prokaryotes (and eukaryotes), nucleotide sequences preceding the sequences corresponding to the actual genes play a major
'role in determining (a) whether a given
DNA sequence will be trancribed Into RNA
and (b) whether the RNA so syntheized
will efficiently bind to ribosomes, a prermuisite for protein synthesis. For example.
certain DNA sequences Interact with regions
of RNA polymerase and thereby participate
in the initiation of RNA synthesis: they are
not represented In the final RNA product.
DNA sequences specifying binding to ribosomes are physically located between those
for initiation of RNA synthesis and sequences encoding the amino acids of a particular protein (the gene) and are also contained in theJunctional mRNA molecules.
Messenger RNA synthesis and metabollsm
in eukaryote. Our understanding of gene
regulation and expression in eukaryotle
cells has increased markedly during the past
10 months. A common feature of all systems
that have been carefully evaluated is that,
the Initial, faithful RNA copy of the DNA is
extensively modified to produce a functional form of mRNA. The final mRA contains
only a fraction of the sequences present In
the original RNA product. That is to say
portions of large RNA molecules are removed by mechanisms that are. at present.
-poorly understood and the remaining segments of the primary RNA transcript are
then rejoined to one another. In nearly hll
cases an RNA segment containing a ribosuo
mal binding site is Joined to a segment
coding for a polypeptide: In addition, larger
gene segments are often Joined together.
This process was first obseried In animal
virus systems (1, 2) where It was shown that
viral mENA, containing the information for
a product which had been previously
mapped -to a specific locus on the viral
genome, was complementary to regions of
the viral DNA which were reparated by
more than a thousand nucleotides.
Support for the concept of complex modification leading to functional mRNA in eukaryotic cells has recently come from recombinant DNA experiments in which chromosomal DNA has been cloned in E. coil.
When individual cloned eukaryotle genes
are carefully analyzed. Intervening DNA sequenees which interrupt the actual sequence of the gene In chromosomal DNA
have been Identified. To date. such Intragenie DNA has been detected In oralbumin
(3. 4), fi globin (5, 6), Immunoglobulin (7).
and even tRNA genes (8). In one Instance Lt
has been clearly shown that the intervening
DNA sequences, present In the primary
RNA transcript of 0 globin DNA. are absent
in Bi globin mEndA (5). These mechantsms
presumably function In same regulatory
fashion to modulate eukaryotic gene activity.
7-pucAusoxs ran R=0=tvwenr DIA Rrrra
A. The discovery of the existence of complex processes involved in the maturation of

=RNA eukaryotlc cells and the demonstraUon of intragenlc DNA in several eukaryotlc
genes suggests that: (1)cloning of chromosomal DNAIn E. celi DNA (shotgtn orpurifled) will pose little. If any. risk since the
maturation mechannms have never been
observed In prokaryotes; and (2) investigators who wish to develop prokaryotic clonlg systems for the purposse of synthesizing
useful blological products will utiliz eDNA
copies of functional mRNAs or synthetic
DNA with a nucleotide sequence derived
from a known amino acid sequence as DNA
inserts.
B. Vectors are currently being "engineered" to ensure efficient transcription
and translation of DNA Inserts. Using
slightly different approaches, groups'in San
Franscico and at Harvard (9-11) are preparing DNA segments which: (1) contain the
sequences necessary for Interaction with Y_
coli RNA polymerse linked closely to (2)
sequences which encode a bacterial ribosome binding site. Such DNA segments can
then be added to a prokaryotte cloning
vector next to the site into which a foreign
DNA will be inserted. This arrangement will
facilitate the transcription of the inserted
DNA and enable the mRNA so synthesized
to bind to bacterial ribomes. This embellishment has already been used to maximize
the expression of a bacterlophage gene and
human somatostatin DNA in a plasmid
vector system C10, 11).
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(14) Prohibition (I) In the original guldelines forbids experiments with "oncogenic
viruses classified by NCI as moderate risk."
The abzence of evidence that use of these
viruses will lead to formation of agents
harmful to man and the potential for obtaining useful new knowledge, relevant to
carcinogenests In particular, and genetics in
general. supports the remors] of the prohi-
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"prohibition" sections of the NIH tor, NIH, is given the authority to
guidelines. A comparison of the "pur- grant exceptions from any of the six
pose" language of the two sets of prohibitions. Such a determination
guidelines' reveals that the standards must be based upon the recommendain the PRG-RAC were meant to per- tion of the RAC, and weight must be
tain to recombinant DNA molecules in given in the decisionmaking "both to
organisms. The analogues language in scientific and societal benefits and to
the 1976 guidelines addresses recom- potential risks." The rationale for this
binant DNA molecules whether or not proposed change was the desire of the
they are contained within a cell or RAQ not to preclude the possibility of
virus. The rationale for this change is ,conduction such experiments for some
that DNA by itself (commonly re- compelling social or scientific reaferred to as "naked" DNA) is extreme- sons-for example, risk-assessment exly unlikely to be hazardous under ex- periments.
perimental conditions, as it is rapidly
The sections of the PRG-RAC dealinactivated in nature.
ing with purpose of the guidelines,
The definition in the PRG-RAC definition of recombinant DNA, exconsisted. of two parts: (1) an oper- emptions, and prohibitions evoked a
ational definition of recombinant DNA great deal of comment both before
and (2) a qualification that the guide- and after the December 1977 public
lines would pertain only to "novel" re- hearing. An anylsis of these comments
combinant DNA's. The operational and my decision in response to the
definition does not differ significantly issues raised are presented in the folfrom that in the original guidelines.
lowing section.
The second part, however, called for
the creation of a list of organisms that REVIEV OF COIENTS AND IIH-PROPOSEW
GUIDELINES
exchange genetic information in
nature, commonly referred to as "nonThere
was
considerable
discussion at
novel exchangers." Recombinant DNA the public hearing over the
scope of
formed with DNA from such organ- the guidelines. Some felt that
the
isms would be exempted from the provisions of the PRG-RAC, with the ra- guidelines were too narrow in their
tionale that there is no justification preoccupation with recombinant DNA,
for requiring containment procedures as there exist other forms of genetic
for the handling of recombinations research capable of producing organthat occur regularly in nature and are isms of unknown potential hazard. It
not known to be associated with any was further suggested that the title of
the guidelines be modified to reflect
special hazards.
The provision of an open-ended list- the preoccupation with experiments
ing was recommended rather than is- involving prokaryotes and cells in culsuance or a blanket exemption, be- ture, and that a companion document
cause this would allow the RAC and be released dealing with higher eukarNIH to consider evidence that (1) the yotes. On the other hand, it was also
putative gene transfers do take place argued that genetic research has now
received attention far beyond Its due,
naturally and (2) their exemption
from the guidelines is justifiable (see and that other matters of experimentation await their turn.
footnote 1 of the PRG-RAC).
While It is true that other techAlthough the PRG-RAC deals with
prohibited experiments under Part III, niques in genetic research, such as cell
this decision document, for purposes fusion and chromosome transfer, may
that become apparent below, will con- result in formation of recombinant
sider the definition, exemptions, and molecules, I do not believe at this time
that we should mandate or extend the
prohibitions together under section I.
The "prohibitions" section was guidelines to these research areas.
called section III-A, "Experiments There are inherent in these techThat Are Not To Be Performed," in niques a range of natural barriers to
both the 1976 guidelines and PRG- the formation of hazardous organisms
RAC. Changes from the 1976 guide- which apparently afford adequate conlines, proposed in the PRG-RAC, in- tainment, making unnecessary the iscluded minor wording changes in suance of Federal standards. I base
this conclusion on the fact that such
items (ii), (iv), and (vi).
The ability to grant exemptions for techniques have been used in the labocertain experiments from the "prohi- ratory for decades with no known
bitions" was limited in the 1976 guide- harmful effects on either the public
I. SCOPE OF THE GUIDELINES
lines to only the sixth prohibition health or the environment. I should
(large-scale experiments with recom- also emphasize that the entire area of
REVIEV OF RAC-PROPOSED GUIDELINES
binant DNA's known to make harmful laboratory safety is of primary conIt was the determination of the Re- products). In the PRG-RAC the Direc- cern to NIH and is the subject of constant review and attention. A descripcombinant Advisory Committee that
tion of NIH activities in these areas is
'The
current
guidelines
as
published
in
advances in knowledge pertaining to
presented in the environmental Impact
the
FEDERAL
REGISTER,
July
7,
1976
(41
FR
recombinant DNA activities in past
assessment.
27902),
and
the
RAC's
proposed
revisions
years warranted significant revisions
A commentator suggested that the
(PRO-RAC) as published in the FEDERAL
language be deleted stating that " 0 *
in the "purpose," "definition," aid" REGISTER, Sept. 27. 1977 (42 PR 49596).
bition. The removal of this prohibition was
proposed in the report of the Working
Group on Viruses which met on Apr. 6-8,
1978, and endorsed by the RAC at Its Apr.
27-28, 1978, meeting. The reasoning behind
this is that recombinant DNA experiments
with pieces of these viruses cloned in E. coli
K-12 pose no more risk,.and actually appear
to pose clearly less risk, than work with the
whole infectious virus itself. Since NCI recommends that work with these whole viruses not be prohibited, but rather be performed under containment conditions similar to P3, there is no scientific reason to prohibit recombinant DNA work with these viruses. The "flexibility" clause refers to
power of the Director, NIH, to waive prohibitions when the public interest may be
served by such action.
(15) The Guidelines say at the beginning
of Pt. III, "Given below are containment
guidelines for permissible experiments.
Changes in these levels for specific experiments (or the assignment of levels to experiments not explicitly considered in this section) may be expressly approved by the Director, NIH, on the recommendation of the
Recombinant DNA Advisory Committee."
Insertion of such language into the guidelines was recommended by the RAC at its
Apr. 27-28, 1978, meeting. It recognizes that
the classification of experiments given in
Pt. III will necessarily be imperfect, as investigators in the future devise new ways to
conduct recombinant DNA experiments not
currently foreseen and therefore not explicitly considered in the guidelines. Also, new
data may become available showing that
certain particular experiments currently assigned a particular containment level are,
indeed, clearly more (or less) safe than envisioned at this time.
(16) See App. C to the guidelines and Part
IV of this "Decision Document."
(17) In May 1977, a resident of Frederick,
Md., brought suit in the U.S. District Court
for the District of Columbia to enjoin a proposed risk-assessment experiment which
was about to be undertaken in a maximum
containment facility (P4) located at the
Frederick Cancer Research Center. (Mack v.
CaUfano, Civil Action No. 77-0916). On February 23, 1978, the court issued a decision
refusing to grant the injuction. In so doing,
the court observed that the environmental
Impact statement on the original guidelines
constituted a "hard look" at recombinant
DNA research performed in accordance
with the guidelines.. The court further
noted that compliance with the guidelines.
it appeared, would insure that no recombinant DNA molecules would escape from the
carefully controlled laboratory to the environment, and that the guidelines "represent
an effort by many scientists to evaluate the
hazards and provide safe methods for their
control."
The plaintiff appealed (Appeal No. 781156), and on Mar. 8, 1978, the Court of Appeals for the District of Columbia upheld
the district court decision.
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the revised guidelines [have] the
intent of erring on the side of caution." While believing that the guidelines are, and should be, deliberately
restrictive, I agree with the criticism
that scientists should not enter into
an activity with the intent of erring.
The PRG-NIH now reflects this opinion by deletion of this phrase.
Another commentator suggested
that the guidelines should contain language requiring all publications dealing with recombinant DNA activities
to include a description of the physical
and biological containment procedures
used. While the PRG-NIH urges "that
all publications dealing with recombinant DNA work include a description of
the physical and biological containment procedures employed," NIH is
not well advised to dictate to researchers or editors what must be included in
a scientific publication.
There were'several suggestions that
the purpose of the guidelines be more
clearly stated and that terms be more
precisely defined. I have, therefore,
added considerable new material to
Part I of the PRG-NIH, renamed
"Scope of the Guidelines," and divided
it into the following sections, each of
-whichis discussed further below: Purpose; Definition of Recombinant DNA
Molecules; General Applicability, Prohibitions; Exemptions; and General
Definitions.
Purpose
The introduction to the 1976 guidelines states that "the purpose of these
guidelines is to recommend safeguards
for research on recombinant DNA
molecules." As noted above, to elimlndte "naked" recombinant DNA from
the guidelines, the PRG-RAC proposed this passage to read that the
purpose is to "establish procedures for
handling organisms and viruses containing recombinant DNA molecules."
This proposed revision would have
had the effect of removing from coverage by the guidelines certain experiments which are prohibited by the
1976 guidelines-for example, deliberate formation of naked recombinant
DNA containing genes for the biosynthesis of potent toxins. I have decided
to resolve this issue conservatively.
The language in the PRG-NIH, therefore, clearly states that the guidelines
are intended to pertain to the construction and-.handling of naked recombinant DNA molecules as well as
of organisms and viruses containing
such molecules.
G&neral applicability
Many commentators urged that a
statement of general applicability of
the guidelines be included in an early
part. The issues relate to (1) the applicability of -the guidelines to non-NIH
funded research with recombinant
DNA at institutions receiving NIH
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funds for this purpose, (2) the applica- ments of chemically synthesized DNA.
bility of the guidelines to NIH-sup- I have decided that the most effective
ported recombinant DNA research way to achieve this objective Is simply
conducted in foreign countries, and (3) to include "natural or synthetic DNA"
the location of responsibility for Insur- In the definition of a recombinant
ing compliance with the guidelines. DNA molecule, and this has been inTherefore, a section entitled "General serted In the PRO-NIH definition. A
Applicability" now appears after the new section, therefore, has also been
"Purpose" section in Part I of the added to Part I of the PRG-NIH
PRG-NIM
giving containment levels for work
The existence of guidelines for re- with recombinant DNA molecules concombinant DNA research assumes taining synthetic DNA.
I have also revised what I perceived
their general application. Partial adherence within an institution would to be an ambiguity In the PRG-RAC
defeat the purpose of extending maxi- definition by including .within the
mal protection to the community. PRG-NIH definition language explicThus, It would be Inconsistent for NIH Itly stating that DNA molecules which
to provide funds for biomedical re- result from the replication of recomsearch activities to an institution that binant DNA molecules are subject to
did not meet the standards of the the safety provisions of the guidelines.
Finally, no other provision ol the
guidelines in all of its recombinant
DNA research. regardless of the PRG-RAC definition evoked as much
source of funding. This principle Is comment as did the wording to exnow stated explicity in the PRG-NIH,
clude "non-novel" recombinant DNA
and we intend to consider withholding from the standards. The ambiguity of
NIH funds as a sanction against vlola- such phrases as "known to exchange
chromosomal DNA!" and "by natural
tion.
Rules must be established for the physiological processess" was strongly
conduct of recombinant DNA activities noted, and I agree with the commentafunded by NIH in other countries. tors that we must strive for a greater
Generally, the requirements in force -degree of clarity and objectivity. Thus,
in those countries shall apply. A It has been decided to eliminate in the
memorandum of understanding and PRG-NIH the two conditions cited
agreement (MUA) must still be filed above as criteria for exemption from
with NIH, indicating specifically the guidelines. Staff discussions of the
which guidelines will govern the activi- public comments made It clear that inties; and NIH reserves the right to clusion of exemption provislions within
withhold funding. if the safety prac- the definition Itself was not desirable.
tices to be employed are not compara- Several attempts at appropriate lanble to the NIH guidelines. An explicit guage did not bear careful scrutiny.
statement about this has been inserted
Given this situation, and also my
in the PRG-NIEL
opinion that certain categories of rePart IV of the PRG-NI7H describes combinant DNA experiments are
the responsibilities of all individuals indeed so apparently free of causing
and organizational entities Involved In harm that they should not come
the conduct and review of a recombin- under the guidelines, It was my deciant DNA activity. Two years of experi- sion to remove the criterion of "novelence with administering the NIH ty" from the definition and use it as a
guidelines has indicated that the ultf- basis for the development of a new
mate responsibility for insuring com- section entitled 'Txemptlons'
pliance must be borne by the institu- E zenptions
tion where the research Is being done.
The nature of the public comments
This Implies some discretion under
well-defined limits for interpretation on the PRG-RAC exclusion of nonnoof common standards, and Imposes a vel exchangers can be divided into catrequirement for local expertise other egories-those that pertain to the prothan the investigator's. Accordingly, posed standards and those to the proPart I of the PRG-NIH now requires posed process.
The standards proposed by the
that an individual receiving 1 support for recombinant DNA research be PRG-RAC were that novel recombinassociated with an institution that is ant DNA's are those consisting of "segwilling and able to accept the responsi- ments of any DNA from different spebilities and conditions of local gover- ces not known to exchange chromosonance, described more fully In Part IV mal DNA by natural physiologicalprocesses 0 0 "In general recombinant
of the PRG-NIH.
molecules 0 * * will not be conDefinition of recombinant DNA mole- DNA
sidered novel when all the components
cules
are derived from genomes known to
It became apparent from the com- replicate within the organism used to
ments received that the PRG-RAC propagate the recombinant DNA."
definition was inadequate in that It This Is qualified, however, by a footdid not address the handling of recom- note stating that the 'tecombinant
binant DNA molecules containing seg- DNA formed b etween segments of eu-
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kzcat2c Yial ZMA ad ny eulmryotff
DMNA "0' rhJInot be ezx2cded"0

Vions. hOwever, I w-ant to emphaslie

This list i- analogoiu to the lMt of
'nonnovel exchangers" rrom.scd in
MM- --MA tme as there is more-infor- be cited to exempt from the guidelin23 the PRO-RAC.
matIen Qbout the extent of naturally an activity lsted in the 'ProbibitIons "
The initial entrles on the list specc=Mrn're cnbnational events ,ban section.
fled under exempticn I-E-4 are given
The first ezempton concerns recom- in appendix A to the guideline:. Any
The ipublc commrnts on these binant DA molecules that are not in recombinant DNA molecules composed
- B
standards raz
- the following issues:
organisms or viriss. This is in recog- entirely of DNA segments coming
a That safety rather than novelty nition that "naked" DIA, which is from organisms listed in appendix A,
inactivated in nature, is ex- would be exempt from the PRG-NIH
should be the criterion for exclusion; rapidly
that i3,any rcombinant DNA mole- trnmely un Miely to be hazardous under exemption I-E-4. The Inclusion
experimental conditions. To of the particular organisms listed in
cule that poses a threat to the public under
guard against the remote possibility. appendix A was recommended by the
health or the environment should be
that potentially harmful RAC at its meeting on April 27-28.
covered by the guidelines regardless of however,
naked recombinant DNA will be incor- 1978. (For further dlsc=-zon of this
whether the molecule is a novel one.
porated into an organism, the han- list see appendix D to the accompanyci Others argued that the proper crd- dling of certain naked recombinant
ing Environmental Impact Asessrather
but
terion should not be safety
DiA molecules described in the. "Prowhether the potential hazrd of the hibitions" section remains prohibited. ment.)
The fifth exemption allows the Direcombinant DNA molecules differs It should also be noted that the consignicantly In degree or in kind from cept of extremely low hmzrd of naked rector. NIH. on the recommnendation
these found in nature or from bioha- recombinant DNA wyas included in the of the RAC. after appropriate notico
zurds that are successfully handled by PRG-RAC in the section on "Han- and opportunity for public comment,
to exempt other classes of recombinconventional methods.
dling Recombinant DNA Molecules" at
C0That there is a question of quanti- the end of part IIL This language. I ant DNA molecules if he finds that
ficatiOn that goes beyond novelty; that believe, ib more appropriately present- "they do not prezent a significant rik
to health or the environment." The
is, a recombinatiObal event that occurs ed under the "Exemptions" section.
of classes of experlments
vC2y rarely in nature can be mimicked
The second exemption pertains to exemption
that
do
"not
a zignificant rPk-'
mCre frequently in the laboratory.
recombinant DNUA molecules consist- to health or present
the environment" is the
0 Thtat the IPRG-BAC VMaS ambigu
ing
entirely
of
DNA
segments
from
a
ous In describing the criteria to be single nonrhromcsomal or viral language used in proposed legislation
used v jud!lng novelty.
source. This statement clarifies a cate- (HR. 11192), recently reported out of
O That the list of nolmovel ezchang- gory of '"self-cloning" experiments
the committee on Interstate and Forerc should not be limited to the ex- that are consider-d safe enough to be eign Commmerce and the Committee
cbge of chromosomal DINA, but excluded from the guidelines. This is a on Science and Technology of the U..
should also include plasmid DINA ex- concept which the RAC tried to House of Representatives.
changfe.
In addition to comments pertaining
convey in the PRO-RAC definition by
0 That the list should not be drawn use of the phr-a "differant genomem,"
to the standards for exemption in the
broadly at the species level, but should but which some cemmentators found PRG-RAC. the following comments
deal with exchange at subspecies cmbiguous.
were directed toward the procevmte
levels.
The third exemption concerns "self- whereby exemptions would be rade:
0 That footnote I of yhe PRG-RAC
It exempts from the guide* Rather than compile a list of nonunjustly dis-imated against natural cloning."
lines
recombinant
DTA molecules novel exchangers exempt from the
eukaryotic
invdlv:ng
recombinants
mada entirely from the DTA of a
viral DA and other eularyotic D-L. single- org-anim including the plas- guidelines, the burden of preof should
Others urged that this footnote be ex- riids, viruses, znitvchondrL% or chloro- be on the Director, NIH, to compile a
list of novel exchangerS which are subpanded to ensure that recombinants
plasts7 indigenous to (Me.found in.
involving pathogenic bacteria not nature in) that organism, when propa- ject to the guidelines.
e The procedures and critteriR used
appear on the list.
gated only in that organism (or a in the development of the list should
0 That experiments classified as
closely related strain of the same speP1+EK1 be exempted from the guide- cies). This partially res-onds to the be explained thoroughly, and adelines. Apparently harmless erparil- suggestion made by many commenta- quate opportunity should be given for
ments do not warrant the administra- tor that experiments previously clas- public review and comment.
o Before being placed on the list, l
tive burden that accompanies hnclu- sified as PI+"Xl be excluded from
the data pertaining td the application
sion within the guidelines.
G That it was unclear whether the the guidelines. It ni'co cover. some of should be available for public review.
the cases the RAC was including in
PRG-RAC definition woud permit the concepts of "novelty" and "differIn response to these eomments, the
"self-cloning" experunents (such as
PRG-NIH specifiez, that for exempent
genmes."
This
eemption,
howevthe cloning of B. subtigs genes in B. er, does not include recombinant DNA tion I-E-4 and I-fl-5-the two e:.cmpsub in).I
molecules formed between viral DIA tions which Involve the development
Xt proved impozzible to reconcile and eukaryotic host DNA. In this of "'lists"--these lists will be preparcd
thee dffrences of opinion in the regard it is analcgous to footnote I of by the Director, NIH, on the advice of
the RAC, after appr-opriatonoticc and
definittcn itself, but in my opinion the the PRG-RAC.
"'emtir"
section of the PRGThe fourth eneniption covers "cer- opportunity for public comment PubNIH Cs drafted dce so successfully. tain specified recombinant D21A mole- lication of the PRO-NIH Includes apThis u-ction was drafted by nH staff cules that consist entirely of DNA seg- pendix A giving an initial proposed list
in conjunct"n with a worldg group ments from different species that ex- for exemption I-0-4. As part of the
of the RAC, it was then modified- change DNA by known physiological public cotnment which I am soliciting
-lghtli7 anrl endorsed by the full PAC proressas:' In this case a list is pre- on the entire PRO-WNH, I Include apat its meeting Dn April 27-22, 1978, pared and periodically revised by the pendix A. In the future, no additions
will 'be made to appendix A, nor will
anl ubsequontly modified slightly for Director, I1. on the recommendation
clarity by MHI staff. Before proceed- of ihe RAC, after :appropriate notice any items be listed as ei:mptlor
irg to a cidcumin of these exemp- -and opportunity for public comment. under exemption I-w-5, without upthat no provisIon in this section may
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propriate notice and opportunity for
public comment.
Prohibitions
Two changes in this section' have
-been initiated to make it more compatible with the new "Definition" and
"Exemptions" sections. The first was
to transfer this section from part III
of the guidelines to part -L This is
again to emphasize that the exemptions are not applicable to the six activities listed as being prohibited. The
second was to drop all references to
novel recombinant DNA's and natural
genetic exchange. My other actions
were- based upon the following comments:
* There was general endorsement of
the provision in this section which
grants to the Director, NIH, upon the
recommendation of the RAC, the authority to waive any of the prohibitions. The widespread support for this
authority reflects the realization that
many important risk-assessments experiments may not be able to proceed
otherwise. NIH is now supporting and
will continue to support experiments
that will yield knowledge contributing
ito a better understanding of the
!nature of potential risks of recombinant DNA. This section has been expended in the PRG-NIH to indicate
that if any experiments are excepted
from the prohibitions, they will "at
that time be assigned appropriate
levels of physical and biological containment."
* It was urged that the advice of
'other Government agencies, such as
the Environmental Protection Agency
(EPA) and the Occupational Safety
and Health Administration (OSHA),
,should-be sought when the Director,
INIH, considers invoking this waiver
'authority. The Federal Interagency
Committee on Recombinant DNA Research provides for coordination of
policies in this area. EPA and OSHA
are jepresented on the Committee.
The advice of relevant research and
regulatory agencies will continue to be
sought when appropriate. '
e It was suggested that the RAC as
presently constituted should not be
the sole advisory body because societal
as well as scientific considerations
-must enter~into the waiver decision. As
explained in greater detail in part IV
of this document, the membership of
the RAC will be broadened modestly
as needed for expertise, but provisions
for public notice and opportunity to
comment, and other appropriate adminstrative practices, can be used to
ensure adequate public input when
the issues warrant.
I * It was suggested that ah Environmental Impact Assessment or Statement should accompany each waiver.
My- waiver decisions will include a
careful consideration of the potential

environmental Impact, and certain decisions may be accompanied by a
formal assessment or statement. This
must be determined on a case-by-case
basis.
* It was-suggested that waiver of
the prohibition on the large-scale use
of culture containing recombinant
DNA's be Issued on the basis of industry's experience in dealing with such
cultures. While such experience will
surely be weighed in the decislonmaking, I believe that it should not be the
sole criterion for granting such a
waiver.
o Agricultural scientists noted the
importance to their research community of being allowed eventually to release organisms containing recombinant DNA into the environmenL
When the original guidelines were presented to me in draft form in 1976, the
release of organisms containing recombinant DNA molecules into the environment was to be allowed if a series
of controlled tests had been done to
leave no reasonable doubt of safety. At
that time I rejected this waiver provision because of the limited scientific
evidence available that any of the potential benefits from such a release
were near realization.
The prohibition of deliberate release
into the environment of recombinant
DNA-containing organisms can be
waived if all of the requirements for a
waiver are met (and if the requirements of the National Environmental
Policy Act are considered). Given the
limited experience of NIH in agricultural research, the U.S. Department of
Agriculture would be deeply involved
in this process. I have given written
notice of this opinion to the appropriate officials of the USDA.
9, The Standing Advisory Committee
on Recombinant DNA Research of the
European Molecular Biology Organization (EMBO) has noted that the list
of pathogenic organisms under prohibition I-D-1, especially those in class
5, may not be appropriate for all European countries, and that "the decision
as to which pathogenic orgamisms
should be classified as too dangerous
to use must be the responsibility of national or regional authorties." In response to this a footnote could be
added to the guidelines stating that
prohibition I-D-1 relates only to research in the United States. I have decided, however, not to include such a
footnote, because these guidelines are
directed to NIH grantees and contractors, almost all within this country. In
other countries, different criteria may
govern.
e A final change in the PRG-NIH
relates to prohibition I-D-1. As discussed below In this document in part
III, considerable changes have been
made in the sections dealing with the

use of viral DNA in recombinant DNA
experiments. The history leading to
these changes, including the report of
the "Ascot" workshop (appearing as
appendix E to the accompanying Environmental Impact Assessment) and
the report. of the working group held
on April 6-7, 1978 (ap
ng as appendix P to the accompanying Environmental Impact Assessment), are
discussed In detail in part II of this

document under the heading "Recombinant DNA Experiments Involving
Viral DNA."
One of the Working Group's recommendations, arising out of the "Ascot"
report and endorsed by the RAC at its
April 27-28, 1978, meeting and endorsed by me, is that the previous prohibition on the use in recombinant

DNA experiments of Vesicular Stoma-

titis Virus (VSV) and of oncogenic viruses classified by the National Cancer
Institute (NCI) as "moderate risk"
should be lifted; Instead, use of these
viruses should be permitted under containment conditions to be specified in
part II of the guidelines. The reasoning behind this is that recombinant
DNA experiments with pieces of these
viruses cloned in E. coli K-12 pose nomore risk. and actually appear to pose
clearly less risk, than work with the
whole infectious virus Itself. Since the
Center for Disetse Control (CDC) and
NCI recommend that work with these
whole viruses ndt be prohibited, but
rather be performed under containment conditions similar to P3, there is
no scientific reason to prohibit recom-

binant DNA work with these viruses.

Therefore, prohibition I-D-l in the

PRG-NIH no longer prohibits the use
of VSV or oncogenie viruses classified
by NCI as moderate risk; containment
conditions for their use are specified
in part 1I of the guidelines.
General Definitions
In response to commentators' suggestions that terms be more precisely
defined, I have added a new section to
the PRG-NIH with such definitions.
Many of these terms are further discussed in part IV of PRG-NIa
In summary, part I of the PRG-NIH
has been extensively modified from
that proposed in the PRG-RAC. In an
effort to be responsive to the suggestions of commentators and to make
the guidelines more comprehensible,
the definition of recombinant DNA
molecules has been simplified and
clarified, the "Prohibitions" section
has been 'transferred from part III to
part I, and new sections have been
added to part I including "Exemptions." part I, now entitled "Scope of
the Guidelines." is composed of the
following sections:
" Purpose
" Definition of Recombinant DNA
Molecules
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combinant DNA molecule3. Thus, the
Center for Disease Control, U.S.
Public Health Service, must be notified n the event of any accidental
breakage
during shipment. Also,
agents requiring P4 containment must
be packaged according to strict Federal standards and be shipped by registered mall or an equivalent system
that provides for notifying the shIpper
2. CoiAnnmir
upon delivery.
I have carefully reviewed the recomThe object of these revised guidemendations of the PRO-RAC relating
lines L to insure that experimental
to physical containment and propose
DNA recombination will have no ill efto adopt them with. cer hnmodificafects on the researchers, on the genertions. The modifications, based on
al public, or on the environment. The
issues raised by the Director's Advisoe=snee of their construction, as in the
ry Committee and public commentacase of the 1D76 Guidelines, is subdivitors, are discussed below.
sion of potential experiments by clasw.
and assignment to these of certain
Review of comments and NIH-proprocedure for containment.
posed guidcline3
Contalhnment is both physical -nd
As
reported in the "Deision Docubiological. Tftsqcal containment inment" which accompanizd the release
volves the isolation of the research by
of the 1976 guidelines, comment- on
procedures that have evolved over
the containment provLions ol the
many years of experience in laboratooriginal Guidelines were directed to
rive studying infectious micro-organthe definitions of both phyzical and
isms. ?I containment-the first physibiological containment and to the
cal containment level-is that used in
safety and effeetiveness of the pr-,
most routine bacteriology laboratories.
scribed levels. Several commentatorm
P2 and P3 afford increasing isblation
at that time found the concept of
of the research from the environthent.
physical containment imprecise and
P4 represents the most extreme meassubject to human error. Other. quesuire used for containing virulent pathtioned the concept of biological conogens, and permits no escape of containment in terms of its safety and
taminated air, wastes, or untreated
purported effectiveness In averting pomaterials. Biological containment is
tential hazards, The commentators
the use of biological agents that are
were divided on which method of concrippled by mutation so as to be intainment would provide the most clcapable of surviving under natural
fective and safe system.
condiltions,
Several suggested that each of the
PHYSICAL. Car TAUIam
physical levels be explained more
fully. The physical containment cecRawz of PAC-Propoced Guidelines
tion of the 1976 guidelines,-and now
in
the
PRG-RAC
(whereas
in
the
1976
Tiro major changes were proposed in
of the PRG-NIH-s directly responGuidelines
they
were
uerely
encourthe physical containment section of
sive to many of these commentators.
aged);
the PRG-RAC. One deals with the ore At -the P2 level, prohibitions In addition, the PRG-41H takes Into
ganization of the section; the other inaccount the more recent comments recorporates into the PRG-RAC the against eating, drinking, smoking, and lated to standards for physical and
storage
of
foods
have
been
extended
philosophy and guidance of the report
biological containment, Commentatom
of the MlH European Idolecular Biol- from the work area to the entire labo- on the PRO-RAC have expressed parratorm3,
ogy Organization (EIffBO) Workshop
( The universal biohazard sign is ticular concern over (1) the flexibility
on parameters of physical containnow required at the P2 level. Use of which allows various combinations of
ment.2
containment safeguards, <2) the desLgn
Physical containment requirements these signs has been extended to of containment systems, and (3) the
equipment
such
as
freezers
and
refrigfor ech P level have been organized
adequacy of training in laboratory
under the topic headings Laboratory erators in which organisms containing safety practices. The Standing Advisorecombinant
DNA
molecules
are
Practces, Containment Equipment
ry Committee on Recombinant DNA
and Special Laboratory Design. This stored;
a Access procedures in controlled Research of the European M'.olecular
was-done to emphasize the importance
Biology Organization (E.BO) made a
of laboratory practices and contain- areas adjacent to P3 laboratories have number of recommendations that NIH
been
specified;
ment equipment in achieving the dea Installation of foot-, elbow-, or has considered, and public commentasired safety objective.
tors have proffered additional suggesOther revisions contained in the automatically-Dperated facilities for tions relating to specific levels of phys"Phyr!qal Containment" section re- washinm hands Is now reauired in P3- ical containment and to shipment of
level aboratoies;
,* Specific guidance on containment recombinant DNA materials. Theme
gThe 'Rprt of the NIEJEMBO Work- equipment
appropriate for laboratory are examined below.,
shop (Parameters of Physical ContainConcept of "Flexibility," Some comhas been added to the P3 and
ment)" may be obtained from the Office of' animals
mentators have expressd concern
Research Safety, National Cancer Institute,- P4 sections
SThe labeling requirementa for over the flexibility provided in Tables
Roam-=347. Building 13. National Institutes
of Eealtb , 2009 Raocklile PRke Bethesda, shipment, of etiologic -agents now I and 11 that allows various comblnaapply to all organisms containing re-. tions of containment s-feguP_d". lFor
M~d. M514:

( General Applicability.
a Prohibitions
* Exemptions
D General Definitions
3t should be noted that the Prohibiticm appear before the Exemptions.
This will again emphasize the fact'
that the latter provisions cannot be
used to claim relief from the former.

fleet a.conscious effort to encourage
international uniformity. with respect
to. recombinant DNA guidelines.-This
has been achieved by revising the containment descriptions so that they are
consistent with the guidance provided
in the 10T0/EBO report. In addition,
some statements have been rewritten
and others added in order to clarify
the basic requirements for each level
of contdinment. The most sigPnificant
clarifications were made in the areas
on containment equipment and special
facility design. The revisions, however,
have not resulted in changing the purpose or intent of the physical containment descriptions in the 1976 Guidelines.
Two specific additions to the Guidelines that originated from the NHI
EbBO report are particularly notable.
The first is that Tables I and 11 have
been added to the P3 and P4 sections,
xespectively. These tables show combinations of safeguards that provide
similar protection. The combinations
are dependent on the level of biological containment. This approach allows
flexibility in selecting containment
equipment for a particular study without compromising safety.
The second specific addition is the
inclusion of laboratory design criteria
for an area in which personnel wear
positive-pressure suits ventilated by
life-support systems. This added approach provides a level of physical
containment equivalent to thst afforded by the glove-box cabinet requirement at the F4 level.
Other important charges are summarized below.,
( Certain specific microbiological
practices are mandated at the P1 level
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example, some feel that work in a P3
facility conveys a desirable sense of
hazard, whereas a reduction to the P2
level will promote an undesirable xelaxation of vigilance, it has also been
suggested that an increase in the options increases the difficulty of control
and implementation of the guidelines.
Some commentators object to specific
options provided at the P3 and P4
levels. NIH has been urged to include
a better explanation of the rationale
for this flexibility.
Indeed, the calculus of switching
physical and biological containment
levels has been questioned. Does an increase in biological containment from
EN to EK2 truly compensate a reduction in physical containment from P3
to P2?
The scale of either form of containment from least to greatest is not neeessarily linear, and substitutions are
only roughly approximate. Nevertheless, there are some humerical, bases
for comparison.
For example, a class III biological
safety cabinet is required at the P4
level (if a positive pressure suit is not
used); whereas at P3, one can work in
an open-front biological safety cabinet. The class III cabinet is virtually
an absolute containment system. It is
certified gas-tight when tested under
positive pressure. It is operated under
negative pressure to gain optimum
safety. It provides at least a 10,000- to
100,000-fold increase in safety over
that provided by a Class I or II cabinet, which is required at the P3 level
The relative safety of these two 'containment cabinets is based on the efficiency of their exhaust-air treatment
systems. The exhaust-air treatment
for the class III cabinet is provided by
two EPA filters installed in series.
This arrangement gives a containment
efficiency of at least 99.99 percent.
The exhaust-air treatment for class I
and II cabinets, with only one HEPA
filter, provides a bontainment efficiency of 99.99 percent. The potential for
escape of microorganisms across the
open front of the class I and II cabin'ets is similar to that for escape
through the exhaust-air treatment
system under operating conditions.
These cabinets must meet a performance criterion which permits fewer
than 20 microorganisms to escape
through the open front
when 1x108
(100,000,000) to 8x10 8 (800.000.000)
microorganisms are experimentally released within the cabinet. The degree
of protection provided by the class I or
II cabinets is equivalent to the increase in safety at the P3 level over
that provided at the P1 level which
allows open-bench operations.
The symbol- HEV (Host-Vector) is
used in the PRG-NIH to designate
biological containment systems encompassing the present EK systems. HV2

is defined In terms of a probability of
escape of recombinant DNA of less
than 1 in 10' (1 in 100,000,000). In considering "equivalency" between P and
EK levels, it Is recognized that the two
systems are conceptually different.
Biological safety cabinets are designed
primarily for the protection of the laboratory worker, and all physical containment protection stops at the walls
of the laboratory. Biological containment continues to operate even were
an organism to escape from the laboratory.
The flexibility allowed In alternate
P and HV levels Is carefully explained
in the text of the PRG-NIH, and the
investigator must follow the explicit
requirements set forth in Part I of
the proposed guidelines and Tables I
and II.
Redundancy. A question has been
raised concerning redundancy in the
safety systems to insure that alternate
systerms will come into play in case of
an emergency-for example, power
failures or major accidents. The concept of redundancy is inherent in the
design of the containment systems
used in recombinant DNA research.
Redundancy, however, is provided by
standby systems, but rather by design
features and operational requirements
of the safety systems used. For example, primary containment at the P4
level is provided by the gas-tight class
I cabinet system. These cabinets are
also maintained under negative 'air
pressure, which would provide protection against the-release of inlcrorganIsms in the event that a glove were to
rupture or a leak to develop. Similarly.
the physical Isolation of the class I
cabinet would not be compromised In
the event of a power failure. However,
since the redundant prdtection provided by the negative pressure would
be compromised, personnel would be
instructed to stop work immediately
during the power interruption. Another example is the requirement that
the exhaust and supply fans for P4 facilities be interlocked. This assures
that in the event of failure of the exhaust fan, the supply fan will automatically shut down, preventing the
pressurization of the laboratory environment. As with the class MII cabinet
example, personnel would stop their
work because of the loss of secondary
protection provided by the ventilation
systems.
Operational
procedures,
therefore, become an important element in assuring safety in the event of
any system failure.
Institutions are required to devise
emergency plans to handle possible
problems. In response to recommendations of the Environmental Protection
Agency Study Group on Recombinant
DNA and to concerns raised by commentators, NIH has stipulated more
clearly (in the supplement to the

PRG-NIH
entitle&L
"Laboratory
Safety Monograph") certain elements
in these emergency plans. Moreover,
NIH staff have recently met with representatives of the center for Disease
Control (CDC) to establish a mechanism for providing advice, consultation, or assistance, If necessary, In case
of an emergency, such as an accident
In the laboratory.
Laboratorysafety. A number of commentators felt that the PRG-RAC was
vague In'regard to the training in
safety of researchers, students, and
Janitors. It was urged that specific curricula be developed anf that a requirement for certification of training be
stipulated In the guidelines (a recommendation also made by the EPA
Study Group on Recombinant DNA).
It has been suggested, further, that
NIH develop curricula for training.
At the present time, NIH has a contract with the American Society for
Microblology (ASM) to develop minimum standards for training participants in recombinant DNA research.
The ASIA Working Panel will consider
what standards of training in microbiologic techniques are appropriate for
the conduct of experiment requiring
P1 through P3 containment conditions. The Panel will solicit views from
the scientific community to develop
minimum requirements for training.
The Panel's report will be made available to the IBC's and investigators to
set standards for all who participate in
this research. In view of these developments, formal certification requirements by NIH are considered premature.
Other commentators stressed the
need for more stringent measures in
regard to safe practices. In particular,
these commentators urged regular
monitoring of laboratory facilities,
preferably at all P levels. This would
include monitoring of microbiological
practices, serological monitoring, and
CDC review of incidence of infections.
It was also suggested that regular inspections be performed by individuals
not associated with the institution (to
preclude conflict of interest); that the
guidelines require a member of the
work force to be represented on the Instltutional blosafety committee; and
that penalties (other than cutoff of
funds) be Imposed on violators as a deterrent. I have accepted many of these
proposals; the specific NIH actions in
regard to them are discussed in Part
IV of this document.
Appendix D, "Supplementary Informatlion on Physical Containment," was
added to the 1976 guidelines in response to numerous requests for greater specificity in describing containment requirements. Commentators
noted the absence of this document
from the PRG-RAC and urged that it
be retained and further expanded. Ac-
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cordingly, a special committee of
safety and health experts was convened by W. Emmett Barkley, Ph. D.,
Director of the Office of Research
Safety, National Cancer Institute, to
review and revise
this supplementary
information. ' Several sections have
been extensively rewritten, and new
sections have been added on evaluation methods for P facilities, certification procedures for P4 facilities, hertification of biological safety cabinets,
emergency control procedures, medical
surveillance programs, and other
topics. This document is separately
available as "Laboratory Safety Monograph-A Supplement -to the NIH
Guidelines for Recombinant DNA Research."
Other comments. A number of additional comments have been received
from public commentators relating to
proposed actions at specific levels of
physical containment.
It has been suggested that certain
requirements at the P1 level remain
"permissive" rather than be changed
to "mandatory"; i.e., that the language
In the PRG-NIH read "should" rather
than "shall." NIH considers this inconsistent with the stated principle of
specifying requirements, and has
therefore mandated adherence to
these good microbiological practices.
The EMBO Standing Advisory Committee on Recombinant DNA Research has recommended that simple
air exhaust cabinets be used at the P1
level when there is likelihood of producing large amounts of aerosols. In
the view of NIH such cabinets are unnecessary, as the agents used at this
level would not create aerosols hazard-,
ous to laboratory workers.
A recommendation has been received
from the EMBO Standing Advisory
Committee on Recombinant DNA Research to reclassify P2 with a class III
cabinet as equivalent to P3 specifications. While this option was permitted
in the 1976 guidelines, it is no longer
considered practical. The cost of fabricating and installing class III cabinets
would far exceed the cost of installing
a new exhaust-air system for the laboratory. It is considered more cost-effective and desirable to convert P2 laboratories into P3 laboratories. The
elimination of the 1976 option should
be giewed as an encouragement to upgrade laboratories.
It has been observed that many class
II safety cabinets do not meet accepted standards. A recommendation has
been made that the local IBC be authorized to certify these cabinets, and
that such a requirement be included In
the guidelines. It should be noted that
the guidelines already authorize IBC's
to certify safety practices and procedures; however, to respond more directly to the above suggestion, a special section on certification of biologi-

cal safety cabinets has been included
in the supplement to the PRG-NIH
entitled "Laboratory Safety Monograph."
The EMBO Standing Advisory Committee on Recomfbinant DNA Research observes that in the case of a
P3 facility, the proposed revisions do
not speak to precautions against the
contamination of the main-water supplies by laboratory water systems. It is
noted that building codes and laboratory design standards require that precautionary measures be taken to separate potable water systems from laboratory process water. Additional precautions have been required at the P4
level. Standard design practice is felt
to be appropriate at the P3 level.
Some commentators have pointed
out that the PRG-RAC did not require an autoclave in the P3 laboratory itself, but only within the building, The 1976 guidelines require that
for P3 laboratories an autoclave be
available "within the building and
preferably within the controlled laboratory area." Some believe an autoclave in the P3 laboratory should be
required. One commentator felt that
the autoclave should be "as close as
possible" to the controlled area of the
P3 laboratory, not merely available in
the same building. He pointed out that
from an operational point of view, the
closer the autoclave can be to the solid
waste, the better. This is especially
true in the larger medical research
complexes, where transport of Wastes
from the laboratory to the autoclave
might involve passage "via some
rather sensitive patient areas of the
institution." He prefers that the autoclave be located either in the controlled area or as close to it as possible, with such explicit language in the
guidelines. The language in the 1976
guidelines stating that in a P3 laboratory "an autoclave shall be available
within the building and preferably
within the controlled laboratory area"
has been reinserted in the PRG-NIH.
However, an absolute requirement
that the autoclave must be within the
controlled area is not considered appropriate, since contaminated materials can be safely transported. Such a
requirement would exclude the use of
autoclaves in waste staging areas that
have been conveniently sited to support an entire facility.
The PRG-RAC states that P4 work
can be done in either (1) a class III
cabinet system or (2) a class I or class
n cabinet system in a special area
where all personnel wear one-piece,
positive-pressure suits. Some investigators apparently prefer use of pressure
suits over work in%the class III cabinets. NIH believes that the 'suits are
especially useful in working with experimental animals in a P4 facility or
with large amounts of material. At

present, however, most recombinant
DNA studies are handled more practi.
cally in a class III without need for a
suit.
In 1976, several commentators advocated that NIH arrange for sharing 6f
P4 facilities, both by nvestigators
from the NIH intramural program and
from institutions supported through
NIH awards. In response to these suggestions and those of recent commentators, we have arranged to make our
recently established P4 facilities at the
Frederick Cancer Research Center
(Fort Detrick) available to outside scientists.
Shipment. Some commentators have
urged that stricter controls be required on shipping recombinant DNA
molecules in or out of the country. It
has been recommended, for example,
that shipping procedures differentiate
between types of substances being
transported. We wish to emphasize
that requirements for shipping organisms that contain recombinant DNA
molecules are consistent with relevant
Public Health Service, Department of
Transportation, and Civil Aeronautics
Board regulations, and are also in
compliance with the World Health Organization recommendations on th6
international shipment of biologic
agents. It should be noted that organisms containing recombinant DNA
molecules all require the same containment conditions as for the most
hazardous known agents.
The EVTBO Standing Advisory Committee on Recombinant DNA Re.
search recommends that before a shipment Is made, the recipients of organ.
isms containing recombinant DNA
molecules should affirm to the donors
that they are following the safety
standards and practices of their country. NIH considersthis a sound recom.
mendation and requires the following
(as stated in the NIH Guide for grants
and contracts):
All memoranda of understanding and
agreement (MUA's) submitted with competing and noncompeting applications Involv.
ing recombinant DNA research must indl.
cate that the principal investigator (pro.
gram director, fellow, or candidate) agrees
to comply with the NIH Guidelines and
other specific NIH instructions pertaining
to the proposed project. Included in the provisions are the following pertaining to shipment or transfer or recombinant DNA materials:
A. Prior to shipment or transfer of recombinant DNA materials to other Federally
funded investigators within the United
States, the sending laboratory shall obtain a
letter from the requesting laboratory stat.
Ing that:
1. Research involving recombinant DNA
molecules shall be conducted in compliance
with the NIH Guidelines and other NIH
instructions, and that the requesting labora.
tory shall not transfer the recombinant
DNA materials to other laboratorles:'
2. The requesting laboratory has been reviewed by its Institutional Blosafety Com-
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mittee which has certified that facilities,
procedures, and- the training and expertise

of the personnel involved are adequate;
3. An approve-MUA with a certification Is
on file with the funding agency of the relaboratory;,
questing
14. A cojy
of this letter is on file with the
requesting laboratory's Institutional Biohazards Committee.
B. Prior to shipment or transfer of fecombinant

DNA

materiali

to non-Federally

funded investigators or institutions within
the United States, the sending laboratory
shall obtain a letter from the requesting

ant DNA experiments Involving E. calf X-12
host-vectors. The group felt that the only

plausible way E. colt K-12 could gain entry

into laboratory workers was by oral ingestion. The analysis contained in the U.EMBO Repo't was predicated on the
remote possibility that E. colt K-12, containing eukaryotic viral DNA. would be
swallowed and the viral DNA insert would
be delivered to a tissue In the body which
ordinarily would be inaccessible to the virus.
A prohibition of mouth pipetting would
clearly prevent this sequence of events from

even beginning. The Working Group therefore recommended that no mouth pipetting
be allowed at any level of physical containabove.
C. Prior to international shipment of re- ment (including P) when working with E.
combinant DNA materials, the sending labo- colt K-12.
ratory shall obtain a statement from the reOn the other hand,-when I requestquesting laboratory stating that research ined that the RAC, at their April 27-28,
volving recombinart DNA molecules shall
1978, meeting reconsider whether
be conducted in a -ordance with the containment levels spe .ified by the NIH Guidemouth pipetting should not be banned
lines, or applicable national guidelines if
at the P1 level, it was their consensus
such have been adopted by the country In that many experiments classified as
which the research is to be conducted, and
that the requesting laboratory shall not P1 need not include a ban on mouthpipetting, and that therefore P1 in
transfer the recombinant DNA material to
general should not be redefined. Inother laboratories.
D. The sending laboratory shall maintain. stead, they recommended that only
a record of all shipments of recombinant
certain classes of P1 experiments be
DNA materials and shall provide NIH with
designated as requiring no mouth-pla complete list of such shipments in the petting.
annual progess report for NM grants and
In resolving this Issue, I have decidcontracts.
ed to adopt the conservative position
Mounth-pipetting at the P1 level. and ban mouth-pipetting. Accordingly,
Both the 1976 guidelines and the language has been inserted in the
PRG-RAC prohibit mouth-pipetting PRG-NIH saying that at the P1 level,
at the P2, P3, and P4 levels. For the "Mechanical pipetting devices shall be
P1 level, however, they state, "Al- used pipettdng by mouth is prohibitthough pipetting by mouth is permit- ed." Since mouth-pipetting had alted, it is preferable that mechanical ready been banned at ,the P2-P-4
pipetting devices be used. When pipet- levels, this means that
Is now
ting'by mouth, cotton-plugged pipettes banned for all experiments It
covered by
shall be employed." A number of com- these guidelines.
mentators have urged that mouth-pipetting be prohibited at the P1 level of
BIOLOGICAL CONTAINMNUT
physical containment. This is strongly
Review
of RAC-proposed guidelines
endorsed by NIH safety experts, who
point out that this.is an important
Experiments on recombinant DNA's
safety feature, and that efficient new by their very nature lend themselves
mechanical pipetting aids should not to applications of highly specific blogreatly hamper researchers. Also, the logical barriers as a means of containEMBO Standing Advisory Committee
ment. In fact, there are natural'baron Recombinant DNA Research "be- riers that limit either the infectivity of
lieves that mouth pipetting should be a vector or vehicle (plasmld or virus)
prohibited in the P1 laboratory, as it is to specific hosts, or Its dissemination
prohibited in P2-P4 laboratories." In
and survival in the environment. Both
addition, the Working Group of
the vectors whereby DNA Is transAmerican virologists which met on
ferred to the recipient host and the
April 6-7, 1978; to review the report of host cells wherein It replicates can be
the U.S.-EMBO Workshop to Assess designed genetically to decrease by
Risks for Recombinant Experiments many orders of magnitude the probInvolving the Genomes of Animal, ability of dissemination of recomPlant, and Insect Viruses' wrote the binant DNA outside the laboratory.
following in their report:
The proposed revised guidelines deIn its deliberations, the Working Group scribe the categories of hosts and vecwas impressed with the safeguards afforded tors to be used in minimizing the
by a ban on mouth pipetting for recombin- spread of organisms containing recombinant DNA. The PRG-RAC differs In
'The history of the U.S.-EM:BO Work- some respects from the 1976 guidelines
shop and the April 6-07. 1978. working as a result of certain changes in definigroup is discussed in detail in Pt. III of this tions of HV systems and
in the redocument under the heading "Recombinant
DNA Experiments Involving Viral DNA" quirements at specific HV levels (notaand tie report of the working group ap- bly HV3) A new section has been
pears as App. E to the accoihpanying envi- added on certification of host-vector
rbnmental impact assessment.
systems.
laboratory stating items 1, 2,and 4 under A

Definitions'ofhost-vector systems. A
new nomenclature--HV1, HV2, and
HV3-has been developed to incorporate a variety of hosts and vectors into
the framework initially established for
E. calf X-12. In particular, the PRGRAC provides criteria for HVI systems
other than E. coli K-12. In the 1976
guidelines, cloning systems other than
E. colt K-12 were to be considered
only if superior to E. coli K-12 in containment properties; but It is now recognized that many useful experiments
can only be cqnducted using HV systems other than those based on E. coli
K-12, and that such experiments
should be permitted so long as the
proposed HV system provides equivalent biological containment. The new
HV1 criteria provide a structure for
approval of systems that meet these
requirements.'
H2 system& AT the HV2 level of
containment, there are no substantive
changes comparing the 1976 guidelines
with the PRG RAC. However, the
RAC, on June 23, 1977-the same day
it approved the PRG-RAC-also
adopted unanimously "Instructions to
Investigators Concerning Data To Be
Submitted on Host-Plasmid Systems
Proposed for EK2 Certification." Although not officially part of the PRGRAC, these instructions set forth criteria that any putative EK2 hostvector systems must meet before reconmendation by the RAC for certification. The RAC applied these criteria
in reviewing new systes (pBR322 and
pBR313 in x1776) at the June 23, 1977,
meeting, and will do so for all future
submissions. It was made clear at'the
meeting that these criteria are definitely more stringent than previous
ones, and this greater stringency
means that EK2 host-vector systems
approved now and to be approved in
the future are even safer than those
approved previously.
Requirements for -H13 system&
These have been made more stringent
in the PRG-RAC than the corresponding requirements for EK3 in the
1976 guidelines. The PRG-RAC requires that the vector be dependent on
Its propagation host or be highly defective in mobilizability. "Reversion to
host-independence must be less than
/oS per vector genome per generation." Also, the vector may carry no
resistance to antibiotics used clinically
or in agriculture. The provision that
antibiotic resistance markers of medical or agricultural importance are not
to be used in the vector should prevent any inadvertent advantage for recombinant DNA-bearing vectors that
encounter antibiotics in the environment.
'Under the proposed revisions, HVls
other than . colt K-12 need not offer a distinct advantage over E. calf IK-12 host-vectors. need not be capable of modification to
HV2 and HV3, and need not be cl I etiolosic agents.
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Certification of host-vector systems.
A new section has been added detailing the responsibility for certification
of HVI. EV2, and HV3 systems, the
types of data to be submitted, and the
mechanisms for distributing strains
once certified. The section delineates
procedures used by the RAC for the
past 2 years and therefore represents
no change from practices under the
1976 guidelines.
Review of comments and NIH-proposed guidelines
I have reviewed the biological containment section of the PRG-RAC in
the light of comments and suggestions
made by participants of the Director's
Advisory Committee (DAC) as well as
written comments received before and
afterward, and have adopted the recommendations of the PRG-RAC with
some revisions. An analysis of the specific issues raised by commentators
and the basis for my decision follow.
Development of Alternative HostVector Systems. Many commentators
from the scientific community believe
that the PRG-RAC discriminates
against alternate host-vector systems
other than E. coli K-12. They urge development of other systems, maintaining that new systems will be needed
increasingly, both in pure research
and in industry, and should be certified as soon as possible. It is unlikely,
according to one commentator, that
agriculture will best be served through
the use of Z. colt K-12 (or B. subtilis),
and that alternate host-vector systems
are therefore essential if the potential
of recombinant DNA technology for
agriculture is to be realized. In view of
the support evident at the 1976 DAC
meeting for N
to encourage development of alternate host-vector systems,
one commentator expressed disappointment that there was not now a
large NIH contract program in this
area.

Others view the introduction of alternate HV systems with some misgivings. It was pointed out, for example,
that if uncertainty continues to surround research with so well-studied an
organism as E. coli K-12, our ignorance must be that much greater with
regard to any other organism-its ecological involvement, the organisms
with which It can exchange DNA, etc.
Moreover, the guidelines, which have
been developed around the use of E.
coli K-12, are primarily focused on
dangers to man, and the Introduction
of new systems may affect other life
forms with which we should be equally concerned. In the view of commentators who urge restraint, the larger
the number of systems certified, the
greater the problem of monitoring the
work.

Clearly, however, research addressed
to the development of other hostvector systems must proceed. This is

NOTICES
particularly evident in the agricultural
sector, where the potential for immediate benefits to man is great. At present, a number of alternate systems, including those using B. subtilis and
Saccharomyces cerevtstae, are being
developed by NIH grantees. The interest shown by numerous investigators
in developing new host-vector systems
means that IH need not develop a
special program to promote research
in this area.
I appreciate and understand the concern of those who urge deliberate caution. I would stress that the same considerations of safety and risk associated with the use of E. coli K-12 will
also apply to any new host-vector systems to be certified in the future.
Risk Assessment Many commentators advocate more studies in risk assessment. It has been maintained that
assumptions about biological containment may not be valid and that all
components should be tested. Concern
has been expressed that the biological
containment safety systems may fail
bltogether.
Some risk assessment studies are
-prohibited by the 1976 guidelines.
Under the PRG-RAC, however, the
Director, NBI on recommendation of
the RAC, would have discretion to
permit such risk assessment experiments by granting awaiver from a specific prohibition. There was virtually
unanimous support for this discretion
at the DAC hearingIn December 1977.
Of course, its exercise must be consistent with standards of due process for
the scientific community and the
public.
Risk assessment studies are proceeding both within and outside the
United States. For example, the "polyoma" experiment, 4 which was delayed in this country because of litigation and the renovations necessary to
meet the extremely stringent P4 requirements, has now begun here, and
a similar experiment is proceeding in
Europe. The work of Robin Hoiday
in assessing statistical probabilities of
biological a_cldents is also noteworthy
(see appendix P of the October 1977
Environmental Impact Statement).
NIH is committed to the'conduct
and support of risk analysis studies to
determine the extent to which certain
potentially harmful effects from recombinant DNA molecules may occur.
It is intended that the NIH P4 facilities both in Bethesda, Md., and at the
Frederick Cancer Research Center will
serve as a focal point for many such
"Two N1 virologists, Drs. Wallace Rowe
and Ealcolm Martin, are linking viral DNA-

from the mouse polyoma virus with the
DNA of bacterial plasmids and bacteriophages and inserting this recombined DNA
Into a weakened strain of E. colM.The bacteria will then be injected Into or fed to mice
to datermine the effects, If any, of the viral
DNA.

studies, Provision has already been
made to share these facilities with
non-governmental scientists.
It should be stressed that prior to
certification as EX2, each candidato
EK2 host-vector system is analyrzed in
great detail by the RAC and NIH
Much data must be submitted, a good
deal Of which Is risk assessment data.
Skfety of E. Coli -12, In 1976, there
was considerable comment re-arding
the use of D. coli K-12 as a host, Including recommendations that its use
be prohibited. Some recent commentators have also questioned the safety of
E. coli K-12, noting that the Falmouth Workshop proceedings had not
been published for public review. On
the other hand, one commentator
urged that, base on the safety of E.
coli K-12, essentially all experimentj
employing E. coli K-12. be exempted
from the Guidelines. An extensive discussion of E. coli K-12 together with
new scientific information on Its
safety are presented In part III of this
document and in a special section of
the Environmental, Impact Assemment. The proceeding of the Falmouth
Workshop have now been published in
the May 1978 issue of Journal of Infectious Diseases. Reprints are available from the Office of Recombinant
DNA Activities, NIH, Bethesda, Md.
20014. As noted In a letter of July 14,
1977, from Dr. Sherwood Gorbach,
moderator of the Falmouth Workshop
and Chief of Infectious Disease and
Professor of M£edicine at Tufts University School of Medicine, "The participants arrived at unanimous agreement
that E. coli K-12 cannot be converted
into an epidemic pathogen by laboratory manipulations with DNA inserts."
Comments on SpecUic Containment
Levels. One commentntor sought clarification of section 11-D-I-a of the
PRG-RAC, which defineo HVI. According to the second sentence, "The
host should have a low potential for
survival in its natural environment."
As the commentator noted, "'natural
environment' could be ambiguous, In
practice. Presumably many of the hct
cells that people may wish to use have
no natural environment other than
the laboratory." I referred this comment to the RAC at Its April 27-28,
1978, meeting. The RAC agreed that
this sentence is ambiguous and recommended that it be deleted. I have done
so in the PRG-NIH.
A question was raised on whether
HiVl hosts could be wild type organisms or if they are always "meant to
harbor containment mutations." If
wild type organisms can qualify as
iV1, then the definition of i1
should be reworded to state this explicitly. The answer to the question is
that if wild type organisms meet the
criteria for HVI, they may be certified
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as HVI. However, I see no need to
modify the definition to state this explicitly.
One commentator thought the
standards for HVI should be significantly relaxed and that NIH approval
should not be necessary. He proposed
that'the Guidelines state that "wild
type isolets of any bacterial species
not known to be pathogenic to
humans, to domestic animals, or to agricultuially important plants may be
used as an HV1 host-vector system,
provided that -all components of recombinant DNA molecules introduced
into such a host-vector system, are derived from other prokaryotic organisms within-Etiologic Agent Class 1." I
have rejected this suggestion since I
believe it prudent, -at least for the
present, to have higher standards and
to require NIH approval before a
system may be called HVL Some commentators have urged that the requirement for independent confirmation of relevant phenotypic and genotypic traits before certification at the
HV3 level should also be applied at the
HV2 level. There are two objects of
such testing. (1) To determine whether a system already approved has
changed its characteristics before a
new sample of it is distributed (for example, whether the amber mutations
for phage systems are still present),
and (2) to repeat independently all the
safety tests required before each new
system would be certified. The first
could be done easily and is sufficient
to confirm the safety characteristics;
the second is cumbersome and difficult. It should be pointed out that the
RAC and its working groups that
review the data on proposed HV2 systems are, in effect, conducting an independent check and know this area of
research well Further, the Committee
may request that additional experimental data be submitted as part of its
review. NIH believes these controls to
be sufficient. Consequently, the requirement for an independent check
at the HV2 level is deemed unnecessary.
For the HV3 level of containment,
some objections have been raised to
the requirement banning antibiotic-resistance markers. Antibiotic resistance
can serve as a valuable marker in experiments with organisms beaking recombinant DNA. The'ban at the HV3
level, however, is prudent inasmuch as
organisms rendered antibiotic resistant would be less amenable to control
should they escape from the laboratory. This requirement also allows
only a certain class of certified HV2
systems to qualify for HV3. Therefore,
attempts to develop systems that meet
these HV3 criteria should simultaneously upgrade the HV2 systems in
use, since it is to the experimenter's
advantage to use those HV2 systems

with the greatest likelihood of meeting HV3 criteria.
Certification. A number of commentators have urged more precise criteria
for biological containment systems.
They feel that criteria should be as objective as possible and should be
framed in terms of performance, as in
the case of physical containment (for
example, safety cabinets). It should be
stressed that specific objective criteria
do exist for EK2 host-vector systems.
These, however, do nbt appear in the
Guidelines themselves, but rather as
information In the Environmental
Impact Statement, Appendix H, entited "Certification of EK2 Host-Vector
Systems." To insure that detailed material on certification of hot-vector
systems is readily accessible, NIH will
publish specific criteria In a standarized format In the Recombinant DNA
Technical Bulletin. Specific instructions concerning the type of data to be
submitted to NIH for proposed EK2
systems involving either plasmids or
bacteriophage lambda in E. colt K-12
are available from the NIH Office of
Recombinant DNA Activities, and a
statement to this effect Is included In
the PRG-NIH.
Many problems persist for setting
general criteria that could be applied
to all organisms for possible certification as HV2 and HV3. For example,
with B. subtili, which forms spores,
safety would depend on nonsporulating derivatives. Some commentators
urged that all new systems be certified
with deliberate caution, and that criteria and evidence should be a matter of
public record before decisions are
made. The B. subtilis system was cited
as a case in point; extensive public
analysis and debate should precede
certification.
I agree that prior notification to the
public In the FPmunA REG==r should
be givenwhen the RAC considers applications for certification. (It should
be noted that-all meetings of the RAC
are announced in the PmEAs.
REarsT.)
I also agree with the suggestion
that the RAC should have a more
fixed schedue of meetings throughout
the year so that the public and scientific communities may know the
schedule of events clearly.
The entire section (II-D-2-a) on responsibility for certification of hostvector systems has been rewritten In
the PRG-NIH to clarify this process.
Distribution of Certified Host-Vectorm Some commentators have suggested that NIH distribute HV1 systems as well as HV2 and RV3 systems.
Language has been placed In the
PRG-NIH indicating that, where appropriate, HV1 systems other than E.
coli K-12 may be sent by NIH to investigators.
Concern has been expressed about
culture contamination and how this

problem would be addressed. The
PRG-NIH provides that if NIH propagates any of the host strains or
phages, it will not distribute the culture before sending a sample to the investigator who developed the system
or to an appropriate contractor for
verification that "the material is free
from contamination and unchanged in
phenotypic properties." The PRGNIH also a-signs to the investigator
the responsibility for "Insuring the integrity of'physical containment (e.g.,
biological safety cabinets) and biological containment (e.g., genotypic and
phenotypic characteristics, purity,
etc.)."
Distribution of certified host-vector
systems has raised comment relating
to the protection of proprietary information and patent rights, for this section of the Guidelines seems to mandate distribution and might conflict
with patent protection. NIH has carefully considered such protection. Language has been included in the PRGNIH (in section IV-C) allowing RAC
review for certification at the request
of the private sector. The language
notes, however, that interested individuals should consider filing for
patent protection before submitting
information to DHEW. To be consistent with the Institutional patent
agreement policies of the Department
of Health, Education, and Welfare,
support is accorded the concept of protection of proprietary and patent
rights within the bounds of due process for public review.
III. CoNM EN7 GuMEIwrss FOR

Covmm Exrs~ammr

nsVM

OF RAC-PROPOSED GUmrEarms

A major concern of all individuals
who have participated in establishing
guidelines for recombinant DNA research is that any guidelines that are
drafted and adopted be reassessed periodically and changes made when
warranted by new information and/or
experimental data- In keeping with
this responsibility, the RAC compiled
additional information pertaining to
risk assessment in recombinant DNA
research. This information is in the
following forms:
1. Consultations with scientists with
expertise in the areas of evolution,
plant biology, bacteriology, virology,
and human and anfial infectious diseases;
2. Reports from scientific meetings
dealing with the potential biohazards
of recombinant DNA research (for example, the Tenth Liies International
Symposium on Recombinant Molecules-Impact on Science and&Society
Cambridge, Mass., June 1976; the NationalAcademy of Sciences Forum on
Recombinant DNA Research, Washington, D.C., March 1977; Genetic Engineering for Nitrogen Fixation, Brook-
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haven, N.Y., March 1977; and the
Workshop on-Studies for Assessment of
PotentialRisk Associated with Recombinant DNA Experimentation, Falmouth, Mass., June 1977);
3. Results from experiments specifically designed to test (a) the survivability and colonizing ability of E. coli K12 and EK2 host-vector systems, (b)
the transmissibility of plasmids and
phage vectors, (c) the potential of E.
colt K-12 for pathogenicity, and (d)
the potential of genetic exchange betweer" diverse bacteria and between
eukaryotic and prokaryotic organisms.
Each category of experiments in
part III of the original guidelines was
then extensively examined, applying
the following criteria to the new information:
a The degree to which the DNA segmen" has been purified away from
other genes and shown to be free of
harmful characteristics;
o The potential biohazard associated with the DNA of the cell or microorganism that serves as the DNA
source (e.g., genes for toxin production);
* The potential biohazard associated with the vector that serves to transmit the source DNA to a recipient host
cell;
o The ability of the vector to survive in natural environments or habitats:
* The kinds and number Of different organisms that are susceptible toinfection by the vector or recipient;
e The potential biohazard of the recipient host cell that serves to replicate the recombinant DNA molecule;
Q The ability of the recipient cell to'
survive in natural environments of
habitats;
E The ability of the recipient cell to
transmit the recombinant DNA molecule to other cells capable of surviving
In natural environments or habitats;
O The potential of the recipient cell
to obtain the source DNA by natural.
means; and
o The evolutionary relatedness of
the DNA source to humans. The potential dangers are considered to increase as the organism providing the
source DNA approaches humans phylogenetically. Thus, source DNA from
primate cells is considered to have
greater potential danger than source
DNA from prokaryotes.
To present more clearly the changes
in containment levels proposed by the
PRG-RAC. a table was prepared for
use at the December 1977 meeting of
the Advisory Committee to the Director, which compared the containment
levels in the PRG-RAC with those of
the 1976 guidelines. This table has
now been expanded with a third
column to show the containment
levels of the proposed revised guide-

lines which are now being proposed .by
NIH (called PRG-NIH). The table appears as appendix A to the accompanying Environmental' Impact Asseszment.
The remainder of this section summarizes a number of the proposed
changes comparing the 1976 guidelines
with the PRG-RAC. (Not all the
changes are discussed here; certain
items in which the PRG-NIH differs
significantly from the PRG-RAC are
considered below in the section entitled "Review of Comments and NIH
Proposed Guidelines.") The numbers
in parentheses indicated the line numbers on the table to which the proposed revision applies.
The principal changes reflected in
the table are as follows:
v Several categories of experiments
(primarily those involving prokaryotes
that are exchangers of genetic information with E. coli In nature) are no
longer subject to the provisions of the
PRG-RAC due to the changes in the
definition. (See lines 20. 21, 27, 46, and
47.)
* Shotgun experiments involving
birds and mammals other than primates were the subject of lowering of
containment
from
P3+EK2
to
P2+EK2. This action reflects the increased confidence of the RAC in the
EK2 host-vector systems. (See lines 4
and 5.)
o Another category which the RAC
decided was in need of revision was
that pertaining to the cloning of DNA
from organisms producing a toxic
product. This was clarified in the
PRO-RAC by specifying whether or
not polypeptide toxins are produced.
and setting containment levels accordingly. Polypeptide toxins are specified,
since they might be encoded by a
single gene or cluster of genes. Toxins
of other chemical structure would not
result from a single gene or cluster of
genes. (See lines 8, 9, 10, 11, 12, 16, 17,
and 19.)
o For several categories of experlments, it is proposed that the investigator have the option of working at
P2+EK1 or P1+EK2 rather than the
P2+EK1 levels previously specified.
This again reflects confidence in the
EK2 systems. (See lines 7, 14, and 15.)
a The lowering of containment for
experiments with rigorously characterized clones free of harmful genes
was revised to provide more fexibility.
Under the PRG-RAC, institutional
biosafety committees (IBC's) would be
able to lower containment by a single
leveL The IBC should consider the
purity, extent of characterization, and
harmlessness of the clone before allowing such lowering. Reduction of
containment by more than one level
would require approval by NIH. Under
the 1976 .guidelines, NIH had the
option of lowering containment down

to certain specified levels or not lowerIng It at alL The PRG-RAC would
allow NIH to consider all available
data- for the clone and to lower containment accordingly.
In addition, the section now applies
to rigorously characterized clone,
from any permissible experiment in R.
colt K-12. Under the original guide.
lines, containment for R, col K-12
clones containing characterized and
harmless portion of viruses and plasmids could not be lowered.
The rationale for these proposed
changes is explained in further detail
in the Environmental Impact Asss
merit.
.VIEW OF co Wmu=3 AiD Nutl PRnOrOC
GUIDELINE

(OMMnAL)

Rationale
Part II of the guidelines received
the most extensive comment of any
section during the development of the
original guidelines in early 1976. While
there was also much discussion of ths
part in the PRG-RAC, the Issue
raised did not primarily address the
proposed changes in the containment
levels but more general topics such as
the need for a rationale for each of
the changes.
A number of comment3tors asked
that the rationale for the classiflcation of pem!ible eiperlments be
clearly spelled out. It was pointed out
that (I) the part on permissible experiments is especially difficult for a
lay person to undemtand. (2) the
whole categorization Is dependent
upon investigatoral confidence rather
than documented fact, and (3) the
quantification of containment level,
the means by which the levels were
decided, and the rationale for railing
and lowering these levels are not clear.
In general, the cla.olflcIton may
appear somewhat arbitrary, because It
depends in large part on the scientific
judgment of the RAC rather thWan on
demonstrable risk, since there Is actually no scientific evidence of hazard km
any recombinant DNA experiment.
The rationale for classifying different recombinant DNA experiments at
different containment levels was explained in the "Decision of the Drcotor, National Institutes of Health, To
Release Guidelines for Research on
Recombinant DNA Molecules," which
was published along with the current
guidelines in the Fnnzrv Rmsxsveu on
July 7, 1976, a follows:
The guidelines sign different levels of
containment for experiments In which DWA
from different sources Is to be Introduced
into an E. cot K-12 host-vector system, Tho
variation Is based on both facts and Paumtions. There are some prokaryotco (bacteria)
which constantly exchange DITA with F
coi. Here It is assumed that exIerimental
conditions beyond those obtained In caref-la
routine microbiology labiratorls are mtpwc.
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level of physical containment and a
level of bilogical containment at
which .the experiment shall be performed. As noted bef6re, there is
10,000- to 100,000-fold protection In
into protein (expressed), and also to the pos- going from a class I or II biological
sibility that normally repressed genes of the safety cabinet to a class II biological
host may be expressed and thus change, un- safety cabinet (Le.. from P3 to P4).
desirably, the characteristics of the cell. It Similarly, In going from P1 to P3 there
is assumed that the more similar the DNAs may be a 10,000- to 100.000-fold Inof donor and host, the greater the probabil- crease in safety. For biological conity of expression of foreign DNA, or of pos- tainment, there Is the criterion for
sible derepression of host genes. In those
cases where the donor exchanges DNA with HV2 systems that "escape of the reE. coli in nature, It is unlikely that recom- combinant DNA either via survival of
bination experiments will create new genet- the organisms or via transmission of
Ic combinations. When prokaryote donors recombinant DNA to other organisms
not known to exchange DNA with E. coli in should be less than 1/10B under speci- nature are used, however, there is a greater
fied conditions" However, that critepotential for new genetic combinations to be rion is not relative to the HV1 hostformed and be expressed. Therefore, It is-requirdd that experiments involving prokaryo- vector systems but absolute;thus, this
tic DNA fromA donor that Is not known to might be a characteristic found for
exchange DNA-with F_ coli in nature be car- some host-vectors in the HVI system.
ried out at a higher level of contalnmenL but It is mandated for all HV2 sysRecombination using prokaryotic DNA fronz. tems. This level was chosen, It was
an organIsm known to be highly pathogenic pointed out, because Itrepresents a
is prohiited.
There are only limited data available con- practical limit which one can measure
experimentally.
cerning-the expression of DNA from higher
forms of life (eukaryotes) in E. coli (or any Use of ER coil K-12
other prokaryote). Therefore, the containment prescriptions for experiments insert-. _ A number of comments were made.
ing 6ukaryotie DNA into prokaryotes are concerning the use of E, colt hostbased on, risks having quite uncertain prob- vector systems. It was observed that
abilities.
because E. coiL K-12 Is currently a
On the assumption that a prokaryote host "poor" pathogen doesn't mean that it
might translate eukaryotic DNA. it Is further presumed that the product of that for- might not be converted to a "good"
pathogen with the addition of one or
eign gene would be most harmful to man If
it were an enzyme, hormone. or other pro- two genes; the enfeebled nature of E.
tein that was siia
(homologous) to pro- coUi K-12 "is presumably the conseteins already produced by or active in man
quence of mutation(s) introduced
"Anexample is a bacterium that could produring its laboratory passage," but
duce insulin Such a "rogue" bacterium
perhaps different strains of K-12
could be of benefit if contained, a nuisance that
or possibly dangerous If capable of surviving with different histories may not all be
in -nature. This Is one reason that the similarly enfeebled.
Further, It was claimed that the failhigher the phylogenetlc order of the eukaryote, the higher the recommended contain- ure to convert X-12 to a pathogen by
ment, at least until the efficiency of expres- the use of certain plasmids or Saimosion of DNA from higher eukaryotes in pro- nelle genes is not definitive; to be dekaryotes can be determined.
finitive, we must have the detailed
There is a second, more concrete reason
for scaling containment upward as the eu- nature of the mutations in K-12
karyote host becomes simlnar to man. This "which prevent the expression of
pathogenicity." Also, It was noted that
is the concern that viruses capable of propagating in human tissue. and possibly causina there Is no way to assess the absolute
diseases, can contaminate DNA. replicate in
risk associated with these experiprokaryote hosts and infect the experimen- ments, and that It s important to
talist. Such risks are greatest when total assess the potential harm not only to
DNA from donor tissue is used in "shotgun" man but to plants, animals- and the
recombinant experiments;, it diminishes to
much lower levels when pure cloned DNA Is enviroment.
Another commentator urged that
used.
this section be supplemented with the
The structure of the classification
evidence from the Falmouth Conferfor permissible experiments is based, ence to show that the potential risk is
therefore, on assumptions governing minimal A commentator cited the popotential risk. It should be emphasized tential risk on the basis that "virtually
ag in that although recombinant DNA any highly conserved physiologically
experimelits-have now been performed active eukaryotle protein a *or fragfor over five-years in hundreds of labo- ment thereof could be highly to.i
ratories. throughout the world with -when introduced out of context by a
hundreds of thousands of different re- bacterium'which received the appro-combinan DNA- molecules -produced. priate gene in a recombination experino case of hazard has been demon- ment." This criticism of the E. colt K12 system does not detract from the
strated.
Part I of the guidelines assigns to scientific knowledge over the past two
each speified class of experiments a, years of the great safety of this
xperiments
fluous, because -an excan
have. undoubtedly been- performed already
in nature.
.In every instance of artificial recombination, consideration must be given to the posd
sibility that foreign DNA may be tr
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system. This evidence is. presented ir
detail in the Environmental. Impact.
Assessment. I agree that -different
strains of X-I2 with different historiea
may not all be similarly enfeebled anc
thatfailure to convert K-I2 to apat
ogen to date does not prove it car
never happen. However, the safety o
. col IK-12 has been clearly shown
and there Is no need to limit or specif3
particular strains for VK1L After 3
years of work with many different
strains, there Is still no known pathgenie E. coil K-12 strain. Thus, ther
is presumptive evidence that all M-12
strains are safe. They are well suites
for laboratory experiments becausc
they take up DNA easily, but their cell
wall makes them unsuited to competc
in nature with wild-type E. colf.
On the basis of the Falmouth Conference (which is discussed further in
the Environmental Impact Asssment), the conclusion can be drawr
that It Is essentially Impossible for .
colt K-12 to be transformed by recombinant DNA into a wild-type, pathogenic F colt. An E. colf K-12 containIng toxic genes through recombinatio
could theoretically present a risk to a
laboratory worker w~o accidentally ingested It; but it would dnly be to that_
laboratory worker. There is evidence
to show that harmful genes will have a
very low probability of being transferred from E. coli to another organism. The plasmids used at the HV2
level are engineered so that they neither self-transfer nor transfer whez
another plasmtd Induces conjugation
Thus, the high degree of safety of this
system is clear and explains why It It
preferable to any other host-vectoz
system at pi esent.
Geneml Css-iication
Disagreement was expressed ova
whether the PRG-RAC was too stringent or too lax. Those arguing the
former position maintain that thE
guidelines should be relaxed even further because all the experimental eyidence gathered and analyzed in the
past 2 years Indicates that the initial
ying
the potential hazardE
fears cone
were extremely exaggerated; moreover, the benefits to be derived from
the research are great Also, it is
pointed out that recombinant DNA experiments not allowed under the current NIH guidelines are proceeding
with the approval of responsible national committees in a number of European countries. Those opposing this
view argue that there is a lack of experimental data for asound evaluation
of the potential risks, and- the fact
that a recombinant DNA experiment
is permitted in Europe is irrelevant to
the establishment of standards in the
United States.
Recombfnant DNA Experfmertr
LaI olving VirakDNA
-
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Many of the commentators agreed
that both the original guidelines and
the PRG-RAC were, overly stringent
with regard to virus experiments. In
commenting on the PRG-RAC, the
EMBO Standing Committee on Recombinant DNA Research wrote:
The EMBO Committee believes that the
containment categorization of experiments
with animal virus DNA's which is proposed

sented to the RAC at its April 27-28,
1978, meeting, and was unanimously
endorsed by the RAC with certain
minor amendments. I have accepted
these recommendations of the RAC,
with certain additional minor amendments, and these now constitute the
sections dealing with viruses in part
III of the PRG-NIH.

by the NIH Advisory Committee is too indis-

volving DNA from Plants and
Plant Pathogens
One of the comments made at the
December 1977 meeting of the Advisory Committee to the Director, NIH
was that "the NIH guidelines do not
adequately deal with the use of recombinant DNA in plants * * " Other
commentators have expressed similar
sentiments, and the suggestion has
been made that "a subcommittee be
formed to deal with plants and plant
pathogens and make specific recommendations for revision of the guidelines." In response, a Workshop on
Risk Assessment of Agricultural Pathogens, composed of distinguished
American plant pathologists, was held
on March 20-21, 1978 (as announced
on March 6 in the FEDERAL REGISTER).
Sponsored by the U.S. Department of
Agriculture, the National Science
Foundation, and the NIH, the report
of this workshop appears as appendix
G to the accompanying Environmental
Impact Assessment. The report was
presented to the RAC at its April 2728, 1978, meeting and was unanimously endorsed by the RAC with certain
minor amendments. I have accepted
these recommendations of the RAC
with certain additional minor amendments; these involve changes in the
-PRG-NIH in sections dealing with the
use of plants and plant pathogens in
recombinant DNA research.
Using the 10 criteria previously discussed in light of what is known today,
I believe the revisions in containment
standards proposed by the PRG-NIH
are sound. The changes in containment standards in the PRG-NIH are
discussed below in greater detail for
each of the subsections of part III.

criminate and excessively stringent considering the proposed classification of experiments with other classes of DNA and the
longstanding, accepted safety precautions
for handling Intact virus particles and viral
nucleic acids * * *.The EM1BO Committee
proposes that It would be more reasonable
either to consider experiments with viral
DNA on a case-by-case basis or to produce a
detailed set of recommended categories for
experiments with specific viral DNA's. The
EMBO Committee hopes in the near future
to establish an ad hoc international group
of virologists to draw up such proposals.
In response to this suggestion (i.e.,
for an international group of virologists to consider this issue), a joint
U.S.-EMBO .-Workshop To Assess
Risks for Recombinant DNA Experiments Involving the Genomes of
Animal, Plant, and Insect Viruses was
held in Ascot, England, on January 2628, 1978. The workshop was attended
by 27 distinguished scientists from the
United States, the United Kingdom,
West

Germany,

Finland,

France,

Sweden, and Switzerland. The report
of the "Ascot" Workshop was published In the FEDERAL REGISTER on
March 31, 1978, and appears as appendix E to the accompanying Environmental Impact Assessment. The workshop concluded:
The probability that K-12 organisms carrying viral DNA inserts could represent a

significant hazard to the community was so
small as to be of no practical consequence
* * * viral genomes or fragments thereof,

cloned In E. coli K-12 using approved plasmid or photge vectors, pose no more risk
than work with the infectious virus or its
nucleic acid and in most, If not all cases,
clearly present less risk. In fact, the-workshop participants agreed that cloning of
viral DNA in E. coli K-12 may provide a
unique opportunity to study with greatly reduced risks the biology of extremely pathogenic and virulent viruses.
On April 6-7, 1978 (as announced on
Marcli 17 in the FEDERAL REGISTER), a

working group sponsored by the RAC,
composed of distinguished American
microbiologists, met to- review, the
report of the "Ascot" Workshop. The
report of this working group appears
as appendix F to the accompanying
Environmental Impact Assessment.
The working group unanimously endorsed the "Ascot" report with certain
minor amendments. Their report included recommended new language to
be inserted in the PRG-NIH in place
of the sections dealing with viruses in
the PRG-RAC. This report was. pre-

Recombinant DNA Experiments In-

SPECIFIC CONSIDERATIONS

Section Il-Opening Paragraphs
As discussed above in part I of this
document, the section of the guidelines numbered EII-A in both the 1976
guidelines and the PRG-RAC and entitled "Experiments That Are Not To
Be Performed" has been moved in the
PRG-NIH to become section I-D entitled "Prohibitions." This leads to a renumbering of the remaining subsections of part III of the PRG-NIU as
compared to the PRC-RAC.
Two new paragraphs have been inserted at the beginning of part III of
the PRG-NIH. The first reminds the
readei to consult part I "where listings

are given of prohibited and exempt experiments."
The second inserted paragrapih is a
"general flexibility clause." Insertion
of such a "clause" was recommended
by the RAC at Its April 27-28, 1978,
meeting. It recognizes that the classification of experiments given in part III
will necessarily be imperfect, as Investigators in the future devise new ways
to conduct recombinant DNA experiments not currently foreseen and
therefore not explicitly considered In
the guidelines. Also, new data may
become available showing that certain
particular experiments currently assigned a particular containment level
are, indeed, clearly more (or less) safe
than envisioned at this time. Therefore, this "clause"
states
that
"changes in these levels for specific
experiments (or the assignment of
levels to experiments not explicitly
considered here) may be expressly approved by the Director, NIH, on the
recommendation of the Recombinant
DNA Advisory Committee (RAC)."
Section Ill-A-1-a. Shotgun Experiments into E. colt Z-12 with Inserted EukarjoticDNA
At a number of places in this subsection the principal investigator is allowed to choose between two combinations of containment procedures. For
example, in several Instances one Is
permitted to use P2+EK1 or P1+EK2.
This was endorsed by some commentators but questioned by others. This
concept of flexibility was addressed in
part II of this document. I also wish to
point out that the concept Is not a new
one-it was allowed under the original
guidelines. Based upon events of the
past 2 years, the RAC merely proposed
that this principle be extended to certain specified additional cases where
they believe it appropriate. I agree
with their proposals and have therefore included In the PRG-NIH all
such specific cases of flexibility recommended in the PRG-RAC.
On the other hand, in certain other
specific cases (e.g., DNA from birds)
the PRG-RAC recommended the containment level be P2+EK2, without
the option of P3+EK1. Certain commentators urged that in all cases
where the containment level of
P2+EK2 is given, the option of
P3+EK1 be allowed. However, the
RAC felt that in view of their Increased confidence in the biological
containment offered by the l-2
system, P2+EK2 offers more containment than P3+I,
and that
P2+EK2 without the option of
P3+EK1 should be the containment
level for certain specified classes of experiments. I accept the view of the
RAC and have therefore specified in
the PRG-NIH the containment levels
of P2+EK2 without the option of
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in every ncds vWer it up-,peared-in the PRG-RAC.
The section of this document, on
"Recombinant DNA Eperiments-Involving Viral DNA" discussed- the
"Ascot". workshop report' and -the.-,
April- 6-7, 1979. working group report
which endorsed the "Acot" -report.
The. RAC at its April 27-28, 1978,
meeting: unanimously endorsed the
working group report recommending
lower containment levels for deliberate cloning of -viral DNA into E. colt
K-12 (see below for discussion of section iI1-A-2). One of the reasons given
originally for the higher containment.
level for shotgun expefiments involving primate DNA into E. coli K-12 was
- the
possible inadvertent cloning of
viral DNA. In view of their recommendation of lower containment for delib-

erate cloning of viral DNA into E. colt
K-12. the RAC on April 27-28, 1978,
reconsidered primate shotgun levels.
and voted unanimously for new language as follows: 'Timates.P2 physical containment + an EK2 hostvector. Any lowering of containment
below these levels (ie., for purified
DNA or characterized clones) cannot
be made solely by an institutional blosafety committee but requires NIH appr6vaL" I have accepted this new language and inserted it in the PRGNIH as well as a similar lowering of
containment for shotgun cloning of
cold-blooded vertebrate DNA into E.
coli K-12.
One commentator noted that section
II-B-1-a-(1)-(g) of the PRG-RAC entitled "Cloning of Viral Genomes
From Eukiryotic Cell DNA" * * * "focuses on cloning integrated retrovirus
nuleotide sequences from mammalian
cell DNA but says nothing about nucleotide sequences of integrated DNA
viruses." This entire section has been
eliminated from the PRG-NIH and instead a new subsection I-A-2-a-(3)
entitled "Intracellular Viral DNA" has
been added to the PRG-NIH which
covers both integrated retroviruses
and DNA virus sequences; it says,
"Physical and biological contaminant
specified for shotgun experiments
with eukaryotic cellular DNA (See section rn-A-la) shall be used for DNA
recombinants produced with integrated viral DNA or viral genomes present
in infected cells."

PR -RAC It. was assumed that all brokaryotes that exchange genetic information with E. cbli would ba exempt
from the guidelines by appearing on
the "lTst of nonnovel exchangers."
Therefore, in the PRG-.RAC the section. (III-B-1-a-2)) dealing with shotgun experiments into E. colt K-12
with inserted pro aryotic DNA actually considered only prokaryotes thatdid not exchange genetic information
with E. colt. The problem with this approach was discussed by commentators; focusing especially on the case of
Agrobacterium tumefcic
It meant
that a prokaryote which exchanges genetic information with E. colf, and vas
therefore properly assigned a low containment level under the 1976 Guidelines, would under the PRG RAC
either appear on the "list" and therefore be exempt from the guidelines, or
if for some reason It did not appear on
the list, the containment level would
,actually in some cases be raised. This
was not the intent of the RAC. Therefore. I proposed to the RAC, and they
accepted at their April 27-28, 1978.
meeting, that- language be reinserted
in the the PRG--NIH covering prolaryotes that exchange genetic information with E. colt but which do no
appear on the list. This section in the
PRG-NIH (fI-A-1-b-(I) reads:
ProairvotesThat Exchanga Genelic nfarmafimfEJS

waf E. coil. It bs expected that

many-of the prokaryotes that exchange genetic Information with R. calt by knorvn
physiological processes will be exempted

from these guidelines by appearing on the
"list of exchangers" (see se-. I F 4).
For those not on the IbM the containment
levels are P1 physical containment + an
EKI host-vector. In fact. experiments In
this category can be performed with E. colt
K-12 vectors exhiblUng a leer containment (e.g., conjugative plasmids) than EK
vectors. However, for prokaryot that are
classified El] as Class 2 the containment
levels are P2+EKL
For prokaryotes that do not exchange genetic Information with E.
col, the PRG-RAC proposed that
P1+EK2 or P2+FM conditions apply
only in cases of extensive characterization and RAC approval. "Experiments
with DNA's from bacteria that are not
extensively characterized require P2
physical containment + an EK2 hostvector or P3+-E.
Experiments with
DNA'S from pathogenic species (class 2
and plant pathogens. see App. B) must
Section "Il-A-I-b. S7otgun' Experi- use P3+EK2." A number of commentators objected to two different asments Into E. Coll K-12 With Inpects of this subsection of the PRGserted ProkaryoticDNAT
RAC: (1) Many felt that experiments
In the 1976- guidelines, the section involving nonpathogenic prokaryotes
(rI-B-2-(a)-ii)) dealing with shotgun should be conducted at PI+EK2 or
experiments into E. col K-12 with In- P2+EK1 without extensive characterserted prokaryotic DNA was subdi- ization or RAC approval; (2) It wavided into two sections, Le., "Prokar- argued that plant pathogens should
yotes That Exchange Genetic Infor- not be Included with CDC class 2
mation With- E. coli" and "Prokar- agents as requiring P3+EK2 containyotes That Do Not Exchange Genetic ment. Both of these comments were
Information With E. coll." In the referred to the RAC at their April 27FEDSAML RIEGSTER VOL. 43, NO. 146--fRnAY,

S28;, 1978.

meeting and they-agreed with
the commentators. Therefore this
Section of the PRG-NIH (UI-A-I-b(2)) reads:
(2) Pra.arotes hat D3 Not ErchargeGenolie Information with E. colL P2 phyzical
containment + an EKl host-vector. or
PI-+EK except for DN.A from '-i'_
2"
accnt. Ell which require P3+EK2.
The EMBO Standing Advisory Committee on Recombinant DNA Research recommends that the containment level for all novel non pathogenIc prokaryotlc DNA into F. colt K-12
be PI+EKI4_1 is my opinion that it.is
prudent to retain the levels of
P2+EK1 or PI+EK2 for nonpathogenib prokaryotes that do not exchange gentle information with E.
colf.
The PRG RAC received substantial
criticisms for Identifying all agents
classified as class 2 in the CDC's publUcation "Clasatfication of Etiologic
Agents pn the Basis of Hazard"'
(Fourth edition, July 1974) as baing
pathogenic for the purpose of 2s
ing containment levels-_ Many commentators stated that manyof the organisis so classified wereharmlesr.
and others were of such low pathogenicity that severe safety precautions
were unwarranted. It was also pointed
out that the pathogenicity of an intact
micro-organism and the conjectural
hazard of a piece of DNA from suah
an organism within E. col K-12 were
quite different matters. It should be
noted that the difficulties in application of the CDC classification for the
purposes of these guidelines was recognized in the original guidelines. For
example. all species of Salmonella are
classIfied as class 2 organisms by CDC.
The original guideline-, however distinguish between the pathogenicity of
S. typhimurimr,and S. t phi for the
assignment of containment levels- I
have therefore accepted the suggestion of these commentators and have
added footnote 1 to the PRG-NIH.

This gives NIH the authofity, upon
the recommendation of the RAC, todesignate certain agents which are
listed as cl
2 by CDC as class 1
agents for the purpose of these guidelines.
SectfonrII-A-2-a. DNA from virus of
eulkaryotes into . cot K-12
Discused earlier within part I 'f
this document under the heading "Recombinant DNA Experiments Involving Viral DNA!" was the history of the
"Ascot" workshop report (App. E to
the accompanying
environmental
impact assessment) and the report of
the working group which met. on.April
6-7 1978 (App. F to the accompanying
environmental impact assessment).

Section In-A-2 of the PRG-NHI

adopts the recommendations of the
working group with minor modifica-
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tion. It is based on a reassessment
on Recombinant DNA Research remade by these experts in the field of ports that "several national guidelines
virology of the potential hazards of in- for recombinant DNA research state
serting pieces of vifal DNA into E. that containment measures may be recolL. I believe the argument presented laxed once a cloned DNA fragment
in the "Ascot" report and the workiing 'has been biochemically characterized
group report are well founded, specifi- and shown to be free of harmful genes
cally that "the probability that K-12 (NIH guidelines) or devoid of any
organisms carrying viral DNA inserts known
pathogenic
characteristic
could represent a significant hazard to
(French guidelines). The EMBO comthe community was so small as to be mittee believes the latter to be a more
of no practical consequence * * * viral feasible requirement, but neither can
genomes or fragments thereof, cloned readily be met, and the committee
in E. coli K-12 using approved plasmid finds it difficult to suggest what sorts
or phage vectors pose no more risk of experimental tests might be devised
than work with the infectious virus or to meet these requirements."
Its nucleic acid and in most, if not all,
I agree that "the terms 'charactercases clearly present less risk." Accord- ized' and 'free of harmful genes' are
ingly, section III-A-2-a of the PRG-' unavoidably vague." However, footNIH has been completely rewritten. note 3 -of the PRG-NIH goes on to list
Section III-A-2-b. Eukaryotic Organ- five types of data which should be considered in making this determination.
elle DNA into E. coli K-12
Some commentators were also conTo be consistent with the one step cerned that this grant of additional
lowering of physical containment de- authority to the local IBC's for single
scribed, earlier for shotgun experi- step lowering in containment levels
ments with primate DNA, the levels might introduce variability in the apfor mitochondrial DNA from primates plication of the guidelines. I have conhas been similarly lowered by one step sidered this possiblity and have decidin physical containment in the PRO- ed that the principle of promoting
NIH as compared to the PRG-RAC.
local involvement in the implementaSection III-A-3. Lowering of contain- tion of the guidelines outweighs the
ment for characterized or purified difficulties which may be eoncountered in this process. In an attempt to
DNA preparationsand clones
minimize these problems, I have (1) atConcern was expressed by several tempted to make all parts of the
commentators regarding the revisions guidelines as clear, specific, and unamin the PRG-RAC which would allow biguous as powsible, and (2) expanded
the local IBC (with notification to be the "Roles and Responsibilities"
sent to NIH) ta reduce eithbr the bio- secton to outline functions and responlogical or physical containment level sibilities in greater detail. Also, the
by one step if (1) the DNA is 99-per- guidelines require that the Office of
cent purified and shown to be free of Recombinant DNA Activities at the
harmful genes prior to its insertion NIH be notified in writing of such an
into a recombinant molecule, or (2) if action. A mechanism is therefore in
subsequent to insertion the clone is place to ensure that such actions prorigorously characterized and shown to
ceed with an acceptable degree of unibe free of harmful genes. In the origi- formity.
nal guidelines lowering in case (2)
The question was raised whether a
could only be done with NIH prior ap- clone, the containment level of which
proval.
was lowered by the IBC at Institution
There was support from several com- X, may after shipment to Institution
mentators for the changes in this sub- Y still be used at the lower level withsection. The rationale is explained in out review by the IBC at Institution
new language inserted into this section Y. It clearly has been, and remains,
of the PRG-RAC, which is retained in
the intention of both the RAC and
the PRG-NIH; i.e.:
myself that the IBC at the receiving
Many of the risks which might conceiv- institution must approve the reducton
ably arise from some types of recombinant
in containment for the handling of the
DNA experiments, particularly shotgun ex- clone in such a situation. The investiperiments, would result from the inadver- gator at the receiving institution must
tent cloning of a harmful sequence. There- handle the clone at the higher level
fore, In cases where the risk or inadvertently cloning the 'wrong', DNA is reduced by until such permission is granted.
One commentator urged that prior
prior enrichment for the desire piece, or in
which a clone, made from a random assort- cloning be accepted as a technique for
ment of DNAs, has been purified and the. the purification of DNA molecules
absence of harmful sequences established, prior to their reinsertion in a new rethe containment conditions for further combinant DNA molecule. The PRGwork may be reduced.
RAC specified that purification must
Some commentators noted the ambi- be achieved "by physical or chemical
guity and difficulty attendant in the techniques." The criterion for the
phrase "free of harmful genes." The single step reduction in containment
EMBO Standing Advisory Committee levels in this situation is that the DNA

preparation be 99 percent pure; I see
no reason to so restrict the means by
which such purification is attained. I
have accepted this suggestion as a
means of better serving the needs of
the investigator without reducing the
margin of safety to the public and the
environment, and therefore have
stricken from the PRG-NIH the words
"by physical and chemical techniques"
following the worked "purified."
One commentator noted that the
PRG-NIH might be nterpreted as allowing a single step reduction in contaiment levels for purification of the
DNA prior to Its insertion Into a recombinant DNA molecule, and then a
subsequent further single step reduction in containment level once the
same molecule was cloned. This was
not intended. Therefore, clarifying
language has been added in the PRONIH stating that an IBC "may give approval for a single step reduction in
physical or biological containment on
receipt of evidence of characterization
of a clone derived from a shotgun experiment and Its * * *."
Finally, as noted above in this document under "Section I-Al-a-Shotgun Experiments into E. col K-12
With Inserted Eukaryotic DNA," the
RAC recommended at Its April 27-28,
1978, meeting (and I have accepted the
recommendation and inserted It in the
PRO-NIH), that the containment
levels for shotgun of primate DNA
into E. coli K-12 be low7ered to
P2+EK2. However, on the recommendation of the RAC, a stipulation added
in section III-A-I-a of the PRG-NIH
is that for primate shotgun "any lowering of containment below these
levels (i.e., for purified DNA or characterized clones) cannot be made solely
by an institutional blosafety committee but requires NIH approval." Language stating this limitation In authority of the IBC with regard to primate DNA has been inserted into subsection III-A-3 of the PRG-NIH, as
has language indicating that any lowering of containment under this section to levels below PI+EK1 'requires
prior NIH approval.
Section III-B. Experiments with Other
ProkaryoticHost-Vectors
Some commentators felt that the
PRG-RAC unnecessarily emphasized
the use of E. coli K-12 and would not
allow important recombinant DNA ex.
periments to be done in other prokaryotic hosts. Section III-B describes the
use of prokaryotic hoot-vector systems
other than E. coli K-12 which have
been approved as HVI hosts. It should
be remembered that "self-cloning experiments with prokaryotic hosts are
exempt from the guidelines under exemptions I-E-2 and I-E-3 and that
other experiments involving DNA segments from species that exchange
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DNA by known physiological processes
are exempt from the Guidelines under
exemption I-E-4.
The RAC at its April 27-28, 1978,
meeting pointed out tlat there are
certain scientifically importait experiments whichi are very safe but which
neither fit the criteria to be exempt
from the guidelines, nor the criteria
for HVI certification. -A new section
Im-B-2 has been added to the PRONIH to dover these cases and assign
appropriate containment levels. In
these experiments DNA from a prokaryotic host (Host X) is cloned into
E. coli K-12 (this situation is already
covered in sec. III-A-l-b(2) of the
guidelines); in the second part of the
experiment the recombinant DNA
(consisting of DNA sequences from
Host X linked to an E. coli plasmid or
bacteriophage) is returned to Host X
and propagated there.
I1-C. Experiments with euSection
" karyotic
host-vectors
A number of commentators felt that
the stringent containment conditions
required both in the original .guidelines and in the PRG-RAC for introduction of recombinant DNA into
tissue culture cells, using viruses as
vectors, were unwarranted. The
EMBO-Standing Advisory Committee
on Recombinant DNA Research wrote:
Id experiments involving the introduction
of foreign DNA into cultured cells of ani- nals using DNA viruses as vectors, biologi-

cal containment is assured by the very restricted permissive conditions for the host
cells; the only routes by which the recombinant molecule might escape are by chance

infection of a contaminating microorganism

or within a viral capsid and the size of the
recombinant molecule may well preclude its
encapsidation * * *.For example, cloning of

mouse DNA using polyoma virus as a vector
and mouse cells as host should not require
precautions more stringent than those routinely used for many years in laboratories
studying polyoma virus infection of mouse
cells and mice. The EMBO Committee finds
the proposals for this class of experiments
in the revised NI Guidelines not sufficiently discriminating because they would
impose unnecessarily high levels of physical
containment for experiments with many eukaryotic DNA's.

Discussed earlier within Part III of
this document under the heading "Recombinant DNA Experiments Involving Viral DNA" was the history of the
"Ascot" workshop report (See App. E
to the accompanying environmental
impact assessment, and the report of
the working group which met on April
6-7, 1978 (App. F to the accompanying
environmental impact assessment). I
have accepted the recommendations of
the work group and incorporated their
suggested revision of this section
which now become. section III-C of
the PRG-NIL The result of this
change is that section III-B-3 of the
PRG-RAC "Experiments with Eukar-

yotic Host-Vectors," subparts (a) "Vertebrate Host-Vector Systems," and (b)
"Invertebrate Host-Vector Systems,"
are eliminated; substituted for it in
the PRG-NIH is new language derived
from the working group report which
become section III-C "Experiments
With Eukaryotic Host-Vectors," subparts (1) Vertebrate Host-Vector
"Invertebrate HostSystem"; (2)
Vector Systems in which Insect Viruses Are Used To Propagate Other
DNA Segments", and (3) "Plant Viral
Host-Vector Systems."
Section III-C-4. PlantHost-Vector Systems Other Than Viruses
Discussed earlier within Part III of
this document under the heading "Recombinant DNA Experiments Involving DNA From Plants and Plant Pathogens" was the Workshop on Risk Assessment of Agricultural Pathogens,
held on March 20-21, 1978. sponsored
by USDA. NSF. and NIH. Based on
the Workshop report (See Appendix G
to the accompaying Environmental
Impact Assessment). section III-D of
the PRG-NIH has been rewritten.
Section III-C-5. Fungal or Similar
Lower Eukaryotic Host-Vector Systems
Both the 1976 Guidelines and the
PRG-RAC used the same short paragraph for this section, giving little
detail,-because they noted "the development of these host-vector Is pr6sently in the speculative stage." Since that
time a specific host-vector system of
this class has been developed. I.e., Saccharomyces cerevisiae (baker's yeast).
and other similar systems may also
soon be proposed. Accordingly, this
section (III-C-5) of the PRG-NIH bas
been expanded to give more specific
instructions on appropriate containment levels.
I
Section III-D. Complementary DNAs
Since specific containment levels -for
the use of purified eDNA of viral
mRNA are now given in section Ill-A2-a of the PRG-NIH, a sentence has
been added noting this at the beginning of section III-D of the PRG-NIH.
Otherwise, the rest of this evoked no
comments and remains Identical In the
PRG-NIH to the PRG-RAC.
Section III-E. Synthetic DNA
Because synthetic DNA Is now explicitly included in the PRG-NIH (as
discussed- in section I of this document), It was necessary to add language to Part Im of the PRG-NIH detailing the appropriate containment
levels for these experiments. The RAC
at Its meeting on April 27-28. 1978, approved such language, and It has been
inserted in the PRO-NIH as section
III-E.

IV. RoLxs m REsPozmnrns
OF RAC PROPOSED GUIDrsLM
nxvEVx
This section, as In the 1976 Guidelines, provides an administrative
framework for implementation. Modifications to the various roles and responsibilities proposed by the RAC are
listed below.
InstitutionalResponsibilities
Institution. Several changes were
proposed 'in the PRO-RAC as compared to the 1976 Guidelines in the responsibilittes of the institution Responsibilities that were added or further detailed included: (1) a requirement for insuring the training of research personnel and the use of good
microbiological technique, and (2) a
requirement to determine the need for
medical procedures, with recommendations of possible specific practices.
Institutional Biosafety Committees.
Membership of the committees was
clarified by a recommendation to include other than scientific members.
In thePRG-RAC (section III), institutional biosafety committees (IBCs) are
given the discretion to approve singlestep reductions in containment levels
for experiments with characterized
clones and purified DNA. The IBC's
would be required to notify the NIH
Office of Recombinant DNA Activities
(ORDA) of these approvals.
Biological Safety Officer. Institutions at wvhich P3 and P4 level recombinant DNA work Is conducted would
be required to have a biological safety
officer, whose specific roles and responsibilities are outlined.
PrincipalInvestigator. The role and
responsibilities of the principal investigator would remain basically the same
except for the important addition of a
requirement for training in microbiological techniques. Responsibility for
the determination of the practices necessary for medical surveillance would
be relocated to the institution.
NIH Responsibilities
Office of the Director.The responsibilitles of the Director .would remain
unchanged. A sentence was added
which clarified the Director's authority to Implement the Guidelines and to
be the final arbiter in the ihterpretaUon of the Guidelines.
Recombinant Advisory Committee.
There were no changes in the current
responsibilities of the RAC; however,
there were clarifications of the scope
of some duties, for example, the certification process. The language of the
1976 Guidelines caused confusion
among some concerning the certifica-

tion of EK2 (HV2) and EK3 (HV3)
host-vector systems. In practice, the
certification process involved a twostep procedure: (1) the RAC's recommendation to the Director, NIH, that
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a particular host-vestor system be cer- Responsibilifties of the institution
(general)
tified; and (2) certification of the
system by the Director, NIH. The
Again, as in 1976, this section of the
PRG-RAC clarifies the fact that a guidelines drew considerable comment
two-step procedure Is followed. The ra- directed to the roles and responsibiltionale for the two-step procedure is ities of the institution and its several
that It allows the Director, NIH, to so- constituents. Generally, commentators
licit the opinions of additional experts requested more information and greatprior to making a final decision on cer- er clarification of the structure and
tification.
operation of the IBC, the function of
The RAC's authority to recommend the biological safety officer, and the
exceptions from the proibitions was duties of the institution. Because of
also clarified. The 1976 version of the the importance of this section with
Guidelines envisioned the possibility regard to successful implementation of
of the RAC's recommending an excep- the guidelines, and therefore safe contion to the 10-liter limit on culture duct of this research, these suggesvolume for recombinant DNA's known tions and comments have been carefulto make harmful products. The pro- ly considered. NIH acknowledges its
posed revision would extend the possi- -special responsibility in assuming leadbility of an exception to the five other ership in developing and promoting
classes of currently prohibited experi- safety programs relevant to recombin-'
ments. The general rationale for this ant DNA research. Therefore, as in
addition is the RAC's inability to fore- 1976, another committee chaired by
see all possible future circumstances Dr. W. Emmett Barkley, Director,
and the RAC's desire to specify, Office of Research Safety, NCI, was
within the limits of strict safeguards, convened to address concerns raised.
the possibility of an exception for As a result, and in response to a
compelling social or scientific reasons. number of commentators' requests,
A more immediate and specific justifi- appendix D of the original guidelines
cation for the paragraph on excep- has been restored and enhanced to
tions from the prohibitions is that the give additional advice on safety matrisk-assessment studies necessary for a ters (see "Laboratory Safety Monoclearer understanding of the potential graph-A Supplement to the NIH
biohazards of recombinant DNA re- Guidelines for Recombinant DNA Research may not be able to be carried search"). The revised guidelines also
out without technical violations of the retain requirements for emergency
current Guidelines, unless there is a plans to cover accidents as well as
strengthening the requirement for
mechanism for approving exceptions.
training of all recombinant DNA reREVIEW OF COIMNTS AND NIH PROPOSED
searchers in safe laboratory proceGUIDEINES
dures.
The intent of this section, as before,
As in the public hearing on the originally proposed Guidelines in 1976, is to integrate safety practice into the
many public commentators urged conduct of recombinant DNA research
openness, candor, and public participa- and to assign responsibilities for this
tion in the revision process, emphasiz- to the principal investigator instituIBC, and biological safety officer.
ing shared responsibility and account- ti6n,
Therefore,
it is important that these
ability from the local to the national responsibilities
stated in an unamlevel. We have heeded these sugges- biguous manner.beFor
reason, and
tions. In addition to holding all RAC in response to manythis
commentators.
meetings in the open and holding a Part IV has been restructured,
dispublic hearing on the PRG-RAC in tinguish in greater detail and tomore
December 1977, we have published clearly align some of these functions.
both the PRG-RAC and now the The appendices contain additional
PRG-NIH in the FEDERAL REGISTER for complementary information on roles
public comment.
and responsibilities, including inforIt remains clear, as stated in my mation for IBC's and biological safety
1976 decision, that much of the suc- officers.
cess of the guidelines will depend on
In response to several comments, the
the wisdom with which they are im- scope of review of research has been
plemented. The recommendations of broadened to cover all recombinant
the PRG-RAC have been carefully DNA research at an institution receivweighed along with other public and ing funds from NIH for recombinant
scientific comments received on the DNA research, whether or not the spe"roles and responsibilities" section. In cific recombinant DNA project is being
general, I have adopted the RAC pro- funded by NIH. While this increases
posals with certain additional modifi- the responsibility of the institution
cations based on issues raised by the and the IBC's, it is believed that this
Director's Advisory Committee and revision will enhance the overall
other commentators. The issues I have safety of the conduct of this research.
considered, and a discussion of them Furthermore, at the suggestion of one
follows:
commentator, I have decided to

change the name of the blohazards
committees to blosafety committees to
reflect the spirit of the guidelines
more closely.
Several generic comments deserve to
be highlighted as they represent sig.nificantly increased authority to be
delegated to the institution. In 1976,
the RAC did not accept commentators'
suggestions for requiring local committees to make an independent evaluation of the containment levels required by the guidelines for individual
research projects. I therefore stated In
the 1976 decision that NIH would not
require local institutions to have their
committees perform this function, although they would not be prohibited
from doing so. Commentators have
now noted that In order for an IBC to
accomplish Its mandated responsibilities under the 1976 guidelines, Including reviewing and approving recombinant DNA research projects, It has been
necessary for the committee implicitly
to determine containment conditions.
Therefore, in order to better clarify its
role, the assessment of appropriate
containment levels is now made an explicit responsibility of the IBC.
In addition, institutions through
their IBC's will be given increased responsibility for primary oversight of
this research as they have now been
delegated the authority from NIH to
approve or disapprove proposed recombinAnt
DNA
projects.
NIH
through ORDA will conduct a review
of institutional actions, upon registration of the projects, to ensure compliance with the NIH guidelines, thereby
maintaining a national standard for
the research. This action has been in
response to several comments calling
for increased local responsibility and a
more simplified administrative process
with regard to gaining approval for
this research to proceed. In view of
the impossibility of Federal surveillance to enforce these standards externally, I feel it is essential to increase
the authority and responsibility of the
local institution. It was also requested
that IBC's have a role if legislation In
this area is adopted, and this concept
is endorsed in the bill report of March
24, 1978, on the Recombinant DNA
Act, by the HouSe Committee on Interstate and Foreign Commerce, which
says, "It is the view of the committee
that the appropriate portions of the
administrative requirements of section
IV of the NIH guidelines are a reasonable model upon which the Secretary
could base administrative regulations.
In particular, the current practice in
the NIH guidelines of delegating to
local biohazards committees most of
the responsibility for the inspection of
facilities and the approval of the specific safety requirements appropriate
to each project or activity Is an effec-
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tive and relatively inexpensive administrative mechanism:'
As in the 1976 decision, a number of
recommendations were received- regarding the membership of IBC's. In
1976, suggestions were made for broadening IBC 'representation to include
members not only from various disciplines related to recombinant DNA
molecule technology, biological safety,
and engineering but also to include
those knowledgeable in applicable
laws, regulations, standards of practice, community attitudes, and health
and environmental considerations.
Consequently, at that time I recommended in my decision that these diverse- points of view -be included or
made available to the committees. The
language- in the PRG-RAC requires a
diversity of membership, but does not
mandate noninstitutional members In
response to -several requests, and in
view of increased responsibility at the
local level, I am now going beyond the
RAC proposal and adding -a provision
that "no IBC may consist entirely of
persons who are officers, employees.
or agents of, or are otherwise associated -with the Institution, apart from
their membership on the IBC." Other
specific categories for membership are
not mandated although the PRG-NIH
now states that "membership should
include individuals from disciplines
relevant to recombinant DNA technology, biological safety, and engineering"; that it is recommended that "at
least one member be a nondoctoral individual from a laboratory technical
staff"; and that the IBC "include
members knowledgeable about such
matters as applicable law, standards of
professional conduct and practice,
community attitudes, and the environment."
The possibility of conflict between
IBC's and local community oversight
committees was raised. With noninstitutional membership on IBC's I believe there is no need to have additional community committees.
A number of other recommendations
were received from public commentators relating to more specific issues,
they are considered below under the
appropriate headings.
Responsibilitiesof the nstitution (speInstitution. A number of pointswere
raised by commentators concerning
health monitoring by institutions.
NIH was requested to develop a model
for institutional medical surveillance
for recombinant DNA-research workers. The issue of medical monitoring is
one -of considerable interest to the
NIH. This is -a- general problem not
unique- to recombinant DNA research.
As one commentator noted, instituting
-a'routine health monitoring and-re.
porting -program for personnel en-
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committees, when possible- have open
meting and suggest that all meetings
be announced.
The question was raised concerning
possible conflict of interest of local
committee members. This I- an Important point, and I have added a provislon prohibiting an individual engaged
in, or expecting to be engaged in, or
having a direct financial Interest in, a
recombinant DNA project from being
involved in the review or approval of
that project.
Concern was expressed about the
cost of IC 6perations, and suggestions were made that the Government
underwrite this expense. Because NIH
already pays, through indirect costs,
the operations of such committees, I
have decided that there Is no need at
this time to separate them out from
other Indirect costs of the Institutions.
Biologfcal Safety Officer. Because increased authority and responsibility
have been given the IBC's it Is appropriate that institutions conductin P3
ready provide such a mechanism. In or P4 level research haVe someone desthe 1976 decision it was also noted Ignated to handle biological safety
that OSHA standards and procedures questions generally.
I have accepted the suggestion that
apply to most Institutions, so it was
not considered necessary then, or now. the biological safety officer shall be a
to require in the guidelines that IBC's member of the IBC because his or her
insure OSHA compliance. Further, the responsibilities are so closely allied to
the function of the committee.
Federal 'Interagency Committee on
Another commentator noted that
Recombinant DNA Research, which I
chair. includes representatives from too much emphasis was placed in the
the 'Occupational Safety and Health PRG-RAC on the regulatory role of
of the blosafety officer rather than on
(Department
Administration
Labor), assuring cooperation at the his or her role as a technical consultant; therefore, language indicating
76aeral level.
One commentator spoke to the need this latter role has been inserted in
for a biosafety control manager which the PRG-NIH.
In response to questions on the
would be similar- to the head of a
campus environmental health and qualhisfatlons of biological safety offisafety office. While such a program cers, I note that the officer need not
and manager may be desirable, It is be an MD. Further, it Is not necessary
felt that this Is an institutional admin- that he or she be engaged in research.
istrative matter and should not be ad- Since the passage of the Occupational
Safety and Health Act, most Institdressed in the guidelines.
Committee tions have established occupational
Instoitutiotw .osafely
BC). Several commentators request- safety and health departments or proed more detail on BC duties and this grams with institutional safety offihas been accomplished In the supple- cers. There are no standard certificament to the PRG-NIH entitled, '%ab- tion procedures for such ndividuaLs4
oratory Safety Monograph." For ex- although their qualifications, in many
ample, information is included here on cases, could be commensurate with
facility certification, periodic inspec- those of a biological safety officer.
tions and monitoring, and a model for The supplement to the PRG-NIH entitled, "Laboratory Safety MonoBC operation.
There was concern about the estab- graph." provides in greater detail the
lishment of area biosafety committees kinds of qualifications that biosafety
and possible Jurisdictional disputes be- officers should have. NI Is developtween them and institutional biosafety Ing a training course for campus
committees This has been further safety officers, Including biological
safety officers, and requests for inforclarified In the definitions In Part L
It was suggested that biosafety com- mation should be directed to Dr.
mittee meetings be open to the public. Enmett Barkley, Director, Officer of
The guidelines currently require only Research Safety. National Canzcer inthat the minutes be available to the stitute, Bethesda. Md. 20014.
Principalt Investigator. In responzepublic. In view of possible discussion
of proprietary and patentable Infor- to several commentators, the steps the
mation. MC meetings cannot always investigator needs to take in order to
be open. I do urge. however, that local have proposed research approved at
gaged in areas of-research besides recombinant DNA, such as tumor viruses
and pathogenic organisms, is important. However, the state-of-the-art is
primitive in terms of what can be done
to monitor workers' health generally,
but particularly in the area of recombinant DNA research where there is
no known hazard. At my request, an
NIH committee reviewed this area and
has made recommendations as to what
such a program may Include. This recommendation, which calls for monitoring illnesses, collecting seruin samples,
and keeping a register of agents handled, is responsive to several suggestions received on this Issue, and It has,
therefore, been adopted In the PRGNIH. Additionally, appendix D will Include more detailed information on
medical surveillance.
Grievance procedures for workers
under the guidelines were requested
but this Is not considered necessary as
the Occupational Safety and Health
Act (OSHA) rules and regulations al-
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the local and national levels have been procedures to be used for the followdelineated in Appendix C to the guide- ing.
lines which contains documentation of
e To develop and amend the list of
NIH administrative procedures for re- "non-novel experiments";
combinant DNA research projects.
.
*To permit the Director, on the
Considerable attention has been
advice of the RAC, to grant exceptions
given to the issue of training. Several from prohibited experiments, such as
commentators urged that training for risk-assessment experiments;
standards be set by the NIH, prefereTo certify host-vector systems;
eTo modify guidelines in the future.
ably in the guidelines, Other commentators wanted the guidelines to direct
There- were also suggestions that
the institution or IBC to set standards guidance be given on how to deal with
infractions of the guidelines. Specififor training;, however, some opposed
this view. Still others wanted, investi- cally, one commentator suggested that
gator competency evaluated or certi- procedures outline in detail:
*How charges of non-compliance
fied after training had been undertaken. It should be noted that the PRG- could be brought;
*How charges of non-compliance
RAC represented a strengthening of
training requirements, compared to would be evaluated;
cWhat opportunities would be prothose in the 1976 guidelines. Commentators remain concerned regarding the vided for the principal investigator
quality and uniformity of such train- and his institution to defend theming. The NIH Is responding to this by selves against charges; and
eWhat appeals procedures would be
placing as a high priority the development of training standards and available before the termination of
courses. Currently, NIH is supporting funding or the invoking of other pena Working Panel of the American So- alties.
Because of the key role of the RAC
ciety for Microbiology (ASM) which is
considering standards of training in in the development and monitoring on
microbiological techniques for recom- NIH recombinant DNA policies, a
of comments were directed to
binant DNA research. When a report number
its composition and functions. Many
is submitted to NIH, it will be shared commentators focused
on the RAC's
with institutions, IBC's, and principal
urging that the guideinvestigators for their use. At this membership,
lines define procedures for nomination
time, however, national certification
and selection of members. Suggestions
should not be attempted until the for potential membership on the RAC
ASM/NIH criteria for training have included more representation for cerbeen formulated and subsequently tain scientific disciplines, such as vIrQevaluated. It should be noted that, logy and microbiology; greater repreaside from Nuclear Regulatory Com- sentation of individuals skilled in occumission standards for training for ra- pational and environmental health
dioisotope work, there are apparently and safety; and mor public represenno otther formal training criteria pres- tation, including perhaps a "dissenter"
ently required for biomedical research. from current NIH policies.
Thus, the work of the ASM Panel will
A number of comments concerned
be establishing a precedent. It is for Committee operations. The RAC was
these reasons that I feel NIH should urged to formalize schedules so that
proceed carefully and in stages, at the all would know 'when it would meet
same time promoting safety training over the next 2 to 3 years. Further, it
for researchers. Accordingly, NIH will was urged that notices and complete
develop courses based on these stand- agendas be placed in the FEDEA.L REGards of training and make them widely isTER for each meeting;, that all docuavailable.
ments for Committee consideration be
made available to the public; and that
Responsibilitiesof the NIH (General)
the NIH pay for public witnesses to
Due Process Considerations.A focus attend meetings of the RAC.
of public comment at the December
In response to these comments, Part
hearing was on "procedural due proc- IV of the guidelines has been reorgaess," to insure public participation in nized extensively. The responsibilities
the development of NIH recombinant
from the local to national level have
DNA policies. Much of the public testi- been stated and defined more clearly.
mony and comment in letters thereaf- Further, for NIH responsibilities, proter focused on public representation
cedures suggested by commentators
on committees. Also stressed was the have been specified to afford opportuneed for public notice of all meetings, nity for public comment. A special apand for procedures to insure public ,pendix to the guidelines includes releparticipation in the exercise of respon- vant implementation documents from
sibilities by the RAC, the Office of the ORDA that explain the administraDirector, NIH, and the Advisory Com- tion of the NIH guidelines at the local
mittee to the Director, NIH.
and national levels.
Several commentators specifically
From the beginning, the NIH has
urged that the guidelines spell out the gone to great lengths to insure proce-

dural due process for the public and
scientific communities. The RAC con.
ducts all meetings in the open, and
files notice of each meeting in the FEDRAL REmosrnr.
All the documents
listed on the agenda of the RAC meetings have been available to the public,
Additionally, the Advisory Committee
to the Director, NIH, has provided a
public forum on the 1976 guidelines
and now on the proposed revlslons,
The public hearing in February 1976
on the originally proposed guidelines
resulted in extensive revision of that
proposal. The PRG-RAC was pub.
lished in the FnRAL. REGISTER on September 27, 1977, for public comment,
and the meeting of the Director's Advisory Committee held in December
1977 was announced in the FIDIlAL
REGISTER. In addition to a general invitation for public testimony, the NIH
provided funds for witnesses from the
public, private, and scientific sectors
to attend and present their views.
The proposed reorganization of Part
IV has more clearly defined a structure for responsibilities at the local
and national level, with opportunity
for public and scientific participation.
It makes more formal a process that
has been occurring informally. Flexibility, however, remains essential to
avoid unnecessary and protracted
delays in decisionmaking. Clearly a
full panoply of review, Including a
public hearing, Is not essential for
most of the functions under the guidelines. For many functions, the need
for public review can be met through
publication in the FEDImAL REGISTErt.
For certain responsibilities comment
may be solicited. Because procedures
by which policies will be developed at
the national and local levels are of key
importance, notice for major policy
initiatives Is required. I believe the reorganization of Part IV achieves that
goal.
Application to the Private Sector.
Several commentators spoke on the
application of the NIH guidelines to
the private sector. Specifically, the
NIH was urged to provide, voluntarily,
to the private sector, the following:
cAdvice on interpretation of the
guidelines;
eRegistration of projects;
oCertification of host-vector systems;
oAdvice on the operation of institutional biosafety committees:; and
eProtection for patent and proprietary information.
Prior to the release of the guidelines
in June 1976, representatives of private industry were invited to NIH to
be briefed on the guidelines. Since the
release of the guidelines, several other
meetings with representatiVes from
the private sector have been held.
Commerce Department representatives on the Interagency Committee
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. played a lead role in working with private industry leading to the agreement.
of relevant industries to abide by the
safety standards of the NIH guidelines.
Many of theservices provided by the
NIH to its grantees and contractors
had not been extended to the private
sector. After carefully considering the
comments at the public hearing and in
correspondence received, I now believe
H should extend certain serthe
vices, to the private sector in several of
the areas suggested by the commentators. A new section has been added to
Part IV that provides the opportunity
for private industry participation n a
voluntary fashion. If legislation is enacted, the NIH Guidelines will serve as
the basWs for regulation that will encompass the private sectorOccupartional and Environmental
-Safetgy. A key concern of all commentators was the need for programs in occupational and environmental safety,.
that would include health surveillance
for-laboratory personnel and the community. As I stated in my Decision in
1976. the = has a special responsibility for national leadership in programs for laboratory-safety. This responsibility is a critical one and we
must accept it. Recombinant DNA research policies have stimulated a
broad NIH commitment and- interest,
in laboratory safety. The PRG-NIH
reflects that commitment. As previously described, there are several training
programs that the NIH has undertaken and supported. Several NIH -committees are involved in development of
policies in this area. The newly updated and expanded supplement to the
"Laboratory
PRG-NIH
entitled.
Safety Monograph," reflects tfie growing experience in this area.
A collaborative effort has been initiated between NIH and the Center for
Disease -Control (CDC) to establish a
.mechanism for providing advice, consultation, =nd if necessary, assistance
regarding major accidents in laboratories involved in recombinant DNA research. It was not considered necessary to have a standing "strike force"
as suggested by one commentator.
however, in the event of an emergency, a team of experts from NIH and
CDC could be formed to respond, depending on the nature of the problem.
Several commentators suggested
that the NIH examine laboratory
work involving genetic techniques
other than recombinant DNA. research. Indeed, it was recommended
that, another advisory committee akin
to the RAC be- established to propose
standards for work involving biosafety.
generally. I appreciate and understand
this concern. The NIH over the past
year and a half has created several internal committees that are critically
examining -different areas where labo-

ratory work i- conducted with potential blohazards. These committees are
considering possible recommendations
for safety standards.
Another commentator also urged
the NIH to consider a forum for dealing with social Issues related to "genet-.
ic engineering." The NIH responsibility to date has been In addressing
policy questions Involving safety of recombinant DNA research in single
cells in the laboratory. I recognize the
importance of the potential future application of this and other genetic research to the altering of the genetic
character of higher forms of life ineluding man. However, the application
of this research to the "genetic engtneering" of man is clearly far from imminent In light of public concern, a
study is warranted of the ethical.
legal, and social implications of these
techniques. The National Commission
for the Protection of Human Subjects
of Biomedical and Behavioral research
considered, but was unable to initiate.
a study because of Its pressing workload. Such a study, however, should be
a key priority for the Commission curn
rently being considered by Congress as
part of the legislation to regulate recombinant DNA research.
It has also been suggested that the
NIH work closely with other relevant
research and regulatory agencies, particularly the Environmental Protection Agency and the Occupational
-Safety and Health Admnistration.
Indeed, the NIH, from the inception of
the Guidelines, has worked to foster
cooperation among the Federal agencies. Prior to the release of the Guidelines, representatives from several
agencies met at the NIH for a briefing
on the Guideline. After the release of
the Guidelines, the question of their
extension to the rest of the Federal
Government and the private sector
prompted the creation of an Interagency Committee. This Federal Interagency Committee on Recombinant
DNA Research on which I have served
as Chairman. was created by the-Secretary of HEW at the request of the
President in October 1976. It Is composed of all relevant Federal research
and regulatory agencies and has provided for coordination of Federal policies concerning recombinant DNA research. In March 1977, the committee
developed recommendations for legislation.
It was suggested by a commentator
that the NIH address the International implications of control of recombinant DNA research. Indeed, the Federal
Interagency Committee- issued in No.
vember 1977 a thorough and comprehensive review of all guidelines for
such research internationally with recommendations for continued cooperation. This report is available from the

FEDEPAL REGIST--,

Office of Recombinant DNA Act!Lties, NIK, Bethesda, Md. 20014..

PesponsibilLifer of 1VIH (Specuic)
Office of the Director.As suggested
by the commentators, for purposes of
clarity, the responsibIlities, of the NIH
Director have been grouped under a
specific heading in the PRG-NIH entitied "Office o£ the Director, NMH-"
These responsibilities (many of which
are mentioned In Parts I. I. and ILE of
the PRG-NIH. and are repeated again
in Part IV) include: final interpretation of the Guidelines; revision and
amendment of the Guidelines;, certification of new host-vector systems; promulgating and amending a list of
classes of recombinant DNA molecules
to be exempt from the Guidelines; permitting specific exceptions to the Prohibitions in the Guidelines; approving

changes in containment levels f6r spe-

cific experiments; designating certain
agents which are listed as Class 2
agents, as Class 1 agents for the purposes of the Guidelines and overseeIng the implementation of the Guidelines. For many of the responsibflitie,
appropriate notice and opportunity
for public comment will be provided.
Advisory Committm.
.ecombinant

At the hearing in 1976. many commen-

tators made suggestion s concerning
the structure, function, and scope of
responsibility of the RAC. Comments
on poible structural mechanisms for
decision-making included suggestions
that there be a scientific and technical
committee and a general advisory
public policy committee. It was also
suggested that the scientific committee Include scientists who are to actively engaged in recombinant DNA
research, and that the public policy
committee have a broad scientific and
public representation. In response to
those suggestions n 1976, the roles of
the RAG and the NIH Advisory Committee to the Director (DAC) were
spelled out The RAC responsibility
has been primarily a scientific and
technical one with recommendations
for revisions of the Guidelines reviewed by the DAC, the public advisory group. In the main, that process
has worked well over the past 1%
years and Its structure is maintained
in the PRG-NIH.
I am acutely aware of the need for
broad sientific representation on the
RAC, and I have carefully considered
these needs in the selection of new
members. The emphasis has been to
ensure relevant scientific representation. It is absolutely essential that this
committee have the technical expertse necessary to develop, modify, and
interpret the Guideline based on scientific evidence. Additonal representatives have been added frome-scientific
disciplines, such as botany, to ensure a
broad sclentiflo- overview. As a bridge
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between the scientific and the public ordinate recombinant DNA activities.
policy implications, public members On the basis of these suggestions,
now serve on the RAC and additional ORDA was created and -Dr. William
public members may be added. Cur- Gartland was named Director. Since
rent public members are Dr. Emmette its creation, ORDA has done a splenS. Redford, Ashbel Smith Professor of did job in fulfilling very difficult tasks
Governement and Public Affairs, in the implementation of the NIH
Lyndon B. Johnson School of Public Guidelines. Dr. Garland, who also
Affairs, University of Texas at Austin; serves as Executive Secretary to the
and Dr. LeRoy Walters, Director, RAC, has provided a focus for coordiCenter for Bioethics, Kennedy Insti- nation of activities within the NIH
tute, Georgetown University. Both and with institutional blosafety comhave served the public interest well mittees.
and have done a superb job as have all
It is impoitant to note that the remembers of thq committee. The task sponsibility of the NIH peer review
for all RAC members has been enor- groups (e.g., study sections)-for an inmous and their work and spirit of co- dependent assessment of the recomoperation have been exemplary.
binant DNA research protocols has
In order to ensure fairness, and sen- been eliminated. This responisibility
sitivity to the public commentators, willnow solely- be that of ORDA in
solicitation of nominations for open- conjunction with the institutional bioings on the RAC will be in accord with safety committee. In the 1% years of
the recommendations- of the NIH our experience, such review by NIH
Grants Peer Review Study Team con- peer review groups has been found to
cerning announcements of vacancies be unnecessary and an additional
on committees. Thus, NIH will pub- burden on these groups.
lish, periodically, an announcement of
Several commentators urged new reupcoming vacanices on the RAC with sponsibilities for ORDA and additional
instructions on how to submit nomina- personnel to fulfill them. Several
tions. By this means I will be able to urged that ORDA be responsible for
consider carefully a wide spectrum of inspecting and certifying laboratories
nominations and assure appropriate at the P3 level. At the present time P4
representation suited to the needs of facilities are operating at the Frederthis committee.
ick Cancer Research Center in rederOne commentator suggested that Ick, Md, and at the NIH in Bethesda,
reprezentatives from Federal agencies Md; no other P4 facilities for recomserve on the RAC. Several agencies, in- binant DNA research are in operation
cluding the National Science Founda- nationally. The NIH has the responsition, the Department of Energy, and .bility under the Guidelines to certify
the Department of Agriculture, have P4 facilities because of their special
liaison representatives who come regu- nature. However, a P3 facility"does not
larly to the RAC meetings and, of require special expertise at a national
course, the Federal Interagency Com- level; and there is no need for national
mittee is kept fully informed of the ac- certification of P3 facilities. As specitivities of this committee.
fied, the local institution has responsiIt was also recommended by a com- bility for monitoring and certifying famentator that the NIH finance the cilities from the P1 to the P3 level and
cost of attendance at RAC meetings that, indeed, should be a local responby interest members of the public. For sibility.
the present I do not believe such a
Several commentators urged greater
policy is necessary, especially in light dissemination of information to the
of the responsibilities of the DAC for public and scientific community alike.
public oversight where public wit- ORDA has a key responsibility for the
nesses may be invited and their ex- dissemination of information through
penses paid (as they were at the De- the "Recombinant DNA Technical
cember 1977 hearing). All RAC meet- Bulletin." The Bulletin is a new publiings are announced in the FEDERAL cation that attempts to link investigaREGISTER and are open to the public.
tors involved in recombinant DNA reIn sum, the operations of the RAC search, both in the United States and
have been more clearly detailed in the abroad, with the advisory groups and
PRG-NIH. The procedures for the se- organizations active in this area. In
lection of members and the operations light of comments received, the Bulleof the committee have been, or are in tin will include more information for
the process of being, formalized for institutional biosafety committees, as
the benefit of the scientific communi- well as for the advisory groups at the
ty and the public.
national and local levels. It was sugNIH Components. A new section now gested that ORDA provide advice to
describes all other functions of the state and local governments, and to
NIH including the responsibilities of the most practical extent, ORDA will
the Office of Recombinant DNA Activ- be available to state and local governities (ORDA). Several commentators ments for technical advice. In large
at the public hearing in 1976 urged part, ORDA serves as a clearinghouse
that the NIH create an office to co- for information related to recombin-

ant DNA activities internationally, nationally, and locally.
Registration and Compliance (General)
Over the past 2 years in the administration of the NIH Guidelines, It has
been clear to me that a new section
should be added on the general requirements for registration of activities with the NIH, not only for NIH
grantees or contractors, but also, on a
voluntary basis, for the private sector.
Further, in light of the review of HEW
policies on the patenting of recombinant DNA research inventions, a section
on disclosure of information was also
necessary. And finally, as suggested, a
section on compliance with the Guidelines was needed. Thus, new sections C
and D have been added under "Roles
and Responsibilities" covering Registration (including disclosure of Information) and Compliance. Many comments on the Guidelines over the past
12 years and at the public hearing In
December 1977 urged that these provisions be added, and In my view, they
are necessary in the absence of legislation. Further, if legislation were to
pass, these provisions could serve as a
model for the regulations to be promulgated on the basis of the legislation. As in 1976, I believe the Guidel#ines should not become regulations
without new legizlatlon -pelfleially
mandating this,
Registration and Compliance (Specifie)
Section IV-C has been added providing the elements for registration.
Other requirements may need to be
added; notice will be given of any
change In the requirements. All projects subject to the Guidelines must be
registered with ORDA. A mechanism
for voluntary registration by the private sector has been provided In response to suggestions by private sector
representatives. A requirement for
registration is that the registrant must
agree to abide by the standards of the
Guidelines.
Many comments were directed to the
protection of proprietary information.
A new section outlining the elements
for protection of proprietary data has
been included in response to these suggestions.
One commentator urged that no patents be granted for recombinant DNA
research inventions. Shortly after the
release of the Guidelines in 1976, NIH
received a letter requesting a review of
HEW policies relating to the patenting
of recombinant DNA research inventions. The letter prompted NIH to
review current patent regulations governing existing institutional patent
agreements and to consider how recombinant DNA research inventions
should be handled under the terms of
those agreements. On the basis of ex-
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tensive Department and Irteragency
Committee review, it was agreed that,
at least for the present, recombinant
DNA research inventions developed
under HEW/NIH support should continue to be administered within'current HEW patent agreements: -Each
agreement, however, would require
that licenses could be- granted only if
the licensee provides assurance of
compliance With the physical'and biological containment standards set
forth in the Guidelines. My decision
and analysis on this were released in
March 1978. A copy is available from
the Office of Recombinant DNA Activities, NIH, Bethesda, Md. 20014. Thus,
I do not believe that a restriction of
patefits in this research area is warranted.
A commentator urged that a system
of fines be spelled out. NIH has no authority'to impose fines in the absence
of new legislation. However, NIH will
suspend, limit, or terminate a grant or
contract for noncompliance with the
Guidelines. A commentator urged that
penalty procedures be specified.
Should it be necessary to suspend,
limit, or terminate a grant, appropriate HEW procedures will be followed.
In sum, Part IV of the Guidelines on
Roles and Responsibilities has been
substantially revised in response to
+11
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fI-B-i-c. Special
Laboratory
Design.
fl-B-2. P2 Level
II-B-2-a. Laboratory Practices.
II-B-2-b. Containment Equipment.
fl-B-2-c. Special - Laboratory
Design.
II-B-3. P3 Level.
II-B-3-a. Laboratory Practices.
II-B-3-b. Containment Equipment.
fl-B-3-c. Special
Laboratory
Design.
II-B-4. P4 Level
II-B-4-a. Laboratory Practices.
II-B-4-b. Containment Equipment.
II-B-4-c. Special
Laboratory
Design.
II-C. Shipment.
II-D. Biological Containment.
fl-D-i. Levels of Biological Containment.
Il-D-1-a. HV1.
II-D-1-b. HV2.
II-D-l-c. HV3
II-D-2. Certification of HostVector Systems.
fI-D-3' Distribution of Certified Host-Vectors.
flu. Containment Guidelines for covered Experiments.

p-4-

tors. The Guidelines now provide even
more opportunity for advice from the
-local to the national leve.1. Tiie spirit
of cooperation and effect ive oversight
will be enhanced by the r(evised Guidelines both at the local l1evel between
the research communit ty and the
public and at the nation al level with,
Federal agencies, the sci[entific cornmunity, and private sectoi
DONALD S. FREDRICKSON,
Directo,
NationalInstitute of Health.
REcoLmINANTr DNA R asEARcH-REvIsED GuImELIrNS PRor osED BY THE
DnixcToR NIH
JULY 1978.
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II-B-i-a. Laborator*yPractices.
Il-B-1-b. Containm ent Equipment.

rn-A. Classification Of Experiments
Using the E. coli K-12 Host-Vector
Systems.
III-A-1. Shotgun Experiments.
-r-A-i-a. Eukaryotic DNA Recombinants.
rn-A-i-a(). Primates.
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rn-A-i-a(5).

Other Cold-Blood-

ed Animals and Lower Eukaryotes.
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I-A-2-a(1). DNA Viruses.
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of RNA Viruses.
In-A-2-a(3). In'tracellular Viral
DNA.
rn-A-2-b. Eukaryotic Organelle
DNAs.
III-A-2-c. Prokaryotic Plasmid
and Phage DNAs.
III-A-3. Lowering of Containment Levels for Characterized or Purifled DNA Preparations and Clones.
rn-B. Experiments with. Other ProYaryotic Host-Vectors.
rn-C. Experiments with Eukaryotic
Host-Vectors.
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'Systems.

n-C-2. Invertebrate Host-Vector
Systems in Which Insect Viruses Are
Used to Propagate Other DNA Segments.
Il-C-3. Plant Viral Host-Vector
Systems.
rn-C-4. Plant Host-Vector Systems Other than Viruses.
rn-C-5. Fungal or Similar Lower
Eukaryotic Host-Vector Systems.
oIf-D. Complimentary DNAs.
I3I-_. Synthetic DNAs.
IV. Roles and Responsibilities.
IV-A. Responsibilities of the institution.
IV-A-1. Institition.
IV-A-2. Institutional
Biosafety
Committee.
IV-A-3. Biological Safety Officer.
IV-A-4. Principal Investigator.
IV-B. Responsibilities of the NIH.
IV-B-1. Office of the Director,
NIH.
IV-B-2. NIH Recombinant DNA
Advisory Committee.
IV-B-3. NIH Components.
IV-C. Registrtlom
IV-C-2. Voluntary Registration
and Certification.
IV-C-3. Disclosure of Information.
IV-D. Compliance.
IV-D-1. Policy on Noncompliance.

V. Footnotes and References.
L ScopE oF THEGu=nL=S
I-A. Purpose. The purpose of these
gidelines is to specify practices for
constructing and handling (I) recombinant DNA molecules and (ii) organIsms and viruses containing recombinant DNA molecules.
I-B. Definition of Recombinant DNA
Molecules. In the context of these
guidelines, recombinant DNA molecules are defined as.elther (i) molecules which are constructed outside
living cells by joining natural or synthetic DNA segments to DNA molecules that can replicate in a living cell,
or (11)DNA molecules that result from
the replication of those described in (i)
above.
I-C. General Applicability. The
guidelines are applicable to all recombinant DNA research within the
United States or Its territories conducted at or sponsored by an institution that receives any support for recombinant DNA research from NIH,
This includes research performed directly by NIH.
Any individual receiving support
must be associated with or sponsored
by an institution which cah and does
assume responsibilities described in
these guidelines.
Once approved at the local level, research may proceed but shall be modifled in accordance with the recommendations of the NIH if found not to
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comport with requirements of the NIH
guidelines.
The guidelines are also applicable to
projects done abroad if they are supported by NIH funds. If the host country has established.rules for the conduct of recombinant DNA projects,
then a certificate of compliance with
the host country rules may be submitted to NIH in lieu of compliance with
the guidelines. NIH reserves the right
to withhold funding if the safety practices to be employed are not reasonably consistent with the NIH guidelines. In any case, a memorandum of
understanding and agreement (MUA)
shall be submitted to NIH for purposes of registration.
I-D. Prohibitions.The following experiments are not to be initiated at
the present time:
I-D-1. Formation of recombinant
DNA's derived from the pathogenic organisms classified(1) as class 3, 4, or
5(2) or from cells known to be infected
with such agents, regardless of the
host-vector system used.
I-D-2. Deliberate formation of recombinant DNA's containing genes for
the biosynthesis of potent toxins (e.g.,
botulinum or diphtheria toxins;
venoms from insects, snakes, etc.).
I-D-3. Deliberate creation by the use
of recombinant DNA of a plant pathogen with increased virulence and host
range beyond that -which occurs by
natural genetic exchange.
I-D-4. Deliberate release into the environment of any organism containing
recombinant DNA.
I-D-5. Deliberate transfer of a drug
resistance trait to micro-organisms
that are not known to acquire it naturally, if such acquisition could compromise the use of a drug to control disease agents in human or veterinary
medicine or agriculture.
I-D-6. Large-scale experiments (e.g.,
more than 10 liters of culture) with organisms
containing
recombinant
DNA's, unless the recombinant DNA's
are rigorously characterized and are
shown to be free of harmful genes.(3)
We differentiate between small- and
large-scale experiments with organisms containing recombinant DNA's
because the probability of escape from
containment barriers normally increases with increasing scale.
Experiments in these categories may
be excepted(4) from the prohibitions
(and will at that time be assigned appropriate levels of physical and biological containment) provided that
these experiments are expressly approved by the Director, NIH, on recommendation of the Recombinant
DNA Advisory Committee after appropriate notice and opportunity for
public comment. In making such exceptions, weight will be given both to.
scientific and societal benefits and to
potential risks.

I-E. Exemptions. It must be emphasized that the following exemptions(4)
are not meant to apply to experiments
described in the section I-D as being
prohibited.
The following recombinant DNA
molecules are exempt from these
guidelines, and no registration with
NIH is necessary:
I-E-1. Those that are not in organisms or viruses.(5)
I-E-2. Those that consist entirely of
DNA segments from a single nonchromosomal or viral DNA sources, though
one or more of the segments may be a
synthetic equivalent.
I-E-3. Those that consist entirely of
DNA from a prokaryotic host, including its indigendus plasmids or virsuses,
when propagated only in that host (or
closely related strain of the same species); also those that consist entirely
of DNA from a eukaryotic host, including its chloroplasts, mitochondria,
or plasmids (but excluding viruses),
when propagated only in that host (or
a closely related strain of the same
species).
I-F-4. Certain specified recombinant
DNA molecules that consist entirely of
DNA segments from different species
that exchange DNA by known physiological processes, though one or more
of the segments may be a synthetic
equivalent. A list of such exchangers
will be prepared and periodically revised by the Director, NIH, on the recommendation of. the Recombinant
DNA Advisory Committee, after appropriate notice and opportunity for
public comment. Certain classes are
exempt as of publication- of these revised guidelines. The list in appendix
A. An updated list may be obtained
from the Office of Recombinant DNA
Activities, National Institutes of
Health, Bethesda, Md. 20014.
I-E-5. Other classes of recombinant
DNA molecules if the Director, NIH,
on the recommendation of the Recombinant DNA Advisory Committee,
after appropriate notice and opportunity for public comment, finds that
they do- not present a significant risk
to health or the environment.
I-F. General Definitions. The following terms, which are used throughout these guidelines, are defined as follows:

I-F-1. "DNA" means deoxyribo- nucleic acid.

I-F-2. "Recombinant DNA molecule" means either (i).molecules which
are constructed outside living cells by
joining natural or synthetic DNA segments to DNA molecules that can replicate in a living cell, or (ii) DNA molecules which result from the replication
of a molecule described in (I) above.
I-F-3. "Director" means the Director
of the National Institutes of Health
(NIH) and any other officer or em-

ployee of NIH to whom authority has
been delegated.
I-F-4. "Institution" means any
public or private entity (including Fed.
eral, State, and local government
agencies).
I-F-5. "Memorandum of Understanding and Agreement" or "MUA"
means an Institution's certification to
NIH that the project will comply with
the guidelines. See appendix C regarding the form and contents of an MUA,
I-F-6. "Institutional Blosafety Cornmittee" or "IBC" is discussed In detail
in section IV-A-2.
I-F-7. "Area Blosafety Committee"
or "ABC" means that in special circumstances, in consultation with the
NIH Office df Recombinant DNA Ac.
tivities, an Area Blosafety Committee
may be formed, composed of members
from the institution and other organizations beyond Its own staff, as an alternative to an IBC when additional
expertise outside the institution is
needed for the indicated reviews.
I-F-8. "Recombinant DNA Advisory
Committee" or "RAC" means the
public advisory committee that shall
advise the Secretary, Assistant Secretary for Health, and the Director of
the National Institutes of Health, concerning recombinant DNA research.
The RAC shall consist of members
who shall be selected from persons
knowledgeable in the fields of recombinant DNA technology, biotlogical
safety, and community interests.
Nominations for the RAC may be submitted to ORDA and will be consid.
ered in accordance with established
nomination procedures for NIH peer
review groups.
I-F-9. "NIH Office of Recombinant
DNA Activities" or "ORDA" means
the office within NIH with responsibil.
ity to (i) review and coordinate all activities of NIH related to the guidelines; (ii) foster the interrelationships
between NIH and other Government
agencies, private foundations, profes.
sional societies and Industry, in order
to assure coordination of activities
(Ili) promote international coopera.
tion; (lv) review the composition of Institutional Biosafety Committees; (v)
review MUA's; (vi) develop registries
of activities related to recombinant
DNA research (laboratories, projects,
new containment facilities, etc.); and
(vii) prepare regular reports.
II. CONTAINIT.X4T
Effective biological safety programs
have been operative In a variety of laboratories for many years. Considerable
information therefore already exists
for the design of physical containment
facilities and the selection of labora
tory procedures applicable to organisms carrying recombinant DNA's. (619) The existing programs rely upon
mechanisms that, for convenience, can
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be divided into two categories: (i) a set
of standard practices thatrre generally used in microbiological laboratories,
and (ii) special procedures, equipment,
and laboratory installations that proide physical barriers which are applied in varying degrees according to
the estimated biohazard.
Experiments on recombinant DNA's,
by their very nature, lend themselves
to a third containment mechanismnamely, the application of highly specific biological barriers. In fact, natur . barriers do exist which limit either
(i) the infectivity of a vector, or vehicle, (plasmid, bacteriophage, or virus)
to specific hosts or (ii) its dissemination and survival in the environment.
The vectors that provide the means
for replication of the recombinant
DNA's and/or the host cells in which
can be genetically de- they replicate
signed to decrease by many orders of
magnitude the probability of dissemination of recombinant DRA's outside
the laboratory.
As these three means of containment are complimentary, different
levels of containment appropriate for
experiments with different recombinants can be established by applying
varipus combinations of the physical
and biological barriers along with a
constant use of the standard practices.
We consider these categories of containment separately here in order that
such combinations can be conveniently
expressed in the guidelines.
In constructing these guidelines, it
was necessary to define boundary -conditionsfor the different levels of physical and biological containment and
for the 'classes of experiments to
which they apply. We recognize that
these definitions do not take into account all- existing -and anticipated information on special procedures -that
will allow particular experiments to be
-carried out under different conditions
than indicated here without affectingrisk. Indeed, we urge that individual
investigators devise simple and more
effective containment procedures and
that investigators and institutional
biosafety
committees- recommend
-changes in the guidelines to permit
their use.
IT-A. Standard Practices and Training. The first principle of containment
is a strict adherence to good microbiological practices. (6-15) Consequently,
all personnel directly or indirectly involved in experiments on recombinant
DNA's must receive adequate instruction. This should as 'a minimum inelude instruction in aseptic techniques
and in the biology of the organisms
-used in the experiments, so that the
-potential biohazards can be understood and appreciated.
Any research group working with
agents with a known or potential biohazard should have an emergency

plan which describes the procedures to
be followed if an accident contaminates personnel or the environment.
The principal investigator must Insure
that everyone in the laboratory is familiar with both the potential hazards
of the work and the emergency plan.
If a research group Is working with a
known pathogen for which an effective vaccine is available, all workers
should be immunized. Serological
monitoring, where appropriate, should
be provided.
fl-B. Physical Containment Levels.
The objective of physical containment
is to confife organisms containing
novel recombinant DNA molecules,
and thus to reduce the potential for
exposure of the laboratory worker,
persons outside of the laboratory, and
the environmeht to organisms containing novel recombinant DNA molecules.
Physical containment Is achieved
through the use of laboratory practices, containment equipment, and special laboratory design. Emphasis Is
placed on primary means of physical
containment which are provided by
laboratory practices and containment
equipment. Special laboratory design
provides a secondary means of protection against the accidental release of
organisms outside the laboratory or to
the environment. Special laboratory
design is used primarily in facilities in
which experiments of moderate to
high potential hazard are performed.
Combinations of laboratory practices, containment equipment, and special laboratory design can be made to
achieve different levels of physical
containment. Four levels of physical
containment, which are designated as
P1, P2, P3, and P4, are described. It
should be emphasized that the descriptions and assignments of physical
containment detailed below are based
on existing appproaches, to containment of pathogenic organisms. For example, the "Classification of Etiologic
Agents on the Basis of Hazard," (7)
prepared by the Center for Disease
Control, describes four general levels
which roughly correspond to our descriptions for P1, P2, P3, and P4; and
the National Cancer Institute describes three levels for research on oncogenic viruses which roughly correspond to our P2, P3, -and P4 levels.(8)
It is recognized that several different combinations of laboratory practices, containment equipment, and special laboratory design may be approprlate for containment of specific re:
search activities. The guidelines,
therefore, allow alternative selections
of primary containment equipment
within facilities that have been designed to provide P3 and P4 levels of
physical containment. The selection of
alternative methods of primary con-tainment is dependent, however, on
the level of biological containment

provided by the host-vector system
used in the experiment. Consideration
will also be given by the Recombinant
DNA Advisory Committee to other
combinations which achieve-an equivalent level of containment. Additional
material on physical containment for
plant host-vector systems is found -in

sections IlI-C-3 and rn-C-4.

II-B-I. P1 Level
II-B-i-a. LaboratoryPractice.
fl-B--a-l). Laboratory doors shall
be kept closed while experiments are
in progress.
II-B-i-a-(2). Work surfaces shall be
docontaminated daily, and immediately following spills of organisms containing recombinant DNA molecules.
II-B--a-(3). All biological wastes
shall be decontaminated before disposal. Other contimnated materials such
as glassware, drlmal cages, and laboratory equipment shall be decontaminated before washing, reuse, or disposal
II-B-l-a-(4). Mechanical pipetting
devices shall be used; pipetting by
mouth is prohibited.
II-B-i-a-(5). Eating, drinking, smokIng, and storage of foods are not permitted In the working area.

II-B-i-a-(6).

Persons shall wash

their hands after handling organisms
containing recombinant DNA molemiles and when they leave the laboratory.
II-B-l-a-7). Care shall be taken in
the conduct of all procedures to minimlze the creation of aerosols.
fl-B-i-a-(8). Contaminated materials that are to be decontaminated at a
site away from the laboratory shall be
placed In a durable leak-proof container which Is closed before removal from
the laboratory.
II-B-1-a-9). An insect and rodent
control program shall be instituted.
fl-B-1-a-(10). The use of laboratory
gowns, coats, or uniforms is discretionary with the laboratory supervisor.
II-B--a-(11). Use of the hypodermic needle and syringe shall be avoided when alternative methods are available.

II-B-i-b. Containment Equipment

Special containment equipment is not
required at the P1 leveL
fl-B-i-c Special Laboratory Design.
Special laboratory design is not required at the PI level
II-B-2. P2 Level
II-B-2-a. LaboratoryPractices.
II-B-2-a-(1). Laboratory doors shall
be kept closed while experiments are
in progress.
II-B-2-a-2). Work surfaces shall be
decontaminated daily, and immediately following spills of organism containing recombinant DNA molecules.
II-B-2-a-(3). All biological wastes
shall be decontaminated before disposal. Other contaminated materials such
as glassware, animal cages, and labora-
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tory equipment shall be decontaminated before washing, reuse, or disposal.
II-B-2-a-(4). Mechanical pipetting
devices shall be used; pipetting by
mouth is prohibited.
II-B-2-a-(5). Eating, drinking, smoking, and storage of food are not permitted in the laboratory area.
II-B-2-a-(6). Persons shall wash
their hands after handling organisms
containing 4recombinant DNA molecules and when they leave the laboratory.
II-B-2-a-(7). *Care shall be exercised to minimize the creation of aerosols. For example, manipulations such
as inserting a hot inoculating loop or
needle into a culture, flaming an inoculation loop or needle so that it
splatters, and forceful ejection of
fluids from pipettes or syringes shall
be avoided.
II-B-2-a-(8). Coxitaminated materials that are to be decontaminated at a
site away from the laboratory shall be
placed in a dirable leak-proof container which is closed before removal from
the laboratory.
II-B-2-a-(9). *Only persons who
have been advised of the nature of the
research being conducted shall enter
the laboratory.
II-B-2-a-(10). *Children under 12
years of age shall not enter the laboratory.
II-B-2-a-(11). *The universal biohazard sign shall be posted on all laboratory access doors when experiments
requiring P2 containment are in progress. Freezers and refrigerators used
to store organisms containing recombinant DNA molecules shall also be
posted with the universal biohazard
sign.
II-B-2-a-(12). An insect and rodent
control program shall be instituted.
II-B-2-a-(13). *The use of laboratory
gowns, coats, or uniforms is required.
Laboratory clothing shall not be worn
to the lunch room or outside of the
building in which the laboratory is located.
II-B-2-a-(14). *Animals not related
to the experiment shall not be permitted in the laboratory.
II-B-2-a-(15). Use of the hypodermic needle and syringe shall be avoided when alternative methods are available.
II-B-2-a-(16). *The laboratory shall
be kept neat and clean.
II-B-2-a-(17). *Experiments of lesser
biohazard potential can be carried out
concurrently in carefully demarcated
areas of the same laboratory.
II-B-2-b. Containment Equipment.
*Biological safety cabinetsi (20) shall
be used to contain aerosol-producing
equipment such as blenders, lyophi$Denotes laboratory practices, containment equipment, or special laboratory
design which were not required at the next
lower level of containment.

lizers, sonicators, and centrifuges
when used to process organisms containing recombinant DNA molecules,
except where equipment design provides for containment of the potential
aerosol. For example, a centrifuge may
be operated in the open if a sealed
head or safety centrifuge cups are
used.
II-B-2-c. Special LaboratoryDesign.
*An autoclave for sterilization of
wastes and contaminated materials
shall be available in the same building
in which organisms containing recombinant DNA molecules are used.
II-B-3. P3 Level.
II-B-3-a. LaboratoryPractices.
II-B-3-a-(1). Laboratory doors shall
be kept closed while experiments are
in progress.
II-B-3-a-(2). *Work surfaces shall be
decontaminated following the completion of the experimental activity, and
immediately folowing spills of organisms containing recombinant DNA
molecules.
II-B-3-a-(3). All biological wastes
shall be decontaminated before disposal. Other contaminated materials such
as glassware, animal cages, and laboratory equipment shall be decontaminated before washing, reuse, or disposal.
II-B-3-a-(4). Mechanical pipetting
devices shall be used; pipetting by
month is prohibited.
II-B-3-a-(5). Eating, drinking, smoking, and storage of food are not permitted in the laboratory area.
II-B-3-a-(6). Persons shall wash
their hands after handling organisms
containing recombinant DNA molecules and when they leave the laboratory.
II-B-3-a-(7). Care shall be exercised
to minimize the creation of aerosols.
For example, manipulations such as
inserting a hot inoculating loop or
needle into a culture, flaming an inoculation loop or needle so that it
splatters, and forceful ejection of
fluids from pipettes or syringes shall
be avoided.
II-B-T-a-(8). Contaminated materials that are to be decontaminated at a
site away from the laboratory shall be
placed in a durable leak-proof container which is closed before removal from
the laboratory.
H-B-3-a-(9). *Entry into the laboratory shall be through a controlled
access area. Only persons who have
been-advised of the nature of the research being conducted shall enter the
controlled access area. Only persons
required on the basis of program or
support needs shall be authorized to
enter the laboratory. Such persons
shall be advised of the natuxe of the
research being conducted before entry,
and shall comply with all required
entry and exit procedures.

II-B-3-a-(10). Children under 12
years of age shall not enter the labora.
tory.
II-B-3-a(11). *The universal biohazard sign shall be posted on the controlled access area door and on all laboratory doors when experiments requiring P3-level containment are In
progress. Freezers and refrigerators
used to store organisms containing recombinant DNA molecules shall also
be posted with the universal biohazard
sign. '
II-B-3-a-(12). An insect and rodent
control program shall be instituted.
II-B-3-a-(13). *Laboratory clothing
that protects street clothing (i.e., longsleeve solid-front or wrap-around
gowns, no-button or slipover jackets,
etc.) shall be worn in the laboratory.
Front-button laboratory coats are unsuitable. Laboratory clothing shall not
be worn outside the laboratory and
shall be decontaminated before it Is
sent to the laundry.
'II-B-3-a-(14). *Raincoats, overcoats,
topcoats, coats, hats, caps, and such
street outer-wear shall not be kept In
the laboratory.
II-B-3-a-(15). *Gloves shall be worn
when handling materials requiring P3
containment. They shall be removed
aseptically immediately after the handling procedure and decontaminated.
II-B-3-a-(16). *Animals and plants
not related to the experiment shall
not ber permitted in the laboratory.
II-B-3-a-(17). *Vacuum outlets shall
be protected by filter and liquid disinfectant traps.
II-B-3-a-(18). Use of hypodermic
needle and syringe shall be avoided
when alternative methods are available.
II-B-3-a-(19). The laboratory shall
be kept neat and clean.
II-B-3-a-(20). *If experiments involving other organisms which require
lower levels of containment are to be
conducted in the same laboratory con
currently with experiments requiring
P3-level physical containment, they
shall be conducted in accordance with
all P3-level laboratory practices.
II-B-3-b. Containment Equipment
II-B-3-b-(1). *Biological safety cabinets 20 shall be used for all equipment
and manipulations that produce aerosols-e.g., pipetting, dilutions, transfer
operations, plating, flaming, grinding,
blending, drying, sonicating, ,shaking,
centrifuging-where these procedures
involve organisms containing recombinant DNA molecules, except where
equipment design provides for containment of the potential aerosol.
II-B-3-b-(2). *Laboratory animals
held in a P3 area shall be housed in
partial containment caging systems
such as Horsfall units, open cages
placed in ventilated enclosures, solidwall-and-bottom cages covered by
filter bonnets, or solid-wall and
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bottom-cages placed on holding racks
equipped with. ultraviolet radiation
lamps and reflectors. (No=x Conventional caging systems may be used.
provided that all personnel wear appropriate personal protective devices.
These shall include at a minimum wraparound gowns, head covers, gloves,
shoe, covers, and respirators. All personnel shall shower on exit from areas
where these devices are required.)
II-B-3-b-3). *Alternative Selection
of Containment-EquipmenL Experimental procedures involving a hostvector system which provides a one-
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step higher level of biological containment than that specified in Part M
can be conducted In the P3 laboratory
using containment equipment specified for the P2 level of physical containment. Experimental procedures Involving a host-vector system which
provides a one-step lower level of biological containment than that spedfled in Part I can be conducted in
the P3 laboratory using containment
equipment specified for the P4 level of
physical cpntalnment. Alternative
combinations of containment safeguards are shown in table L
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II-B-3-c. Special Laboratory Design.
I-B-3-c-(1).- *The -laboratory shall
be separated from areas which are
open to unrestricted traffic flow by a
controlled access area. A controlled
access area is an anteroom, a change
room,,an air lock or any other doubledoor arrangement which separates thelaboratory from areas which are open
to unrestricted traffic flow.
11:B-3-c-(2). *The surfaces of walls,
floors, and ceilings shall be readily
cleanable. Penetrations through these
surfaces shall be settled or capable of
being sealed to facilitate space decontamination.
II-B-3-c-(3). *A foot, elbow, or automatically operated handwashing facility shall be provided near each primary
laboratory exit area.
fl-B-3-c-(4). *Windows in the laboratory shall be sealed.
II-B-3-c-(5). *Laboratory doors shall
be self-closing.
II-B-3-c-(6). *An autoclave for sterilization of wastes and contaminated
materials shall be available in the
same building (and preferably within
the controlled laboratory area) in
which organisms containing recombinant DNA molecules are used.
lI-B-3-c-(7). *An exhaust air ventila-

tion system shall be provided. This
system shall be balanced so that the
direction of airflow Is from the controlled access area Into the laboratory
environment. The exhaust air shall
not be recirculated to any other areas
of the building. Recirculation of air
within the laboratory room, however,
may be provided. The exhaust air
from the laboratory shall be discharged to the outdoors so that it Is
dispersed clear of occupied buildings
and air intakes. the exhaust air from
the laboratory can be discharged to
the outdoors without filtration or
other treatment.
II-B-3-c-(8). 'The treated exhaust
air from class I and class II biological
safety cabinets (20) may be discharged
either directly to the laboratory or to
the outdoors. The treated exhaust air
from a class III cabinet shall be discharged directly to the outdoors. If
the treated exhaust air from these
cabinets s to be discharged to the outdoors through a building exhaust air
system, It shall be connected to this
system so as to avoid any interference
with the air balance of the cabinet or
building exhaust air system.
II-B-4. P4 LeveL

II-B-4-a. Laboratory Practices.
II-B-4-a-(l). Laboratory doors shall
be kept closed while experiments are
in progress.
II-B-4-a-(2). Work surfaces shall be
decontaminated following the completion of the experimental activity and
Immediately following spills of organIsms containing recombinant DNA
molecules.
II-B-4-a-(3). All biological wastes
shall be decontaminated before disposal. Other contaminated materials such
as glassware, animal cages, and laboratory equipment shall be decontaminated before washing, reuse, or disposal
II-B-4-a-(4). Mechanical pipetting
devices shall be used; pipetting by
mouth Is prohibited.
II-B-4-a-(5).
*Eating, drinking.
smoking and storage of food are not
permitted in the P4 facility. II-B-4-a-(6). Persons shall wash
their hands after handling organisms
containing recombinant DNA molecules and when they leave the laboratory.

11-B-4-a-(T). Care shall be exercised
to minimize the creation of aerosols.
For example, manipulations such as
inserting a hot Inoculating Toop or
needle into a culture, flaming an inoculation loop or needle so that is
splatters, and forceful ejection of
fluids from pipettes or syringes shall
be avoided.
II-B-4-a-(8). *Biological materials to
be removed from the P4 facility in a
viable or intact state, shall be transferred to a nonbreakable sealed container which Is then removed fronf the
P4 facility through a passthrough disinfectant dunk tank or fumigation
chamber.
I-B-4-a-9). *No materials, except
for biological materials that are to
remain in a viable or intact state, shall
be removed from the P4 facility unless
they have been sterilized or decontaminated as they pass out of the P4
facility. All wastes and other materials
as well as equipment not damaged by
high temperature or steam shall be
sterilized In the double-door autoclave
of the P4 facility. Other materials
which may be damaged by temperature or steam shall be removed from
the P4 facility through a passthrough
fumigation chamber.
II-B-4-a-(10). 'Materials within the
class I cabinets shall be removed
from the cabinet system only after
being sterilized in an attached doubledoor autoclave or after being contained in a nonbreakable sealed container which is then passed through a
disinfectant dunk tank or a fumigation
chamber.
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II-B-4-a-(11). *Only persons whose
entry Into the P4 facility is required to
meet program or support needs shall
be authorized to enter. Before entering, such persons Shall be advised of
the nature of the research being conducted and shall be instructed as to
the appropriate safeguards to insure
their safety. They shall comply with
Instructions and all other required
procedures.
II-B-4-a-(12). *Persons under 18
years of age shall not enter the P4 facility.
II-B-4-a-(13). *Personnel shall enter
into and exit from the P4 facility only
through' the clothing change and
shower rooms. Personnel shall shower
at each egress from the P4 facility. Air
locks shall not be used for personnel
entry or exit except for emergencies.
II-B-4-a-(14). *Street clothing shall
be removed in the outer side of the P4
facility clothing change area and kept
there. Complete laboratory clothing
including undergarments, head cover,
shoes, and either pants and shirts or
jumpsuits shall be provided and used
by all persons who enter the P4 facility. Upon exit, personnel shall store
this clothing in lockers provided for
this purpose or discard it into collection hampers before entering the
shower area.
II-B-4-a-(15). *The universal biohazard sign is required on the P4 facility
access doors and all interior doors to
individual laboratory rooms where experiments are conducted.
II-B-4-a-(16). An insect and rodent
control program shall be instituted.
II-B-4-a-(17). Animals and plants
not related to the experiment shall
not be permitted in the laboratory in
which the experiment is being conducted.
II-B-4-a-(18). Use of the hypodermic needle and syringe shall be avoided when alternate methods are available.

II-B-4-a-(19). The laboratory shall
be kept neat and clean.
II-B-4-a-(20). *If experiments involving other organisms which require
lower levels of containment are to be
conducted in the P4 facility concurrently with experiments requiring P4level containment, they shall be conducted in accordance with all P4-level
laboratory practices specified in this
section.
II-B-4-b. ContainmentEquipment
II-B-4-b-(1). *Experimental procedures involving organisms which require P4-level physical containment
shall be conducted either in (i) a class
III cabinet system or in (Ii) class I or
class II cabinets that are located in a
specially designed area in which all
personnel are required to wear onepiece positive-pressure isolation suits.
II-B-4-b-(2). *Laboratory animals
involved in experiments requiring P4level phiysical containment shall be
housed either in cages contained in
class III cabinets or in partial containment caging systems (such as Horsfall
units, open cages placed in ventilated
enclosures, or solid wall and bottom
cages covered by filter bonnets, or
solid wall and bottom cages placed on
holding racks equipped with ultraviolet irradiation lamps and reflectors)
that are located in a specially designed
area in which all personnel are required to wear one-piece positive-pressure suits.
II-B-4-b-(3). *Alternative Selection
of Containment Equipment. Experimental procedures involving a hostvector system which provides a onestep higher level of biological containment than that specified in Part III
can be conducted in the P4 facility
using containment equipment requirements specified for the P3 level of
physical
containment.
Alternative
combinations of containment safeguards are shown in table II.

Table II
OCIBINATIONS OF. 0NIuiuir SAEcARDS
Classification of

experiment
according to Guidelines

Alternate -cmbinations of
Laboratory

hvsical and biological containment

Physical containment
Laboratory
Contaiment

Physical
Biologicaldesign
rractices
equiprent
Biological
containment containment specified for: specified for: specified for: containrment
P4

P4

HV
HVI

P4

P4

P4

HVi

P4

P4

P3

HV2

* See Section II-D for description of biological containment.

II-B-4-c. Special Laboratory Design.
II-B-4-c-(1). *The laboratory, shall

be located in a restricted access facility which is either a separate building

or a clearly demarcated and isolated
zone within a building. Clothing
change areas and shower rooms shall
be provided for personnel entry and
egress. These rooms shall b.e arranged
so that personnel egress is through
the shower area to the change room. A
double-door ventilated vestibule or ultraviolet air lock shall be provided for
passage- of materials, supplies, and
equipment which are not brought into
the P4 facility through the change
room area.
II-B-4-c-(2). *Walls, floors, and ceil
ings of the P4 facility are constructed
to form an internal shell which readily
allows vapor-phase decontamination
and Is animal- and insect-proof. All
penetrations through these structures
and surfaces are sealed. (The integrity
of the walls, floors, ceilings, and penetration seals should insure adequate
containment of a vapor-phase decontaminant under static pressure conditions. This requirement does not imply
that these surfaces must be airtight.)
II-B-4-c-(3). *A foot-, elbow-, or
automatically-operated hand washing
facility shall be provided near the door
within each laboratory In which experiments Involving recombinant DNA
are conducted in open-face biological
safety cabinets.
II-B-4-c-(4).
*Where a central
vacuum system Is provided, it shall not
serve areas outside the P4 facility. The
vacuum system shall include In-line
HEPA filters as near as practicable to
each use point or service cock. The filters shall be installed so as to permit
in-place decontamination and replacement. Water supply and liquid and
gaseous servlceg'provlded to the P4 facility shall be protected by devices
that prevent backflow.
II-B-4-c-(5). *Fqot-operated water
fountains are permitted In the corridors of the P4 facility. The water service provided to the fountain shall be
protected from the water services to
the laboratory areas of the P4 facility.
II-B-4-c-(6). Laboratory doors shall
be self-closing.
II-B-4-c-(C). *A double-door autoclave shall be provided for sterilization
of material passing out of the P4 facility. The autoclave doors shall be in.
terlocked so that both doors will not
be open at the same time.
II-B-4-c-(8). *A passthrough dunk
tank or fumigation chamber shall be,
provided for removal of material and
equipment that cannot be heat-sterilized from the P4 facility.
II-B-4-c-(9). *All liquid effluents
from the P4 facility shall be collected
and decontamiriated before disposal.
Liquid effluents from biological safety
cabinets and laboratory sinks shall be
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sterilized by heat. Liquid effluents
from the shower and hand washing facilities may be inactivated by chemical
treatment. HEPA filters shall be installed in all effluent drain vent lines.
II-B-4-c-(10). *An individual supply
and exhaust-air ventilation system
shall be provided for the P4 facility.
The system shall maintain pressure
differentials and directional airflow as
required to assure inflow from areas
outside the P4 facility toward areas of
highest potential risk within the facility. The system shall be designed to
prevent the reversal of airflow. The
system shall sound an alarm in the
event of system malfunction.
II-B-4-c-(ll). "Recirculation of air
within individual laboratories of the
P4 facility is permissible if this air is
filtered by a HEPA filter.
H-B-4-c-(12). *The exhaust air from
the P4 facility shall be filtered and
discharged to the outdoors so that it is
dispersed clear of occupied buildings
and air intakes. The filter chambers
shall be designed to allow in situ decontamination before removal and to
facilitate certification testing after replacement.
II-B-4-c-(13). The treated exhaust
air from Class I and Class II biological
safety cabinets(20) may be discharged
directly to the laboratory room environment or to the outdoors. The treated exhaust air from Class M cabinets
shall be discharged to the outdoors. If
the treated exhaust air from these
cabinets is to be discharged to the outdoors through the P4 facility exhaust
air system, it shall be connected to
this system so as to avoid any interference with the air balance of the cabinets or the facility exhaust air system.
-TTB-4-cC4). *A specially designed
suit area may be provided in the facility. Personnel who enter this area shall
wear a one-piece positive-pressure suit
that is -ventilated by a life-support
system. The life-support system shall
be provided with alarms and emergency backup air. Entry to this area is
through an air-lock fitted with airtight doors. A chemical shower area
shall be provided to decontaminate
the surfaces of the suit before removal. The exhaust air from the suit area
shall be filtered by two sets of HEPA
filters installed in series, and a duplicate filtration unit and exhaust fan
shall be provided. The air pressure
within the suit area shall be less than
that in any adjacent area. An emergency lighting system, communication
systems, and power source sbiall be
provided.
The internal shell of the suit area
shall be airtight. A doubledoor autoclave shall le provided for sterilization
of all waste materials to- be removed
from the suit-&ea.
I-C. Shipment- Recombinant -DNA
when contained in an organism or
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virus shall be shipped in compliance mum. comparable in containment to E.
with the requirements issued by the colf K-12 with a nonconjugative plasU.S. Public Health Service (section mid or bacteriophage vector. The data
72.25 of Part 72, Title 42, Code of Fed- to be considered and a mechanism for
eral Regulations), Department of approval of such HV1 systems are deTransportation (section 173.387(b) of scribed below (section f-D-2).
11-D-1-b. HV2. These are host-vector
Part 173, Title 49, Code of Federal
Regulations), and the Civil Aeronau- systems shown to provide a high level
tics Board (C-.B. No. 82, Official Air of biological containment as demonTransport Restricted Articles Tariff strated by data from suitable tests perNo. 6.-D) for shipment of etiologic formed in the laboratory. Escape of
the recombinant DNA either via suragents.
The packaging and shipment of or- vival of the organisms or via transmisganism and viruses containing recom- sion of recombinant DNA to other orbinant DNA molecules shall be in com- ganisms should be less than iof under
pliance with all requirements specified specified conditions. Specific system:
in subparagraphs (1)-(5) of paragraph
II-D-1-b-(1). For EK2 host-vector
(c), "Transportation; etiologic agents systems in which the vector Is a plassubject to additional requirements." of mid, no more than one in 10' host cells
section 72.25 of Part 72, Title 42, Code should be able to perpetuate a cloned
of Federal Regulations. Subparagraph
DNA fragment under the specified
(6) of paragraph c) of section 72.25 of nonpermissive laboratory conditions
Part 72, Title 42, Code of Federal Reg- designed to represent the natural enviulations shall apply to the shipment ronment, either by survival of the
of all viable host and vector organisms original host or as a consequence of
which require P4 physical contain- transmission of the cloned DNA fragment.
ment.
Additional information on packaging
II-D-l-b-(2). For EK2 host-vector
and shipment is given in "Labortory systems n which the vector is a phage,
Safety Monograph-A Supplement to no more than one in 10' phage partithe NIH Guidelines for Recombinant cles should be able to perpetuate a
cloned DNA fragment under the speciDNA Research."
II-D. Biological containment
fied nonpermissive laboratory condiII-D-I. Levels of biological contain- tions designed to represent the natural
ment. In consideration of biological environment either (I) as a prophage
containment, the vector (plasmid, or- or plasmld in the laboratory host used
ganelle, or virus) for the recombinant
for phage propagation or (if) by survivDNA and the host (bacterial, plant, or _ ing in natural environments and transanimal cell) in which the vector Is ferring a cloned DNA fragment to
propagated in the laboratory will be other hosts (or their resident proconsidered together. Any combination
phages).
of vector and host which are to proII-D-1-c. HV3. These are host-vector
vide biological containment must be systems in which:
constructed so that the following
II-D-l-c-(1). All HV2 criteria are
types of "escape" are minimized: (1) met.
Survival of the vector In Its host outII-D-l-c-(2). The vector s dependside the laboratory, and (ii) transmis- ent on Its propagation host or is
sion of the vector from the propaga- highly defective In mobilizability. Retion host to other nonlaboratory version to host-independence must be
less than %ol per vector genome per
hosts.
The following levels of biological generation.
containment (HV, or Host-Vector, sysII-D-l-c-(3). No markers conferring
tems) for prokaryotes will be estab- resistance to antibiotics commonly
lished; specific criteria will depend on used clinically or in agriculture are
the organisms to be used. Eukaryotic carried by the vector, unless expreshost-vector systems are considered in sion of such markers is dependent on
Part I.
the propagating host or on unique labfl-D-l-a. HI1. A host-vector system oratory controlled conditions or is
which provides a moderate level of blocked by the inserted DNA.
containment. Specific systems:
II-D-l-c-4). The specified containII-D-l-a-(l). EKI. The host is ment shown by laboratory tests has
always E. coli K-12 or a derivative been independently confirmed by
thereof, and the vectors include non- specified tests in animals, including
conjugative plasmids (e.g., pSC101, primates, and in other relevant enviColEl, or derivatives thereof (21-27) ronments.
and variants of bacteriophage, such as
II-D-1-c-(5). The relevant genotypic
0(28-33). The E. colt K-12 hosts and phenotypic traits have been ndeshould not contain conjugation-profi- pendently confirmed.
cient plasmids, whether autonomous
II-D-2. Certification of Aost.vctor
or integrated, or generalized transduc- systems;
ing phages.
II-D-2-a. Responsibility. HV1 sysII-D-l-a-(2).
Other Prokaryotes. tems other than E. coli K-12, and HV2
Hosts and vectors should be, at a mini- and HV3 host-vector systems may not
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be used unless they have been certified by the NIH. Application for certffication of a host-vector system is
made by written application to the
Office of Recombinant DNA Activities
(ORDA),
National
Institutes
of
Health, Bethesda, Md. 20014.
When appropriate, the proposed
host-vector system will be reviewed by
the NIH Recombinant DNA Advisory
Committee (RAC). This may first involve review of the data on construction, properties, and testing of the propazed hest-vector system by a subcommittee composed of one or more members of the RAC and other individuals
chosen because of their expertise in
evaluating such data. The committee
will then evaluate the report of the
subcommittee and any other available
information at a regular meeting.
When new host-vector systems are
certified, notice of the certification
will be sent to the applicant and to all
IBCs and will be published in the "recombinant DNA Technical Bulletin."
Copies of a list of all currently certified host-vector systems may be obtained from ORDA at any time.
NIH may at any time rescind the
certification
of any
host-vector
system. If certification of a host-vector
system is rescinded, investigators may
be asked to transfer cloned DNA into a
different system.
Certification of a given system does
not extend to modifications of either
the host or vector component of that
system. Such modified systems must
be independently certified by NIH. If
modifications are minor, it may only
be necessary for the investigator to
submit data showing that the modifications have either improved or not
impaired the major phenotypic traits
on which the containment of the
system depends. More substantial
modifications of a certified system
may necessitate submission of complete testing data.
II-D-2-b. Data to be Submittea for
Certification
II-D2-b-(D. HVI Systems Other than
E. Coli K-12. The following types of
data should be submitted, modified as
appropriate for the particular system
under consideration: (i)A description
of the organism and vector; the
strain's natural habitat and growth requirements; the range of organisms
with which this organism normally exchanges genetic information and what
sort of information is exchanged; any
relevant information on its pathogenicity or toxicity. (ii) A description of
the history of the particular strains
and vectors to be used, including data
on any mutations which render this
organism less able to survive or transmit genetic information. (ill) A general
description of the range of experiments contemplated, with emphasis on

the need for developing such an HV1 tests on survival in certain specified
natural environmnets.
system.
II-D-3. Distribution of Certified
I-D-2-b-(2). HV2 Systems. Ixivestigators planning to request HV2 certifica- Host-Vectors. Certified HV2 and HV3
tion for host-vector systems can obtain host-vector systems (plus appropriate
instructions from ORDA concerning control strains) must be obtained from
data to be submitted. In general, the the NIH or Its designees, one of whom
following types of data are required: will be the investigator who developed
(i) Description of construction steps, the system. NIE shall announce the
with indication of source, properties, availability of the system by publicaand manner of introduction of genetic tion of notices In appropriate journals.
Plasmid vectors will be provided in a
traits. (i) Quantitative data on the
stability of genetic traits that contrib- suitable host strain, and phage vectors
ute to the containment, of the system. will be distributed as small-yolume ly(iII) Data on the survival of the host- sates. If NIH propagates any of the
vector system under non-permissive host strains or phage, a sample will be
laboratory conditions designed to rep- sent to the Investigator who developed
resent the relevant natural environ- the system or to an appropriate conment. (iv) Data on transmissibility of tractor, prior to distribution, for verifithe vector and/or a cloned DNA frag- cation that the material Is free from
ment under both permissive and non- contamination and unchanged In
permissive conditions. (v) Data on all phenotypic properties.
In distributing the certified HV2 and
other properties of the system which
affect containment and utility, includ- HV3 host-vector systems, NIH or its
designee will (I) send out a complete
ing information on yields of phage or
plasmid molecules, ease of DNA isola- description of the system; (WI)enumertion, and ease of transfection or trans- ate and describe the tests to be pvrformation. (vi) In some cases, the in- formed by the user in order to verify
important phenotypic traits: (Ui)
vestigator may be asked to submit
data on survival and vector transmissi- remind the user that any modification
bility from experiments in which the of the system necessitates independhost-vector is fed to laboratory ani- ent approval of the system by the NIH
mals (e.g., rodents). Such in vivo data on recommendation of the RAC; and
may be required to confirm the valid- (iv) remind the user of responsibility
ity of predicting in vivo survival on for notifying ORDA of any discrepancies with the reported properties or
the basis of in vitro experiments.
Data must be submitted in writing to any problems in the safe use of the
ORDA. Ten to twelve weeks are nor- system.
NIH may also distribute certified
mally required for review and circulation of the data prior to the meeting HVL host-vector systems.
at which such data can be considered
III. Co1TrAIW=T GUnJnn.ins For
by the NIH Recombinant DNA AdvisoCovrm= ExvMn==rrs
ry Committee (RAC). Investigators are
encouraged to pablish their data on
Part III discusses experiments covthe construction, properties, and test- ered by the guidelfies. The reader
ing of proposed HV2 systems prior to must first consult part I, where listconsideration of the system by the ings are given of prohibited and
RAC and Its subcommittee. More spe- exempt experiments.
cific instructions concerning the type
Contahgment guidelines for permissiof data to be submitted to NIH for ble experiments are given in part III.
proposed EK2 systems involving either Changes in these levels for specific explasmids or bacteriopnage 0 in E colt periments (or the assignment of levels
K-12 are available from ORDA
to experiments not explicitly consldII-D-2-b-(3). HV3 Systems. Putative ered here) may be expressly approved
HV3 systems must, as the first step in by the Director, NIH, on the recommecertification, be certified as HV2 sys- datlon of the Recombinant DNA Advitems. Systems which meet the criteria sory Committee (RAC).
given above under II-D-1-(c)-1, I1-1)III-A. Classification of Experiments
1-(c)-2, and II-D-l-(c)-3 will then be Using the E. colt E-12 Host-Vector Sysrecommended for HV3 testing. Tests
ems. Most recombinant DNA experito evaluate various HV2 host-vector ments currently being done employ E.
systems for HV3 certification will be colt X-12 host-vector systems. These
performed by contractors selected by are the systems for which we have the
NIH. These contractors will repeat most experience and knowledge (I) re- tests performed by individuals proposgarding the effectiveness of biological
ing the HV2 system and, in addition, containment provided by existing
will conduct more extensive tests on hosts and vectors, and (li) necessary
conditions likely to be encountered in for the construction of more effective
nature. The genotypic and phenotypic biological barriers. We therefore contraits of HV2 systems will be evaluat- sider DNA recombinants in E. colt Xed. Tests on survival and transmissibil- 12 before proceeding to other hostity in and on animals, including pri- vector systems. The levels of biological
mates, will be performed, as well as containment for E. colt K-12 systems

FEDERAL REGSTER, VOL 43, NO. 146--FRIDAY, JULY 28, 1978

33077

NOTICES
are designated EKI, EK2, and EK3 in
ascending order.
It has been necessary, throughout
this section, to use words and phrases
such as "purified" or "rigorously characterized." In the text such terms are
marked with footnote reference numbers. These footnotes (part V) define
more fully what these terms denote.
In the following classification of containment criteria for different kinds of
recombinant DNA's, the stated levels
of physical and biological containment
are minimal for the experiments designated. The use of higher levels of biological containment (EK3 > EK2 >
EK1) is encouraged if they are available and equally appropriate for the
purposes of the experiment. rI-A-1.
Shotgun
Experiments.
These experiments involve the production of recombinant DNA's between
the vector and portions of the specified cellular source, preferably a partially purified fraction. Care should be
taken either to preclude or eliminate
contaminating microogranisms before
isolating the DNA.
rn-A-i-a. Eukaryotic DNA Reconbinants.
rn-A-a-(l). Primates. P2 physical
containment + and EK2 host-vector.
Any lowering of containment below
these levels (i.e., for purified-DNA or
characterized clones), cannot be made
solely by an institutional biosafety
committee but requires NIH approval.
rI-A-l-a-2). Other Mammals. P2
physical containment + an EK2 hostvector.
III-A-l-a-(3). Birds. P2 physical
containmfent + an EK2 host-vector.
I-A-I-a-(4). Cold-Blooded Vertebrates. P2 physical containment + an
EIK host-vector or P1 + EK2. If the
eukaryote is known7 to produce a
potent polypeptide toxin,[34J the containment shall be increased to P3 +
EK.
HI-A-1-a-(5). Other Cold-Blooded
Animals and Lower Eukaryotes. This
.large class of eukaryotes is divided
into two groups:
fI-A-1-a-(5)-(a)_ Species that are
known to produce a potent polypeptide toxin(34) that acts in vertebrates,
or are known pathogens listed in Class
2,(1) or are known to carry such pathogens must use P3 physical containment + an EK2 host-vector. When the
potent toxin is not a polypeptide and
is likely not to be the product of closely linked eukaryote genes, containment may be reduced to P3 + EK1 or
P2 + EK2. Species that produce
potent toxins that affect invertebrates
of plants but not vertebrates require
'P2 + EK2 or P3 + EKI. Any species
that has a demonstrated capacity for
carrying particular pathogenic microorganisms is included in this group,
unless the organisms used as the
source of DNA have been shown not to

contain those agents, in which case
they may be placed in the following
group.
rI-A-I-a-5-b). The remainder of
the -species in this class including
plant pathogenic or symbiotic fungi
that do not produce potent toxins: P2
+ EKI or P1 + EK2. However, any
insect in this group must be either (I)
grown under laboratory conditions for
at least 10 generations prior to Its use
as a source of DNA, or l) if caught in
the wild, must be shown to be free of
dissease-causing microorganisms or
must belog to a species that does not
carry microorganisms causing disease
in vertebrates or plants. If these conditions cannot be met, experiments must
be done under P3 + EK1 or P2 + EK2
containment.
rn-A-I-a-(6). Plants. P2 physical
containment + an EKl host-vector or
P1 + EK2. If the plant source makes a
potent polypeptide toxin,(34) the containment must be raised to P3 physical containmept + an EK2 hostvector. When the potent toxin Is not a
polypeptide and is likely not to be the
product of closely linked plant genes,
containment may be reduced to P3 +
EKI or P2 + EK2.
rn-A-i-b. Prokaryotic DNA Recombinants.
rn-A-I-b-(). Prokaryotes That Exchange Genetic Information(35) with
E. CoiL It is expected that many of
the prokaryotes that exchange genetic
information with E. colt by known
physiological processes will be exempted from these Guidelines by appearing
on the 'list of exchangers' (see Section
I-E-4).
For those not on the list, the containment levels are P1 physical containment + an EKi host-vector. In
fact, experiments in this category may
be performed with any E. colt K-12
vector (e.g., conJugtlve plasmids). However, for prokaryotes that are classified(/) as Class 2 the containment
levels are P2 + EK1.
rn-A--b-(2). Prokaryotes That Do
Not Exchange Genetic Information
With E. Colt. P2 physical containment
+ an EKI host-vector, or P1 + EK2,
except for DNA from Class 2
agents,(1) which require P3 + EK2.
I-A-2. Plasmids, Bacteriophages,
and Other Viruses. Recombinants
formed between a vector and some
other plasmid or virus DNA have In
common the potential for acting as
double vectors because of the replication functions in these DNA's. The
containment conditions given below
apply only to propagation of the DNA
recombinants in E. colt K-12 hosts.
They do not apply to other hosts in
which the recombinants may be able
to replicate ds a result of functions
provided by the DNA inserted into the
EK vectors. These are considered
under other host-vector systems.

rn-A-2--a. Viruses of Eukaryotes.
(summary given in Table 111).
rn-A-2-a-(1). DNA Viruses.
Ifl-A-2-a-(l)-(a). Nontransforming
viruses.
rI-A-2-a-(1)-(a)-U). Adeno-Associated VirUses, Minute Virus of MiceMouse Adenovirus (strain FL), and
Plant Viruses. P1 physical containment + and EK1 host-vector shall be
used for DNA recombinants produced
with (I) the whole viral genome, (ii)
subgenomlc DNA segments, or (iii) purifled cDNA copies of viral mRNA.(37).
rn-A-2-a-(1)-(a)-(2). HepatitisB.
rI-A-2-a-(1)-(a)-(2)-(a). P1 physical
containment + an EXI host-vector
shall be used for purified subgenomic
DNA segments.
III-A-2-a-(1)-(a)-(2)-(b). P2 physical
containment + an EK2 host-vector or
P3 + EKi shall be used for DNA for
recombinants produced with the
whole viral genome.
rn-A-2-a-(1)-(a)-(2)-(e). P2 physical
containment + an EKI, shall be used
for DNA recombinants derived from
purified eDNA copies of viral mRNAK
rn-A-2-a-(1)-(a)-(3).
Other Non
transforming Members of Presently
Classified Viral Families.(36)
rn-A-2-a-(1)-(a)-(3)-(a). P1 physical
containment + an EK1 host-vector
shall be used for (I) DNA recombinants produces with purifie-subgenomic DNA segments or (11) purified
cDNA copies of viral mRNA.(37)
Ir-A-2-a-(i)-(a)-(3)-(b). P1 physical
containment + an EK1 host and a
vector certified for use in an EK2
system ahall be used for DNA recombinants produced with the whole viral
genome.
rn-A-2-a-(l)-[). Transforming Viruses.
rn-A-2-a-(1)-(b)-U). Herpes Saimir, Herpes Atele4 and Epstein Barr
Virus.(39)
rI-A-2-a-1)-(b)-(1)--:a). P1 physical
containment + an EKl host-vector
shall be used for DNA recombinants
produced with purified nontransforming
subgenamlc
DNA
segments.(38)
rn-A-2-a-(l)-(b)--(1)-(b). P2 physical
containment + an EKl host and a
vector certified for use in an EK2
system or P3 + EKI shall be used for
(i) DNA recombinants produced with

purified subgenamic DNA segments

containing an entire transforming
gene or (Il) purified cDNA copies of
viral mRNA.(37)
rn-A-2-a-(l)-(b)-(1)-(c). P3 physical
containment + an EX1 host-vector or

P2 + EE2 shall be used for DNA re-

combinants produced with the whole
viral genome.
Ir-A-2-a-(1)-(B)-(2). Other Transforming 2embers of Presentli Cassifled Viral Families.(36)
III-A-2-a-(l)-(b-(2)-(a). P1 physical
containment + -an EK1 host-vector
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shall be used for DNA recombinants
produced with purified nontransforming
subgenamic
DNA
segment,(38)
TII-A-2-a-()-(b)-(2)-(b). P2 physical
containment + an EK host and a
"vector certified for use in an EK2
system or P3 + EK shall be used for
(I) DNA recombinants produced with
the whole viral genome, (ii) purified
subgenamic DNA segments containing
an entire transforming gene, or (iii)
purified
cDNA
copies of
viral
mRNA.(37)
fI-A-2-a-(2). DVA Transcripts of
RNA Viruses.
m-A-2-a-(2)-.
Retroviruses.
III-A-2-a-2)-(a)-(l).
Gibbon Ae
Woolly Moncey, Feline Leukemia and
Feline Sarcoma Viruses.(39)
I1-A-2-a-(2)-,-Cl)-(a). P1 physical
containment + an EK host-vector
shall be used for DNA recombinants
produced with purified nontransforming
subgenamic
DNA
segments.(38)

m-A-2-a-(2)-()-(b). P2 physical
containment + an EKI host and a
vector certified for use in an EKZ
system, or P3 + EKI, shall be used for
DNA recombinants produced with purified subgenamic DNA segments(38)
containing an entire transforming
gene.
III-A-2-a-(2)-Cl)-(e).
P2 physical
containment + an EK2 host-vector or
P3 + EK1 shall be used for DNA recombinants produced with (i) the
whole viral genome or (ii) purified
cDNA copies of viral mRNA.(37)
M-A-2-a-(2)-Ca)-(2). Other Rembers
of the Famiy Retroviridia (36)
II-A-2-a-(2)-(a)-(2)-a). P1 physical
containment + an EKl host-vector
shall be used for DNA recombinants
produced with purified nontransforming
subgenamic
DNA
segments.(38)
m-A-2-a-(2)-Ca)-(2)-(b). P2 physical
containment + an EK1 host and a
vector certified for use in an EK2
system or P3 + EK shall be used for
DNA recombinants produced with (i)

purified subgenamia DNA se-ments
containing an entire transformin,
gene. (ii) the whole viral genome, or
(Iii) purified eDNA copies of virvl
mRNA.(37)

III-A-z--(2)-(b). Negative Strand
RNA Viruses. P1 physical containment
+ an EK host-vector shall be used for
DNA recombinants produced with (1)
cDNA copies of the whole genome, (ii)
subgenomic cDNA segments, or (ii)
purified
eDNA copies of
viral
mRNA.(37)

HI-A-2-a-2)-c.
Viruses.

Pus-Strand RNA

I-A2-a-(2)-(DC.
?Ypes Ia
, 2
Sabin Poliovirus Vaccine Strains and
Strain 17D (Theiter) of Yellow Fever
Virus. Pl physical containment + and
EK1 host-vector shall be used for DNA
recombinants produced with (i) eDNA
copies of the whole viral genome. (Ii)
subgenomic DNA segments, or (li1)
purified
cDNA copies of vlrvl
mR.NA.(37)
IIL-A-2-a-(2)-(c-C2).
Other PliStrand RNA Viruses Belonging to Prev.
ently Classifted Viral Families.(36)
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Table III
Reooxwneed Contaiment for Clonin of Viral 1M or c'% in I. coil K-12 Hot-Vector Systens
(See text for full detaiL-)
TyIe of viral rEI seqent to be clored
viral

r.m371

Segmnte,
gena

tn-segented
genwe

oontain!
Segrnt
in an entire

nnt-ansfomin
segrent

cmIP from

Genoic

Stbgenanic[381
Virus class

transfomir gene

Nont--n forrxing viruses

+

P1 + I

.a

AAV, MMt,House Adeno (Strain FL)

P1 + Eh

P1

Plant Viruses

P1 + EKI

P. + mi

Hepatitis B

P1 + ElK

P2 + Ex2
o P3 + 0a

Other

P1 + L

P1 + ElI
P2 + EIlCV[401
or P3 + M
P1 + FAlI

PI + EKlCV1401

Transfozming Viruses
P2 + ElICV[401
r P3 + EK1

Herpes Saimiri, H. Ateles ani
EBV[39

P1 + EKl

P2 + EiICV[40J
orP3+

P2 + El2
or P3 + Eo

Other

P1 + EK1

P2 + YlxCV[40
orP3 + Da

P2 + lxlCV[401
or P3 + EX

Gibbon Ape, Woolly Monkey
FeIl and FeSV[391

P1 + Enl

P2 + EXIlCV40
or P3 + lMi

P2 + lx2
or P3 + la

P2 + EX2
P3 + l

Other

P1 + EXl

P2 + ElICV[401
orP3 + E

P2 + MlICV[401
or P3 + Kl

P2 + lxCV140I
P3 +ia

P2 + XlXcV1401
or P3 + EX

Retroviruses

Twie ILL

in E. coli K-12 Host-Vector Spstaas

Reonmsened Contairnment for Clrmiq of Viral flA or cX
(See text for full details)
Tvpe of viral

r

segment to be cloned

CE

Genoic

Sdgencic138I

r
viral M.1371

virus class
Segn

_
Notransfo__
_,nnted

segrent
I
legatitre Strand

Segmented

ontain-

ing an entire
gene
trSnfomiSg

genam

MZP

P1 + EKl

P1 + Exl

Pl + lKI

Other
Douoe Stranded RM

Inttacellular Viral MA

P1+

P1 + Eli

Plus Strard RMA
Types 1 ad 2 Sabin Polio, 17D
Yellow Fever Vaccine Strains

Plant Viruses + Viroids

genore
I

P1

P1 + EKI

+ lxi

P2+ ElCV1401
or P3 + Mxi

P2 + lxlCV1401

or PT + EKI

A + EK1
-

See text

P1 + ExI

See text

See text

I

P1 + lIx

Plxi
P1 + EKi

P1 + Eli

P1 + mi

.4
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III-A-2-a-(2)-(c)-(2)-(a). P1 physical
containment + an EK1 host-vector
shall be used for DNA recombinants
produced with purified subgenomic
cDNA segments.(38)
III-A-2-a-(2)-(c)-(2)-(b). P2 physical
containment + an EK1 host and a
vector certified for use in an EK2
system of P3+EK1 shall be used for
DNA recombinants produced with (i)
cDNA copies of the whole genome, or
(ii) .purified cDNA copies of viral
mRNA.(37)
III-A-2-a-(2)-(d). Double-Stranded
Segmented RNA Viruses. P1 physical
containment + an EK1 host-vector
shall be used for DNA recombinants
produced with (I) mixtures of subgenomic cDNA segments, (ii) a specific subgenomic cDNA segment, or (ill) purified cDNA copies of viral mRNA. (37)
III-A-2-a-(2)-(e). RNA Plant Viruses'
and Plant Viroids. Pl physical containment + an EKi host-vector shall
be used for DNA recombinants produced with (i) cDNA copies of the
whole viral genome, (ii) subgenomic
cDNA segments, or (iiI) purified cDNA
copies of viral mRNA.(37)
III-A-2-a-(3).
Intracellular Viral
DNA. Physical and biological containment specified for shotgun experiments with eukaryotic cellular DNA
[see section III-A-(1)-(a)] shall be
used for DNA recombinants produced
with integrated viral DNA or viral genomes present in infected cells.
III-A-2-b. Eukaryotic Organelle
DNA's. P2 physical containment + an
EKI host-vector, or PI+EK2, for mitochondrial or chloroplast DNA from
eukaryotes when the organelle DNA
has been obtained from isolated organelles. Otherwise, the conditions given
for shotgun experiments apply.
III-A-2-c. Prokaryotie Plasmid and
Phage DNA's. The contaifiment levels
required for shotgun experiments with
DNA from prokaryotes apply to their
plasmids or phages.
III-A-3.. Lowering of Containment
Levels for Characterized or Purified
DNA Preparationsand Clones. Many
of the risks which might conceivably
arise from some types of recombinant
DNA experiments, particularly shotgun experiments, would result from
the inadvertent cloning of a harmful
sequence. Therefore, in cases where
the risk of inadvertently cloning the
"wrong" DNA is reduced by prior enrichment for the desired piece, or in
which a clone, made from a random
assortment of DNA's, has been purified and the absence of harmful sequences established, the containment
conditions for further work may be reduced. The following section outlines
the mechanisms for such reductions.
III-A-3-a. Purified DNA Other than
Plasmids, Bacteriophages, and Other
Viruses. The formation of DNA recombinants from cellular DNA's that have

been purified (41) and which are free
of harmful genes(3) can be carried out
under lower containment conditions
than used for the corresponding shotgun experiment. (42) The containment
may be decreased one step in physical
containment (P4 -, P3 -,. P2 -, P1)
while maintaining the biological containment specified for the shotgun experiment or one step in biological containment (EK3 -- EK2 -- EK1) while
maintaining the specified physical
containment. The institutional biosafety committee (IBC) must review and
may approve such a reduction. The
IBC must notify the NIH Office of Recombinant DNA Activities (ORDA) in
writing of all such actions. IBC approval is sufficient for such a reduction except for (i) primate DNA.which
also requires prior NIH approval [see
section III-A-1-a-(1)] or (ii) any lowering of containment under section IIIA-3-a to levels below P1+EK1, which
also requires prior NIH approval.
III-A-3-b. Characterized Clones of
DNA Recombinants. When a cloned
DNA recombinant has been rigorously
characterized and there is pufficient
evidence that it is free of harmful
genes, (3) experiments involving this
recombinant DNA fiay be carried out.
under lower containment conditions,
as described below.
III-A-3-b-(1). Institutional biosafety
committees (IBC's) may give approval
for a single-step reduction in physical
or biological containment on receipt of
evidence of characterization of a clone
derived from a shotgun experiment
and its probable freedom from harmful genes. The IBC must notify ORDA
in writing of all such actions. IBC approval is sufficient for such a reduction except for (i) primate DNA, which
requires prior NIH approval [see section III-A-1-a-(l)], or (ii) any lowering
of containment under section III-A-3b to levels below P1+EK1, which also
requires prior NIH approval.
III-A-3-b-(2). Reduction bf containment levels by more than one step or
cases involving primate DNA, or cases
involving lowering of containment
under section III-A-3-b to levels below
P1+EK1, will require prior approval
by NIH.
III-B. Experiments with Other Prokaryotic Host-Vectors.
III-B-1. HV1 systems.' Host-vector
systems which have been approved as
HV1 systems may be used under P2
containment conditions for shotgun
experiments with phages,, plasmids,
and DNA from nonpathogenic prokaryotes which do not produce polypeptide toxins.(34)
Other classes of recombinant DNA
experiments with these HV1 systems
will require prior approval and classification by NIH. Experiments with
DNA's from eukaryotes (and their
plasmids or viruses) will generally

follow the criteria for the correspondIng experiments with E. coll K-12
host-vectors If the major habitats of
the given host-vector overlap those of
E. coli. The habitats of other hostvector systems should also be considered in relation to containment.
III-B-2. Return of DNA Segments to
Non-HVI Host of Origin. Many of the
prokaryotes that exchange genetic In.
formation with E. colt by known phys.
iological processes are expected to be
exempt from these Guidelines by ap.
pearing on the "list of exchangers"
(see Section I-E-4). For a prokaryote
which can exchange genetic Information (35) with E. coli under laboratory
conditions but which is not on the list
(Host A), the following type of experi.
ment may be carried out under P1 con.
ditions without Host A having been
approved as an HV1 host: DNA from
Host A may be inserted into a vector
and propagated-in E. coli K-12 under
P1 conditions. Subsequently, this recombinant DNA may be returned to
Host A by mobilization, transforma.
tion, or transduction and may then be
propagated in Host A in any desired
vector under P1 conditions.
For a prokaryote which does not exchange genetic information with ,
coli (Host B), the following type of experiment may be carried out without
Host B having been approved as an
HV1 host: DNA from Host B may be
inserted into a vector from a certified
EK2 host-vector system and propagated in E. coli K-12 under the appropriate containment conditions [see section III-A-1-b-(2)]. Subsequently, this
recombinant DNA may be returned to
Host B and propagated In Host B
under P1 conditions.(43)
III-C. Experiments with Eukaryotic
Host-Vectors.
III-C-1. Vertebrate Host-Vector Sys.
tems. (44) (Summary Given in Table
IV).
III-C-i-a. Polyoma Virus.
III-C-1-a-(1). Productive Virus-Cell
Interactions.
III-C-l-a-(1)-(a). Defective or tfitact
polyoma virus genomes, with appropriate helper, if necessary, can be used In
P2 conditions to propagate DNA sequences:
III-C-1-a-(1)-(a)-(1). From bacteria
of class 1 or class 2(11 or their phages
or plasmids, except for those that produce potent polypejtide toxins; (34) Y
III-C-l-a-(1)-(a)-(2). From mice;
III-C-1-a-(1)-(a)-(3). From eukaryotic organisms that do not produce
potent polypeptide toxins, (34) provided the DNA segment Is > 99 percent pure.
III-C-1-a-(1)-(b). Detective polyoma
genomes, with appropriate helper, If
necessary, can be used in P2 conditions
for shotgun experiments to propagate
DNA sequences from eukarydtic or-
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ganisms that do not produce, potent
IHI-C-l-c41). Productive Virus-Cel
polypeptide toxins.(34)
Interactions
m-C-l-a-(1)-(c). Intact virus genI-C-1l-c -(a). Human adenovromes with appropriate helper, if neces- uses 2 and 5. rendered unconditionally
sary, can be used in P3 conditions for defective by deletion of at least two
shotgun dxperiments to propagate capsid genes, with appropriate helper,
DNA sequences from eukaryotic or- can be used In P3 conditions to propaganisms that do not produce potent gate DNA sequences from:
polypeptide toxins.(34)
III-C-i-c-(1)-(a)-(). Bacteria of
H-C-Va-(i)-(d). Experiments in- Class 1 or Class 2[13 or their phages or
volving the use of defective. polyoma plasmids except for those that provirus genomes to propagatb DNA se- duce potent polypeptide toxins; (34)
III-C-i-c-()-(a)-(2). Eukaryotic orquences from eukaryotic viruses will
be evaluated by NIH on a case-by-case ganisms that do not produce potent
basis (45) and will be conducted under polypeptide toxins(34) (shotguh exthe recommended physical contain- periments or purified DNA).
III-C-l-c-(1)-(b). Experiments inment conditions.
flI-C-I-a-(2). Nonproductive Virus- volving the use of unconditionally deCell Interactions.Defective or intact fective human adenovirus 2 and 5 genpolyoma. virus genomes can be used as omes to propagate DNA sequences
vectors in P2 conditions to transform from eukaryotic viruses will be evaluon a case-by-case
nonpermissive "cells in culture, pro- ated by NI
vided the inserted DNA sequences are basis(45) and will be conducted under
the recommended physical containnot derived from eukaryotic viruses. In
the latter case, such experiments will ment conditions.
mI-C-1-c-2). Non-productive virusbe evaluated by NIH on a case-by-case
cell interaction. Defective or intact
basis.(45)
human adenovirus 2 and 5 genomes
rn-C-l-b. Simian Virus 40.
be used as vectors In P2 conditions
mTT-C-I-b-(1). Productive Viruses- can
to transform nonpermissive cells in
Cell Interctions.
culture,
the Inserted DNA seIII-C-i-b-(1)-(a). SV40 DNA, renz .quences provided
are-not derived from eukaryodered unconditionally defective by a tic viruses. In the
latter case, such exdeletion in an essential gene, with ap- periments will be evaluated
by NIH on
propriate helper, can be used in P2 a case-by-case basis.(45)
conditions to propagate DNA seIII-C-l-d. Murine Adenovirus Strain
quences from:
FL
III-C-i-b--()-(a)-(1).
Bacteria of
III-C-i-d-(1). Productive Virus-Cell
Class I or Class 2113, or their phages Interactions.
or-plasmids, except for thosa that proIII-C--d-(1-(a).
Unconditionally
duce potent polypeptide toxins;(34)
defective murine adenovirus strain FL
IH-C-l-b-(1)-(a)-(2). Uninfected Af- genomes, with appropriate helper, can
rican green monkey kidney cell cul- be used in P2 conditions to propagate
tures.
DNA sequences from:
III-C-1-b-(1)-(b). SV40 DNA, renIII-C-1-d-(i)-(a)-(1). Bacteria of
dered unconditionally defective by a Class 1 or Class, 2 [1] or their phages
deletion in an essential gene, with an or plasmids except for. those that proappropriate helper, can be used in P3 duce potent polypeptide toxins;(34)
conditions to propagate DNA seIII-C--d-(1)-(a)-(2). Eukaryotlc orquences from eukaryotic organisms ganisms that do not produce potent
that do not produce potent polypep- polypeptide toxins(34) (shotgun extide toxins(34) (shotgun experiments periments or purified DNA).
or purified DNA).
III-C--d-(1)-(b). Experiments inITT-C-l-b-(i)-(c). Experiments in- volving the use of Intact murine adenvolving the use of defective SV40 gen- ovirus strain FL genomes to piopagate
omes to propagate DNA sequences DNA sequences from prokaryotic or
from eukaryotic viruses will be evalu- eukaryotic organisms will be evaluated
ated by the NIH on a case-by-case by NIH on a case-by-case basis(45) and
basis (45) and will be conducted under will be conducted under the recomthe recommended physical contain- mended physical containment condiment conditions.
tions.
IM-C-l-b-(2). Nonproductive VirusIII-C-1-d-(1)-(c). Experiments InCell Interactions. Defective or intact volving the use of unconditionally deSV40 genomes can be used as vectors fective murne adenovirus strain FL
in P2 conditions to transform nonper- genomes to propagate DNA sequences
missive cells in culture, provided the from eukaryotic viruses will be evaluinserted DNA sequences are not de- ated by NIH on a case-by-case
rived -from eukaryotic viruses. In the basis(45) and will be conducted under
latter case, such experiments will be the recommended physical containevaluated by NIH on a case-by-case ment conditions.
basis.(45)
III-C-1-d-(2). Non-Productive Virusrn-C-l-c. Human Adeno- viruses 2 Cell Interactions. Defective or Intact
and 5.
murine adenovirus strain FL genomes

can be used as vectors In P2 conditions
to transform nonpermissive cells in
culture, provided the Inserted DNA sequences are not derived from eukaryotic viruses. In the latter case, such experiments will be evaluated by NIH on
a case-by-case basis(45).

rn-c-i-e. All Other Potential Viral
Vectorm
III-C-1-e-(i). Experiments involving
recombinant DNA molecules containIng viral DNA segments consisting of
25 percent or less of the virus genome
can be done:
m-C-I-e(i)-(a). In P2 conditions
when the recombinant DNA is to be
integrated into the cell genome or is
known to replicate as a plasmid in
cells in culture, provided the additional DNA sequences are not derived
from a eukaryotie virus. In the latter
case, such experiments will be evaluated by NIH on a case-by-case basis(45).
mI-C-l-e--(1)-(b).- Under physical
containment conditions to be determined by NIH(45) when a viral helper
will be used to propagate DNA sequences from prokaryotic or eukaryotic organisms.
TIT-C-I-e-(2). Experiments involving
the use of other ntact or defective
virus genomes to prbpagate DNA sequences from prokaryotic or eukaryotic organisms (and viruses), or as vectors to transform nonpermissive cells,
will be evaluated by NIH bn a case-bycase basis(45) and will be conducted
under the recommended physical containment conditions.
NIH will also review all experiments
involving the use of virus vectors in
animals and the physical containment
conditions appropriate for such stud-

ies.
rn-C-2. Invertebrate Host-Vector
Systems in Which Insect Viruses Are
Used To Propagate Other DNA Segments. As soon as Information becomes available on the host range re-,
strictions and on the infectivity, persistance, and Integration of the viral
DNA in vertebrate and invertebrate
cells, experiments Involving the use of
insect viruses to propagate DNA sequences will be evaluated by NIH on a
case-by-case basis(45) and will be conducted under the recommended physical containment conditions. Experiments should be done in established
invertebrate cell lines and should
follow, where appropriate, criteria recommended for vertebrate viral DNA
vectors (see Section TTT-C-i).
III-C-3. Plant Viral Host-Vector System The DNA plan viruses which
could currently serve as vectors for
cloning genes in plants and plant cell
protoplasts are Cauliflower Mosaic
Virus (CaMV) and its close relatives,
which have relaxed circular doublestranded DNA genomes with a molecu-

lar weight of 4.5xI0,

and Bean

Golden Mosaic Virus (BGMV) and re-
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lated viruses with small (<106 daltons)
single-stranded DNA genomes. These
viruses are not known to integrate into
host chromosomes or to incorporate
cellular genes into their genomes.
CaMV Is spread in nature by aphids, in
which it survives for a few hours.
Spontaneous mutants of CalV which.
lack a factor essential for aphid transmission arise frequently. BGMV is
spread in nature by whiteflies, and
certain other single-stranded DNA
plant viruses are transmitted by leafhoppers. These single-stranded plant
viruses persist for days or weeks in
their insect vectors, but are thought
not to replicate there.
The DNA plant viruses have narrow
host ranges and are relatively difficult
to transmit mechanically to. plants.
For this reason, they are ihost unlikely to be accidentally transmitted from
spillage of purified virus preparations.
When these viruses are used as vectors in intact plants, or propagative

plant, parts, the plants should be
grown under P1 conditions-that is, in
either a limited access greenhouse or
plant growth cabinet which is insectproof, preferably with positive air
pressure, and in which an insect fumigation regime is maintained. Soil,
plant pots, and unwanted infected
plant materials should be removed
from the greenhouse or cabinet in
sealed insect-proof containers and
sterilized. It is not necessary to sterilize run-off water from the infected
plants, as this is not a plausible route
for secondary infection. When the viruses are used as vectors in tissue cultures or in small plants in axenic cultures, no special containment is recommended. Infected plant materials
which have to Pe removed from the
greenhouse or cabinet for further research, should be maintained under
insect-proof conditions. These measures provide an entirely adequate
degree of containment. They are simi-

lar to those required in many countries for licensed handling of "exotic"
plant viruses.
The CaMV strain used as a cloning
vector should be a mutant that lacks
the aphid transmission factor.
The viruses or their DNA may also
be useful as vectors to introduce genes
into plant protoplasts. The fragility of
plant protoplasts combined with the
properties of the viruses mentioned
above provide adequate safety. Since
no risk to the environment from the
use of the DNA plant virus/protoplast
system Is envisaged, no special containment is recommended, except as
described in the following paragraph.
Experiments involving the use of
plant virus genomes to propagate DNA
sequences from eukaryotic viruses will
be evaluated on a case-by-case
basis(45) and will be conducted under
the recommended containment conditions.
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II-C-4. Plant Host-Vector Systems propagated there under P1 conditions.
Other than Viruses. Organelle, plas- (43)
III-D. Complementary DNA's. Spemid, and chromosomal DNA's may be
used as vectors. DNA recombinants cific containment levels are given in
formed between such vectors and host Section I-A-2-a (see also last column
DNA, when propagated only in that of Table III) for complementary DNA
host (or a closely related strain of the (cDNA) of viral mRNA. For the other
same species), are exempt from these Sections of the Guidelines, where apGuidelines (see section I-E). DNA re- plicable, cDNA's synthesized in vitro
combinants formed between such vec- are included within each of the above
tors and DNA from cells other than classifications. For example, cDNA's
the host species require P2 physical formed from cellular RNA's that are
containment. The development and not purified and characterized are inuse of host-vector systems that exhibit cluded under III-A-1, shotgun experia high level of biological containment, ments; cDNA's formed from purified
such as those using protoplasts or un- and characterized RNA's are included
differentiated cells in culture, permit a under II-A-3; etc.
Due to the possibility of nucleic acid
decrease in the physical containment
contamination of enzyme preparations
to P1.
Intact plants or propagative plant used In the preparation of cDNA's, the
parts which because of their large size investigator must employ purified
cannot be grown in a standard P2 lab- enzyme preparations that are free of
oratory may be grown under the P1 viral nucleic acid.
I-E Synthetic DNA's. If the synconditions described above in section
DNA segment could yield a poIII-C-3 except that (I) sterilization of thetic
tentially harmful polynucleotide or
run-off water is required where this is -polypeptide (e.g., a toxin or a pharmaa plausible route for secondary infec- cologically active agent), the containtion and (ii) the standard P2 practices ment conditions must be as stringent
are adopted for microbiological work.
as would be used for propagating the
rn-C-5. Fungal or Similar Lower natural DNA
counterpart.
Eucaryotic Host-Vector Systems. The
If the synthetic DNA sequence codes
containment criteria for DNA recom- for a harmless product, it may be
binant experiments using these host- propagated at the same containment
vectors most closely resemble those level as its purified naturil DNA counfor prokaryotes, rather than those for terpart. For example, a synthetic DNA
the preceding eukaryotes, since the segment, to be propagated in E. coli
host cells usually exhibit a capacity K-12, which corresponds to a nonfor dissemination outside the labora- harmful gene of birds, would require
tory that is similar to that for bacte- P2 physical containment plus an EKI
ria. Therefore, the procedures estab- host-vector, or P1 + EK2.
lished for certification of EV systems
If the synthetic DNA segment is not
other than E, coli K-12 (see. II-D-2) expressed in vivo as a polynucleotide
will also apply to these fungal or simi- or polypeptide product, the organisms
lar lower eukaryotic host-vector sys- containing the recombinant DNA moltems.
ecules are exempt(4)-from the GuideOnce an EV1 system is approved by lines.
NIH, it may be used under P2 containIV. RoLEs AND RESPONISIBILITIES
ment for shotgun experiments with
phages, plasmids, and DNA from Class
Safety involving recombinant DNA
1 prokaryotes(1) and lower eukaryotes molecules depends primarily on the inthat do not produce polypeptide dividuals conducting the research actoxins.(34) Other classes of recombin- tivities. The guidelines cannot anticiant DNA experiments with these HV1 pate every possible situation. Motivasystems will require prior approval tion and good judgment are the keys
and classification by NIH. Should HV2 to protection of health and the envior HV3 systems of this type be devel- ronment.
oped and approved by NIH, guidelines
The guidelines are designed to help
for their use in other types of recom- the principal investigator determine
binant DNA experiments will also be the safeguards that should be impleestablished.
mented. They will never be complete
In addition to the experiments de- and final, since all conceivable experiscribed above, the following experi- ments involving recombinant DNA
ments maybe carried out without the cannot be foreseen. Therefore, it is the
eukaryotic host (Host C) having been principal investigator's responsibility
approved as an HV1 host: DNA from to Insure that the purpose of the
Host C may be inserted into a vector guidelines is fulfilled.
from a certified EK2 host-vector'
The institution, and the Institutionsystem and propagated in'E. coli K-12 al Biosafety Committee (IBC) acting
under the appropriate containment on its behalf, are given responsibility
conditions [see Section rI-A-1-(a)- for seeing that recombinant DNA ac(5)]. Subsequently, this recombinant tivities comply with the guidelines.
DNA may be returned to Host C and This delegation of authority will serve

the scientific process and at the same
time properly focus accountability for
safe conduct of the research.
The following roles and responsibilities constitute an administrative
framework in which safety Is an essential and integral part of research in.
volving recombinant DNA molecules.
Detailed administrative procedures designed to implement this framework
are provided in Appendix C. Further
clarifications and interpretations of
roles and responsibilities will be ismued
by NIH as necessary.
IV-A. Responsibilities of the In3titution
IV-A-1. Institution. The institution
bears primary responsibility for establishing and implementing policies for
the safe conduct of research involving
recombinant DNA molecules. These
shall be policies that assure compliance with the NIH Guidelines. In carrying out Its responsibilities, the institution shall:
IV-A-l-a. establish an Institutional
Biosafety Committee (IBC) and insure
that it is fulfilling its responsibilities
IV-A-1-b. report to the NIH Office
of Recombinant
DNA
Activities
(ORDA) the names of members of its
IBC and relevant information on
them;
IV-A-1-c. submit to NIH for registration a Memorandum of Understanding and Agreement (MUA) or
equivalent information (in the case of
non/NIH supported recombinant DNA
projects), approved by the IBC, for all
recombinant DNA research at an institution receiving any NIH funds for recombinant DNA research (see section
IV-C and Appendix C for NIH policies
on MUAs and other required documentation);
IV-A-I-d. Assume responsibility for
insuring compliance of recombinant
DNA projects with the procedures and
standards of the NIH Guidelines. If.
upon registration and review, NIH
(ORDA) finds that IBC approved protocols do not conform with standards
set forth in the NIH Guidelines, the
institution will be notified by NIH and
shall take appropriate action to bring
the protocols into compliance (see Appendix C for additional information).
Further, the institution shall insure
that all principal investigators, irrespectitre of source of funding, have
agreed to carry out their responsibilities under the Guidelines;
IV-A-l-e. Determine, in connection
with each project, the necessity for
medical surveillance of recombinant
DNA research personnel before,
during, and after their involvment in
this research. Where possible, each institution should cooperate with the
local public health department. An Institution's medical surveillance program might include, for example, records of agents handled, active investi-
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gation of relevant illnesses acquired by which approval is given (see section
recombinaint DNA research personnel, mI-A-3);
IV-A-2-c. Review periodically recomand the maintenance of serial serum
samples (see "Laboratory Safety binant DNA research being conducted
Monograph-A Supplement to the -at the institutions;
IV-A-2-d. Review and approve emerNIH Guidelines for Recombinant DNA
Research" for additional information gency plans covering accldential spills
and personnel contamination resulting
on medical surveillance);
IV-A-l-f. Establish rules as neces- from this research;
IV-A-2-e. Report promptly
to
sary to implement the Guidelines.
IV-A-2. InstitutionalBiosafety Com- ORDA any problems with the Guidemittee. The principal functions of the lines of violations;
IV-A-2-f. Keep minutes of meetings
IBC are to review and oversee all recombinant DNA projects and to advise and, upon request, make them availathe institution and ORDA whether ble to the public;
IV-A-2-g, Otherwise advise the instithe proposals and the research comply
tution and ORDA on policy matters
with the NIH Guidelines.
The IBC shall be a committee of not relating to recombinant DNA reless than five members so selected search.
Appendix C and "Laboratory Safety
that the committee has the experience
and expertise to assess the safety of Monagraph-A Supplement to the
proposed recombinant DNA research NIH Guidelines for Recombinant DNA
projects and any potential risks to Research" contain additional information and suggestions regarding the
public health or the environment. Its
membership should include individ- function and operation of IBCs.
IV-A-3. Biological Safety Officer. A
uals from disciplines relevant to recombinant DNA technology, biological biological safety.officer shall be desigsafety, and engineering. It is recom- nated by each institution engaged in
DNA research at the P3
mended that the ImC also include recombinant
or P4 containment level. The officer
members knowledgeable about such shall be a member of the IBC.His or
matters as applicable law, standards of her duties shall include, but need not
professional conduct and practice, be limited to:
community attitudes, and the environIVA-3-a. Insuring through periodic
ment. It is recommended that at least inspections that laboratory safety
one member be a nondoctoral person standards are rigorously followed;
from a laboratory technical staff. No
IV-A-3-b.
Developing emergency
member of -an IBC may be involved plans for dealing with accidental spills
(except to provide information re- and personnel contaminatiob, and inquested by the IBC) in the review or vestigating recombinant DNA research
approval of a project in which he or laboratory accidents;
she has been, or excepts to be enIV-A-3-c. Providing advice on labo-gaged, or has a direct finanical inter- ratory security;,
est.-At least one member shall not be
IV-A-3-d. Providing technical advice
affiliated with the institution, i.e., no to the principal investigator and IBC
IBC may consist entirely of persons on research safety procedures.
who are officers, employees, or agents
See "Laboratory
Safety Monoof the institution, or are otherwise as- graph-A Supplement to the NIH
sociated with it apart from their mem- Guidelines for Recombinant DNA Rebership on the IBC.
search" for additional information on
On behalf of the institution, the IBC the duties of the Biological Safety Ofshall:
ficer.
IV-A-2-a. Review and, if in compliIV-A-4. PrincipalInvestigator.The
ance with the NIH Guidelines, ap- principal investigator is responsible
proved the initiation of all proposed for conducting his or her recombinant
recombinant DNA research conducted DNA regearch in compliance with the
at or sponsored by the institution re- NIH Guidelines. On behalf of the inceiving NIH funds for any recombin- stitiution, the principal investigators
ant DNA research. (All P4 research responsible for.
must recieve prior approval by NIH
IV-A-4-a. Complying fully with the
before its initiation.) This review shall guidelines in carrying out the reinclude -(i) an independent assessment search;
of the containment levels required by
IV-A-4-b. Making the initial deterthese guidelines for the proposed re- mination of the required levels of
search, and (ii) review and approval of physical and biological containment in
facilities, procedures, practices, and accordance with the guidelines;
the training and expertise of recomIV-A-4-c. Selecting appropriate mlbinant DNA personnel;
crobiological practices and laboratory
IV-A-2-b. Consider requests for ap- techniques to be used in the research;
proval of single-step reductions in conIV-A-4-d. Being adequately trained
tainment levels for experiments with in good microbiological techniques;
purified DNA and characterized clones
IV-A-4-e. Submitting the proposed
and report to ORDA those actions in research
(including
subsequent

changes in the protocol-e.g., changes
in the source of DNA or host-vector
system to be used) to the IBC for
review and approval or disapproval,
and remaining In communication with
the IBC throughout the conduct of
the project;
IV-A-4-f. Initiating no recombinant
DNA research subject to the guidelines until It has been approved by the
IBC and has met all other requirements of the guidelines, and agreeing
to make changes to conform if
ORDA's review so requires;
IV-A-4-g. Petitioning NIH, after notifying the IBC,for exceptions or exemptions (4) to these guidelines-e.g..
for an exception to a prohibition (see
section I-D) or an exemption from the
guidelines (see section I-E-4 and I-E5). Each request for such an exception
or exemption must be accompanied by
adequate documentation (see appendix C for additional information on
procedures);
IV-A-4-h. Reporting promptly to
the IBC and NIH (ORDA) any problems with or violations of the guidelines;
IV-A-4-i. Submitting information on
proposed new host-vector systems to
ORDA in order to have them certified;
IV-A-4-J. Reporting to the IBC and
ORDA new information bearing on
the guidelines;,
IV-A-4-k. Adhering to IBC-approved
emergency plans for dealing with accidental spills and personnel contamination;
IV-A-4-l. Complying 'with shipping
requirements for recombinant DNA
molecules (see section fl-C, appendix
C, and "Laboratory Safety Monograph-A Supplement to the NIH
Guidelines for Recombinant DNA Research" for Instructions on shipping
and distributing organisms and viruses
containing recombinant DNA);
IV-A-4-m. After receiving IBC approval and before initiating the research, the principal investigator is responsible for.
IV-A-4-m-(1). Making available to
the laboratory staff copies of the approved protocols that describe the potential blohazards and the precautions
to be taken;
IV-A-4-m-(2). Instructing and training the staff in the practices and techniques required to insure safety and in
the procedures for dealing with accidents;
IV-A-4-m-(3). Informing the staff of
the reasons and provisions for any advised or requested precautionary medical practices, such as vaccinations or
serum collection.
IV-A-4-n. During the conduct of the
research, the principal investigator is
responsible for.
IV-A-4-n-(1). Supervising the safety
performance of the' staff to insure
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that the,required safety practices and
techniques are employed;
IV-A-4-n-(2). Investigating and reporting in writing to ORDA and the
IBC any serious or extended illnesses
of a worker or any accident that results in (I) inoculation of recombinant
DNA materials through cutaneous
penetration, (ii) ingestion of recombinant DNA materials, (lii) probable inha.
lation of recombinant DNA materials
following gross aerosolization, or (iv)
any incident causing serious exposure
to personnel or danger of environmental contamination;
IV-A-4-n-(3). Investigating and reporting in writing to ORDA, the biological skfety officer (where applicable), and the IBC any significant problems pertaining to operation and implementation of biological and physical containment practices and procedures;
IV-A-4-n-(4). Correcting work errors
and conditions that may result in the
release of recombinant DNA materials;
IV-A-4-n-(5). Insuring the integrity
of the physical containment (e.g., biological safety cabinets) and the biological containment (e.g., genotypic
and phenotypic characteristics, purity,
I
etc.).
See "Laboratory
Safety Monograph-A Supplement to NIH Guidelines for Recombinant DNA Research"
for additional information on training
and laboratory and accident procedures.
IV-A-4-o. While not a requirement,
it is urged that all publications dealing
with recombinant DNA research include a description of the physical and
biological containment procedures employed, to aid others who might consider repeating the work.
IV-B. Responsibilitiesof NIH.
IV-B-1. Office of the Director,NIH.
The Office of the Director shall be responsible for:.
IV-B-I-a. Final interpretation of the
guidelines;
IV-B-1-b. Revision and amendment
of the guidelines after appropriate
notice and opportunity for public comment;
IV-B-1-c. Certification of new hostvector systems and decertification of
existing host-vector systems after appropriate notice and opportunity for
public comment (see Section H-D-2a):
IV-B-ld. Promulgating and amending a list of classes of recombinant
DNA molecules to be exempt(4) from
these guidelines after appropriate
notice and opportunity for public comment, if it is found that they consist
entirely of DNA segments from different species that exchange DNA by
known physiological processes or otherwise do not present a significant risk
to health or environment (see section
1-0-4 and I-E-5);

IV-B-1-e. Permitting, after appropriate notice and opportunity for public
comment, exceptions(4) to the Prohibitions in the guidelines for experiments-e.g., risk-assessment studies. In
making such decisions on exceptions,
weight will be given both to scientific
and societal benefits and to potential
risks (see section I-D). Also, approving
changes in containment levels for specific experiments, or the assignment of
levels to experiments not explicitly
considered In'the guidelines (see part
III). Also, designating as class 1 for
purposes of these guidelines certain
agents which are listed as class 2 (see
footnote 1);
IV-B-1-f. Overseeing the implementation of the guidelines;
V-B-l-g. Requesting, when appropriate, the advice of the Advisory
Committee to the Director, NIH, on
matters relevant to recombinant DNA
policy issues;
IV-B-1-h. Promulgating rules as
necessary to implement the guidelines.
IV-B-2. NIH Recombinant DNA Advisory Committea The duties of the
Recombinant DNA Advisory Committee (RAC) shall include:
IV-B-2-a. Recommending to the Director, NIH, revisions of these guidelines periodically and any amendments
to the guidelines as necessary;
IV-B-2-b. Advising the Director,
NIH, and ORDA on questions of interpretation of the guidelines;
IV-B-2-c. Recommending to the Director, NIH whether host-vector systems qualify for certification (see section II-D-2-a);
IV-B-2-d. Recommending to the Director, NITH, whether currently certified host-vector systems should be decertified;
IV-B-2-e. Recommending to the Director,-NIIH, a list (and amendments to
the list) of other classes of experiments to be exempt(4) from these
guidelines (see section I-E-4 and I-E5);
IV-B-2-f. Recommending to the Director, NIH, whether experiments
should be granted an exception (4)
from the prohibitions in the guidelines-for example, in order to allow
risk-assessment studies-and at the
same time recommending appropriate
levels of physical and biological containment for these experiments. In
making such recommendations, weight
shall be given both to scientific and societal benefits and to potential risks
(see section I-D);
IV-B-2-g. Recommending to the Director, NIH, changes in containment
levels for specific experiments, or the
assignment of levels to experiments
not explicitly considered in the guidelines (see part III);
IV-B-2-h. Recommending to the Director, NIH, designation as class 1 for
purposes of these guidelines certain

agents that are listcd as class 2 (0Lo
footnote 1);
IV-B-2-i. Recommending to NIH
whether a cloned recombinant DNA
segment has been rigorously characterized and whether there Is sufficient
evidence that it is free of harmful
genes, so that experiments involving it
may be conducted under lower containment conditions;
IV-B-2-J. Carrying out other ftunetions as assigned under the RAC's
charter or by the Secretary, the &jsistant Secretary for Health, or the
Director, NIH.
IV-B-3. NIH Components. Varlous
NIH components shall perform the
following:
IV-B-3-a. ORDA. ORDA shall serve
as a focal point for Information on recombinant DNA activities and provide
advice to all within and outside NIH.
including institutions, biosafety committees, principal investigators, and
State and local governments. In addition, ORDA shall:
IV-B-3-a-(1). Make an independent
evaluation of the containment levels
required for the research covered by
these guidelines;
V-B-3-a-(2). Determine whether
the physical and biological containment levels approved by the IBC are
in accord with the requirements of the
guidelines;
IV-B-3-a-(3). Lake interpertationo
of the guidelines and approve reduction of containment levels of more
than one step for characterized clone,
or for cases involving primate DNA, or
to levels below Pl+EK1 (see section
III-A-3). In most cases this will Involve prior review by the RAC;
IV-B-3-a-(4). Provide timely notice
to local institutions when protocol,
including modifications to ongoing
projects, do not conform to the standards in the NIH guidelines;
IV-B-3-a-(5). Maintain a regitcr of
recombinant DNA projects;
IV-B-3-a-(6). Serve as executive secretariat for the RAC;
IV-B-3-a-(7). Publish the Recombinant DNA Technical Bulletl;
IV-B-3-a-(8). Review membership of
IBC's.
V-B-3-b. Other NIH Components,
Other NIH components shall be responsible for:
V-B-3-b-(1). Awarding no grants or
contracts unless properly executed
MUAs have been received;
IV-B-3-b-(2). Certifying P4 facilli
ties, inspecting them periodically, and
inspecting other recombinant DNA facilities as deemed necessary;
IV-B-3-b-(3). Announcing and dis,
tributing certified HV2 and HV3 hostvector systems (see section I-D-3),
See Appendix C for additional information on the administrative procD.
dures of ORDA and other NIH compo,
nents.

FEDERAL RESX71MR VOL 43. tAO. 146-FPJDAY, JULY 28. 1978

33087

NOTIlCES
IV-C. Registration.
for projects involving recombinant
IV-C-L Reqaired RegLstration. All
DNA technlques must comply with the
institutions receiving NM funds for
NIH guidelines. Noncompliance may
recombinant
DNA
projects
shall result in suspension. limitation, or terinform
I
of all recombinant DNA
mination of NIH funds for recombinproects at the institution. A non-NIH
ant DNA research.
project shall be registered with. NIH
IV-D-l-c. Information concerning
after it has been approved by the IBC
noncompliance with the guidelines
and initiated. Applications for NIH
may be brought forward by any
projects must be accompanied by an
person. It should be delivered to both
MUAORDA and the relevant Institution.
For information-on MUA's or equiv- The institution. generally through the
alent documents, which must be sub- IBC, shall take such action as appromitted for registration of recombinant
priate. It shall forward a complete
DNA projects, see section IV of appen- report of the Incident to ORDA and. if
dix C.
appropriate, shall include recommenIV-C-2. Voluntary Registration and dations for further action.
Certification.Any institution which is
IV-D-1-d. In cases where NIH pronot required to comply with the guide- poses to suspend, limit, or terminate
lines may nevertheless register recom- financial assistance because of a nonbinant- DNA research projects with
compliance with the guidelines, appliNIH by submitting the appropriate incable HEW and PHS procedures shall
formation to ORDA. RNH will accept
govern. Volume 42, parts 5) and 52,
requests for certification of host- and volume 45, parts 16 and 74, of the
vector systeris proposed by the insti- Code of Federal Regulations are
.ution. The submitter must agree to
sources of Information about these
-abide by the physical and biological
procedures for grants.
containment standards of the NM
V. Fbon-ror AnD REnrns
guidelines.
IV-C-ZlisciZosum of Inform atio
L The reference to orgnms as class L 2,
IV-C-3 -a. DHEW or the institution. 3, 4. or S refers to the clasmaMfata in the
publication Clasiication of Etilogic
in carrying out their responsibilities
under the guidelines, shall not release Agents on the Basis of Hazard. 4th edition,
July 1974; US. Department of Health. Educonfidential or proprietary informacation, and Welfare. PublIc Health Service,
tion submitted pursuant to the guide- Center for Disease Control, Office of Blomlines, except to the extent:
fety. Atlanta. Ga. 30333. The List of organIV-C-3-a-(l). Required by law;,
Isms In each clss, as given in this publicaIV-C-3-a-(2). Necessary - to certify tion. is reprinted in appendic B to thc3e
guidelines.
host-Vector systems;
However. the Director. MIH. on the recIV-C-3-a-(3)._ Necessary to deterommendatlan of the RecombInant DNA Admine whether or -not to allow exempvisory Commltte may designate certain of
tions from the guidelines;,
the agents which are listed as ca 2 In the
IV-C-3-a--(4. Necessary, in the judg- Classification of BiaL~gic Aaent on the
ment of the Secretary or his designee. Basis of Hazard. 4th edItion. July 1M74. as
the protect the public or the environ- class I agents for the purposes of hee
guidelinm. An updated list of such agents
ment against an unreasonable risk of
may be obtained from the Office of Recominjury to health or the environmeit.
-binant DNA Activles (ORDA). latlonal InIV-C-4 PatentableMateriaL Institustitutes of Health, Bethesda. Md. 20014.

tions are reminded that whenever
they regard information as potentially
.proprietary, they should consider applying'for a patent before submitting
information to DBEW.
lV-D. Complance As a condition
for
funding of recombinant DNA
research. institutions must insure that
recombinant DNA research conducted
at or sponsored by that institution
shall comply with the guidelines Irrespective of the source of funding.
IV-D-1. Policy on NioncomplianceIV-D-I-a- All NIH-funded projects
involving recombinant DNA technology must comply with the NIH guidelines. Noncompliance may result in
suspension, limitation, or termination
of financial assistance for such projects, and for other recombinant DNA
research at the institutionm
IV-D-1-b. All non-NIH funded projects involving recombinant DNA techniques conducted at or sponsored by
an institution that. receives NIH funds

FEUA

The entre Classification of Etiologic
Agents on thBadsI of Hazardis L the Process of revision.
2. One exception to the prohiblton of formatlon of recombinant DNA's derived from
class 3, 4, or 5 a-ents 13 that the formatIon
of recombinant DNA'- derived from VesIcu1a Stomaita Virus (VSV) Is not prohlbited.
The reason for this Is explained in the accompanying "Decislon Document." However, as noted In appe dix B, a permit form
the US. Department of.Agriculture 13 required for the Import or Interstate transport
of VSV. This can be obtained from USDAAPIIS, Veterinar Servlce, Federal BuildIng. Hyattasville. Md. 20782
3. The following types of data should ho"
considered n determining whether DNA recombinants are "chracterized" and "free of
harmful gene". (a) the abence of potentially harmful genes (e.g., .equences contained In Indgenous tumor vIrusm or soquences that code for toxins, inrazins. irulence factors. etc., that might potentiate the
pathogenicity or communIcbility of the
vector and/or host or be detrimental to
humans, anim . or plants); (b) the typsfs)
of genetic iformralon on the cloned segREGISTER, VOL 43, NO. 1465-fR

ment and the nainre of transcrfptic natL a
tranlation gene products specified: tc). the
relationahilp between the recovered and desred segment (e.g.. hybridiation and restrictlon endonucle fragmentation analysis where applicable)- d) the genetic stabality of the cloned fragment: and (e). any alterations In the blologclm properties of the
vector and hosL
4. In rection I-E2" exemptfo-s" from the
culdellnes are discusecd. Such experimnts
are not covered by the gudelinae and need
.ection
I-D
not be registered with nIH In
on "prohibitions " the pos11blity of "exceptons'" is discussed. An "exceptlcn'" means
that an experiment may be expressly releas-ed from a prohibition. At th time R,
will b- assigned appropriate levels of pb-zical and biological containmenL
5. Sea "Laboratory Safety onogrnaph--A
Supplemen to the NIM Guidelines for Recombinant DNA Research" for inforration
on ln=Uvatlng DNA.
6. LaboratorVSafety at the CenterforDi,ease Control (SepL 1974). U.S. Department
of Health Education and Welfare Publimton No. CDC 75-8U8.
7. C ZasrTfcalion of Effo ogicAgantr oz C
Basis of Hazard. (4th Edition. July 974).
US. Department of Health. Educafon znd
Welfare. Public H-alth Servic. Center for
Dlsease Control. Office of Biasafety Atlanta, Ga. 30333.

8. National CancerlwInt S afei Stnd-

ard for Resear& Involving.Onngeniz Viruzw (Oct. 1974). US. Department of Health.
Education and Welfare Publicatic No.
(NIH75-790.
9. National Isitutes of HRe-i Bidwzards Waei Guide (1974). U.S- Department
of Health. Education, and Welfare, Public
Health Service. National Institute-s of
Health. US. Government Printing Offic.
Stock No. 1740-00333.
10. Biaoiazardi in Eiagicaaa Rear
(1973). A. Heman. . 1. Oxman. and T.
Pollack (od.) Cold Sprl
Harbor lab krtory.
ry Safively 19 .
IL Handboo.': ofLabo
Second Edition. N. V. Steere (ediX Th
Chemical Rubber Co. Cleve d.
12. Bodily. E L. (1970). GeeralAd zr:itrationofthe Laboraor.
L.. Bodilr. E.
Updyke. and X.0. Mason (eds.), Diagnostia
procedures of Bacterial. Nlycotle and Persitlc Infection. American Public Health AssoclatLon. ewYork, pp. 11-2.
13. Darlow. EL BT. (1969). Safety in &e M7crobioogica Laborator. In J. R. Worrb
and D. W. Robbh's (ed.). Methods in Microbiology. Academic Pres. Inc.. &esz York. pp.
169-204.
14. The Prerention ofLabotoray Acrjirrd
Irnfection (1974). C. EL Collins. E. 0. Hartley. and R. Pfszworth Public Health Lab3&tory Service. Monograph Series No.-.
15. Chatiny., M. A. (1961). Protection

Against Infection in fhe

iroiloia

LaboratrzjDeViC.M and Procedure. In W.
W. Umbreit (ed.). Advances in Applied MIcroblolozy. Academic Pre, New York. N.Y..

3:131-192.

16. Design Criteriafor Viral 0=0o70g7 Research Facilities(1975). US. Department of
Health. Education and Welfare, Publiz

Health Service. National Institutes of

Health.
DHEV Publication No. (QIMD 7589L
17. Kuehnc.
-V. (1973Y. Bio.gical Containment Facility for Study
Izcjcfisza
Dlcscwe. ApPL LZrobcL 25-239-24-

AY, JULY 2B, 197a
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18. Runkle,' R. S., and G. B. Phillips W. Boyer, J. H; Crosa, and S. Falkow. Con(1969). Microbial Containment Control Fa- struction and Characterization of New
cilities.Van Norstrand Reinhold, New York.
Cloning Vehicles: I. A Multi-Purpose Cloning System. Gene, in press.
19. Chatigny, M. A., and D. I. Clinger
28. Thomas, M., J. R. Cameron, and R. W.
(1969). ContaiminationControl in Aerobiology. In R. L. Dimmick and A. B. Akers' Davis (1974). Viable Molecular Hybrids of
Bacteriophage Lambda and Eukaryotic
(eds.) An Introduction to Experimental Aerobiology. John Wiley & Sons, New York pp. DNA. Proc. Nat. Acad. Sci. USA 71, 457943583.
194-263.
20. Biological safety cabinets referred to
29. Murray, N. E., and K. Murray (1974).
in this section are classified as class , class Manipulation of Restriction Targets in
Phage Lambda to Form Receptor ChromoIr, or class III cabinets. A class I is a ventilated cabinet for personnel protection
somes for DNA Fragments. Nature 251, 476having an inward flow of air away from the 481.
30. Rambach, A., and P. Tiollais (1974).
operator. The exhaust air from this cabinet
is filtered through a high-efficiency particu- BacteriophageLambda Having EcoRI Endonuclease Sites Only in the Non-Essential
late air (HEPA) filter. This cabinet is used
in three operational modes: (1) with a full- Region of the Gename. Proc. Nat. Acad. Sol.
width open front, (2) with an installed front
USA 71, 3927-3930.
31. Blattner, F. R., B. G. Williams, A. E.
closure panel (having four 8-inch diameter
openings) without gloves, and (3) with an in- Bleche, K. Denniston-Thompson, H. E.
Faber, L. A. Furlong, D. J. Gunwald, D. 0.
stalled front closure panel equipped with
Kiefer, D. D. Moore, J. W. Shumm, E. L.
arm-length rubber gloves. The face velocity
of the inward flow of air through the full- Sheldon, and 0. Smithies (1977). Charon
Phages: Safer Derivatives of Bacteriophage
width open front is 75 feet per minute or
Lambda for DNA Cloning. Science 196, 163greater. A class II cabinet is a ventilated
cabinet for personnel and product protec- 169.
32. Donoghue, D. J., and P. A. Sharp
tion having an open front with inward air
(1977). An Improved Lambda Vecto-: Conflow for personnel protection, and HEPA filstruction of Model Recombinants Codingfor
tered mass recirculated air flow for product
protection. The cabinet exhaust air is fil- Kanamycin Resistance Gene 1, 209-227.
tered through a HEPA filter. The face ve33. I eder, P., D. Tiemeler and I. Enquist
locity of the inward flow of air through the (1977). EK2 Derivatives of Bacteriophage
full-width open front is 75 feet per minute Lambda Useful in the Cloning of DNA from
or greater. Design and performance specifiHigher Organisms:The gt WES System. Science 196,175-177.
cations for class II cabinets have been
adopted by the National Sanitation Founda34. We are specifically concerned with
tion, Ann Arbor, Mich. A class III cabinet is potent toxins which could be produced by
acquiring a single gene or cluster of genes.
a closed-front ventilated cabinet of gas-tight
35. Defined as observable under optimal
construction Which provides the highest
level of personnel protection of all bioha- laboratory conditions by transformation,
zard safety cabinets. The interior of the transduction, phage Infection, and/or conjucabinet is protected from contaminants ex- gation with transfer of phage, plasmid, and/
terior to the cabinet. The cabinet is fitted or chromosomal genetic information. Note
with arm-length rubber gloves and is operat- that this definition of exchange may be less
ed under a negative pressure of at least 0.5
stringent than that applied to exempt orInch water gauge. All supply air is filtered
ganisms under section I-E-4.
through HEPA filters. Exhaust air is fil36. As clasifled in the Second Report of
the International Committee on Taxonomy
tered through two HEPA filters or one
HEPA filter and incinerator before being
of Viruses: Classification and Nomenclature
of Viruses, Frank Fenner, Ed. Intervirology
discharged to the outside environment.
21. Hershfleld, V., H. W. Boyer, C. Yan7 (19-115) 1976. (As noted in the Prohibition
ofsky, M. A. Lovett, and D. R. Helinski
Section, the use of viruses classified[l] as
(1974). Plasmid ColEl as a Molecular Vehi- class 3, 4, or 5, other than VSV, is prohibitce for Cloning and Amplification of DNA.
ed.)
37. The cDNA copy of the viral mRNA
Proc. Nat. Acad. Sci. USA 71, 3455-3459.
22. Wensink, P. C., D. J. Finnegan, J. E.
must be >99 percent pure; otherwise as for
Donelson, and D. S. Hogness (1974). A shotgun experiments with eukaryotic celluSystem for Mapping DNA Sequences in the lar DNA.
Chromosomes of Drosophila Melanogaster.
38. >99 percent pure (i.e., less than 1 percent of the DNA consists of intact viral genCell 3, 315-235.
23. Tanaka, T., and B. Weisblum (1975).
ames); otherwise as for whole genamnes.
39. The viruses have been classified by
Construction of a Colicin El-R FactorComposite Plasmid In Vitro: Means for Amplica- NCI as "moderate risk oncogenic viruses."
See "Laboratory Safety Monograph-A Suption of Deoxyribonucleic Acid. J. Bacterial.
plement to the NIH Guidelines for Recom121, 354-362.
binant DNA Research" for recomendations
24. Amstrong, K. A., V. Hershfield, and D.
R. Helinski (1977). Gene Cloning and Con- on handling the viruses themselves.
tainment Properties of Plasmid Col El and
40. EKICV means the use of an EKI host
and a- vector certified for use in an EK2
Its Derivatives,Science 196, 172-174.
25. Bolivar, P., R. L. Rodriguez, M. C. Bet- system.
lach, and H. W. Boyer (1977). Construction
41. The DNA preparation is defined as
and Characterizationof New Cloning Vehi- "purified" if the desired DNA represents at
cles: L Ampicillin-Resistant Derivative of least 99 percent (w/w) of the total DNA in
the preparation, provided that It was veripMB9. Gene, In press.
26. Cohen, S. 'W,, A. C. W. Chang, H. fied by more than one procedure.
42. The lowering of the containment level
Boyer, and R. Helling (1973). Construction
of Biologically Functional Bacterial Plas- when this degree of purification has been
mids in Vitro. Proc. Natl. Acad. Sci. USA 70, obtained is based on the fact that the total
3240-3244.
number of clones that must be examined to
obtain the desired clone is markedly re27. Bolivar, F., R. L Rodriguez, R. J.
Greene, M. C. Batlach, H. L. Reyneker, H. duced. Thus, the probability of cloning a

harmful gene could, for example, be reduced by more than l01-fold when a nonrepetitive gene from mammals was being
sought. Furthermore, the level of purity
specified here makes It easier to establish
that the desired DNA does not contain
harmful genes.
43. This is not permitted, of course, if it
falls under any of the Prohibitions of section I-D. Of particular concern here Is prohibition (v). i.e., "Transfer, of a drug resistance trait to microorganisms that are not
known to acquire it naturally if such acquisition could compromise the use of a drug to
control disease agents in human or veteri.
nary medicine or agriculture."
44. Becaluse this work will be done almost
exclusively in tissue culture cells, which
have no capacity for propagation outside
the laboratory, the primary focus for con
tainment is the vector. It should be pointed
out that risk of laboratory-acquired Infection as a consequence of tissue culture manipulation is very low. Given good microbio.
logical practices, the most likely mode of
escape of recombinant DNA's from a physically contained laboratory is carriage by an
infected human. Thus the vector with an inserted DNA segment should have little or no
ability to replicate or spread in humans.
For use as a vector in a vertebrate host
cell system, an animal viral DNA molecule
should display the following properties:
(I) It should not consist of the whole
genome of any agent that Is infectious for
humans or that replicates to a significant
extent in human cells in tissue culture. If
the recombinant molecule Is used to transform nonpermissive cells (i.e., cells which do
not produce infectious virus particles), this
is not a requirement.
(ii) It should be derived from a virus
whose epidemiological behavior and host
range are well understood.
(ll) In permissive cells, It should be defective when carrying an Inserted DNA segment (i.e., propagation of the recombinant
DNA as a virus must be dependent upon the
presence of a complementing helper
genome). In almost all cases this condition
would be achieved automatically by the manipulations used to construct and propagate
the recombinants. In addition, the amount
of DNA encapsidated in the particles of
most animal viruses is defined within fairly
close limits. The insertion of sizable foreign
DNA sequences, therefore, generally demands a compensatory deletion of viral sequences. It may be possible to Introduce
very short Insertions (50-100 btae pairs)
without rendering the viral vector defective.
In such a situation, the requirement that
the viral vector be defective is not necessary, except in those cases In which the inserted DNA encodes a biloglcally active po.
lypeptide.
It is desired but not required that the
functional anatomy of the vector be
known-that is, there should be a clear Idea
of the location within the molecule of:
(1) the sited at Which DNA synthesis origi.
nates and terminates,
(1i) the sites that are cleaved by restriction
endonucleases,
(ii) the template regions for the major
gene product.
If possible the helper virus genome
should:
(i) be integrated into the genomo of a
stable line of host cells (a situation that
would effectively limit the growth of the
vector recombinant to such cell lines) or
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-(i) consist of a defective genome. or an appropriate conditional lethal mutanit virus,
making vector and helper dependent upon
each other for propagation.'
However, neither of these stipulations Is a'
requirement.
45. Review by NIH on a case-by-case basts
means prior review and the setting or appropriate containment conditions by InH. IHI
actions in such case-by-case reviews will be
published in the Recombinant DNA Technical Bu~etim.
45. Provided the Anserted DNA sequences
are not derived from eukaryotic viruses. In
the latter case, such experiments will be
ealuated on a case-by-case basis
47.>- 99% pure; otherwise as for shotgun
experiments.

Aprrmmix A

Section I-F-4 states that exempt

from these Guidelines are "certain
specified recombinant DNA molecules
that consist entirely of DNA segments
from. different species that exchange
DNA by known physiological processes, though one or more of the -egments may be a synthetic equivalent.
A list of such exchanges will be prepared and periodically, revised by the
Director, NIH on the recommendation
of the Recombinant DNA Advisory
Committee, after appropriate notice
and opportunity for public comment.
Certain classes are exempt as of publication of these Revised Guidelines.
The list is in Appendix A."
Under exemption I-E-4, as of the
publication of these Revised Guidelines, are any recombinant DNA molecules that are (1) composed entirely of
DNA segments from one or more of
the organisms listed below and (2) to
be propagated in any of the organisms
listed below.
Eseherichiaspecies
Edwardsiellaspecies
Citrobacter species (including Levinea)

Salmonella species (including Arizo,za)
Shigeila species
Elebsiellaspecies
Enterobacterspecies
Iafnia,species

-

Serratiaz pecies
Erwiniaspecies (including Pectobacterium)
Pseudomonasspecies
Rhizobium species
Acinetobactercalcoaceticus
Agrobacteriumtumefaciens
Rhodopseudomonassphaervides
AvPEsNrx B
CLASSIFICATION OF L1ICROORGANIXSS ON
THE BASIS OF HAZARD*

I. Classification of Etiologic Agents on

the Basis of Hazard (1)
A. CLASS I AGENTS

All bacterial, parasitic, fungal. viral;
rickettsial, and chlanydial agents
not included in higher classes.
OSee Part V. Footnotes and References.
ref. 7 -

B. CLASS 2 AGENTS

-

1. Bacterial agents:
Actinobacillus-all species except A.
malle, which Is In Class 3
Arizona hinshawii-allserotypes
Bacillus anthracis
Bordetella-allspecies
Borrelia,recurrentis,B. vincenti
Clostridium botulinum. CL. chauvoei, CL haemolyticum, CL hisozyticum, CL novyi, CL septicum, CL
tetani
Corynebacterium diphtheriae, - C
equl, C. haemolyticum, C Pseudotuberculosis, C pyogenes, C. renale
Diplococcus (Streptococcus) pmeumonlae
Erysipelothrixinsidiosa
Escherichia coli-all enteropathogenic serotypes
Haemophilus ducreyi H. influenac
Hereileavaginicola
Klebsiella-all species and all serotypes
Leptospira inTerrogans-all serotypes
Listeria-all species
Mima polymorpha
ro raxela-allspecies
Mycobacteria-all species except
those listed in Class 3
Mycoplasma-all species except Mycoplasm= mycoides and Mycplasma, agalaetian- which are in
Class 5
Neisseria gonorrhoeae,N. meningllidis

Pasteurefla-allspecies except thoze
listed In Class 3

Echoviruse-alltypes
Encephalomyocarditsviruz (EMC)
Flandersvirus
HartParkvirus
Hepatitis-associatedantigen material
Herpes viruse--except Herpesviruzs
simiae (M.onkey B virus) which is
in Class 4
Coron-ULvirus
Influenza viruses-all types except
A/PRI834. which is in Class I
Langet virus
Lymphogranulomazenere= agent
Measles virus
MumPS virus
types
Parainfjuenza viru&-all.
except Paminfluenza virus 3. SF4
strain, which is in Class I
Polloviruses-alltypes. wild and attenuated'
Poxviruses-all types except Aastrim, Smallpoxr Monkey pox, and
Wlitepos, which, depending on experiments. are in Class 3 or Class 4
Rabies virus-all strains except
Rabies street virus, which should
be classified in Class 3 when inoculated into carnivores
Reoviruses-alltypes
Respiratorysyncytial virus
Rhinoviruses-alltypes
Rubella virus
Simian viruses-all types except
Herpeavirus simiae (Monkey B
virus) and Marburg virus, which
are In Class 4
Sindbis virus

Tensaw virus
Turlock virus

Vaccinia,virus
Salmonella-all species and all seroVaricella virus
types
Vole rickettsia
Shigella-all species and all seroYellow fever virus, 17D vaccine
strain'
types
Sphaerophorusneerophorus
C.CLASS 3 AGEZ1TS
Staphylococcus aureus
Streptobacilusmonhiiformis
1. Bacterial agents
Streptococcuspyogenes
Actinobacillus mallei*
Treponema carateumn, T. pallidum,
Bartonella-allspecies
and T. perlenue
Burcella-allspecies
Bibrio fetus, V. comma, incluUlhlg
Francisellatularensis
blotype El Tor, and V. parahemolyMycobacterlum avium, M. bovis, A.
ticus
tuberculosis
2. Fungal agents:
Pasteurellamultocide type B ("bufActinomycetes (including Nocardia
falo" and other foreign virulent
species and Actinomyces species
strains*)
Pseudomonaspseudomalei*
and Arachnia propionica)
Blastomyces dermatitidis
Yersenia pestis
2. Fungal agents:
Cryptococcus neoformans
Coccidioidesimmitis
Paracoccidiotdesbrasiliensis
Histoplasmacapsulaturn.
3. Parasitic agents:'
Histoplasma capsulatumvar. duboiEndamoeba histolytica
Sif
Leishmaniasp.
3. Parasitic agents:
Naegleriagruberi
Schistosoma mansoni
Toxoplasma gondit
4. Viral, Rickettsial, and Chkamydial
Toxocara canis
agents:
Trichinellaspiralis
Alastrim, Smallpox Monkey p=
Trypanosoma cruzi
and Whitepox, when used in vitro
4. Viral, Rickettsial, and Chlarydial
Arboviruses-all strains except those
agents:
in Class 2 and 4 (Arboviruses indigAdenoviruses-human--alltypes
Cache Valley virus
CoxsackieA and B viruses
*USDA permit also required for import or
Ctomegaloviruses
Interstate transport.
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enous to the United States are in
Class 3, except those listed in Class
2. West Nile and Semliki Forestviruses may be classified up or down,
depending on the conditions of use
and geographical location of the
laboratory.)
Dengue virus, when used for transmission or animal inoculation experiments
Lymphocytic chorimeningitis virus
(LCM)
Psittacosis-Ornithosis-Trachoma
group of agents
Rabies street virus, when used in inoculation of carnivores (See Class
2)
Rickettsia-all species except Vole
rickettsia when used for transmission or animal inoculation experiments
Vesicularstomatitis virus*
Yellow fever virus-wild, when used
in vitro
D. CLASS 4 AGENTS

1. Bacterial agerits: None.
2. Fungal agents: None.

Hamster Leukemia
Bovine Leukemia
Dog Sarcoma
Mason-Pfizer Monkey Virus
Marek's
Guinea Pig Herpes
Lucke (Frog)
Adenovirus
Shope Fibroma
Shope Papilloma
B. MODERATE RISK ONCOGENIC VIRUSES
Ad2-SV40
FeLV

HV Saimiri
EBV
SSV-1
GaLV
HV ateles
Yaba
FeSV
III. Animal Pathogens (3)
A. ANIMAL DISEASE ORGANISMS WHICH
ARE FORBIDDEN ENTRY INTO THE
UNITED STATES BY LAW (CDC CLASS 5

AGENT)

3. Parasitic Agents: None.
1. Foot and mouth disease virus
4.Viral, rickettsial, and Chlamydial
B. ANIMAL DISEASE ORGANISMS AND VECAgents:
TORS WHICH ARE FORBIDDEN ENTRY
Alastrim, Smallpo, Monkey pox,
INTO THE UNITED STATES BY USDA
and
Whitepox, when used for
PoLICY (CDC CLASS 5 AGENTS)
transmission or animal inoculation
experiments
African horse sickness virus
Hemorrhagicfever agents, including
African swine fever virus
Crimean
hemorrhagic
fever
Besnoitia besnoiti
(Congo), Junin, and Machupo virBorna disease virus
uses, and others as yet undefined
Bovine infectious petechial fever
Herpesvirus simiae (Monkey B
Camel pox virus
virus)
Ephemeral fever virus
Lassa,virus
Fowl plague virus
Marburgvirus
Goat pox virus
Tick-borne encephalitis virus comHog cholera virus
plex, including Russian springLouping ill virus
summer encephalitis, kyasanur
Lumpy skin disease virus
forest disease, Omsk hemorrhagic
Nairobi sheep disease virus
fever, and Central European enNewcastle disease virus (Asiatic
cephalitisviruses
Venezuelan
equine encephalitis
strains)
virus, epidemic strains, when used
Mycoplasma mycoides (contagious
for transmission or animal inoculabovine pleuropneumonia)
tion experiments
Mycoplasma agalactiae (contagious
Yellow fever virus-wild, when used
agalactia of sheep)
for transmission or animal inoculaRickettsia
ruminatium
(heart
tion experiments
water)
II. Classification of Oncogenic Viruses
Rift valley fever virus
on the Basis of Potential Hazard
Rinderpest virus
(2)
Sheep pox-virus
Swine vesicular disease virus
A. LOW-RISK ONCOGENIC VIRUSES
Teschen disease virus
Rous Sarcoma
Trypanosomavivax (Nagana)
SV-40
Trypanosoma evansi
CELO
Theileriaparva (East Coast fever)
Ad7-SV40
Theileria annulata
Polyoma
Theilerialawrencei
Bovine papoilloma
Theileriabovis
Rat mammary tumor
Theileriahirci
Avian Leukosis
Vesicular exanthema virus
Murine Leukemia
Wesselshron disease virus
Murine Sarcoma
Zyonema farciminosum (pseudoMouse mammary tumor
farcy)
Rat Leukemia

1. "Classification of Etiologic Agents
on the Basis of Hazard." (4th Edition,
July 1974). U.S. Department of
Health, Education, and Welfare,
Public Health Service, Center for Disease Control, Office of Blosafety, Atlanta, Ga. 30333.
2. "National Cancer Institute Safety
Standards for Research Involving Oncogenic Viruses" (October 1974). U.S.
Department of Health, Education, and
Welfare Publication No. (NIH) 75-790.
3. U.S. Department of Agriculture,
Animal and Plant, Health Inspection
Service.
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discusses the roles and responsibilities
of principal investigators and Institutions. A roster of the members of the
Institutional Blosafety Committee
(IBC) must be submitted to NIH.
The minimum information must include the names, addresses, occupations, qualifications, and curricula
vitae of the chairperson and members
of the committee. This information
must be submitted to: Office of Recombinant DNA Activities, National
Institutes of Health, Room 4A52,
Building 31. Bethesda, Md. 20014.
The membership of IBC's is subject
to review by ORDA for compliance
with recommendations stated in the
guidelines. It is the responsibility of
each institution to update this information at least annually. As stipulated
in the guidelines, ORDA will assist in
the formation of an Area Biosafety
Committee (ABC) when appropriate.
Such a committee will be necessary
when additional expertise from outside a given institution is necessary for
the IBC to fulfill its functions.
B. Approval and Registrationof Projects. Central to the Implementation of
the guidelines is the review of proposed projects by the IBC. When the
IBC has approved the project, the experiments may be initiated (except for
experiments requiring P4 physical
containment, which require prior NIH
approval; special procedures cover
APPENDIx C-NIm PoLICEs AND AD=rNIH awards, see sec. II-D below). The
ISTRATIVE PROcEDUREs FOR EXPERIinstitution is responsible for registerTO THE NIH GUmELNs SUBJE
ing approved projects with NIH.
LINES
ORDA will review approved projects
The policies -and procedures in this and notify investigators and instituappendix apply only to recombinant
tions of the results of such review.
DNA -esearch subject to the NIH (See sec. II-B for requirements for
guidelines (see Pt. I of the guidelines). competing and noncompeting NIH apThese policies and procedures are plications. See sec. II-E for changes in
mandatory for all recombinant DNA ongoing projects, and Pt. IV for inforresearch conducted at institutions re- mation on registration.)
ceiving any funds for recombinant
1. Requirements and Proceduresfor
DNA research from NIH. This appen- NIH-Supported Projects. This section
dix supersedes previous announce- describes policies and procedures for
ments published in the October 17, projects supported by NIH.
1977, and February 15, 1978, issues of
A. Memorandum of Understanding
the NIH Guide for Grants and Conand
Agreement (AMTA). Each applicain
placed
tracts and previous notices
to the National Institutes of
tion
application. kits for Public Health
Health for a project which involves ex-Service research and t-aining grants.
subject to the NIH guideThis appendix contains NIH policies periments recombinant
DNA research
and procedures in effect as of the date lines forI-E
guidelines) must be
of
the
(see
sec.
revised
the
final
ofof. publication
guidelines. These policies and proce- accompanied by an MTUA prepared in
dures can-be superseded by subsequent the format shown in the attached Ilissuances. For current NIH policies, lustration. Applicants are urged to
contact the NIH Office of Recombin- follow the sequence and format of the
illustration as closely as possible.
ant DNA Activities (ORDA).
An application submitted to NIH
.L
. GeneralRequirements.
-A., Institutional Biosafety Commit- without an attached MUA is Incomplete and will not be reviewed until a
- tee. (IBC). -Each institution at which
recombinant DNA research subject to properly executed MUA is provided.
1. Contents, of an MUA. An MUA
the guidelines is being conducted must
-have a standing biosafety committee, must contain the following sections:
a. DescriptolL A description of each
* Suggestions for the: composition of
such a committee are discussed under proposdd project, and the name of the
Part IV of the guidelines,- which also individual investigator responsible for
III-A. Policy.
I-B. Requirements and Procedures
for NIH-Supported Research in
Countries with Guidelines.
III-C. Requirements Regarding Countries Which Have Not Adopted
Guidelines.
IV. Registration of Recombinant DNA
Projects.
IV.-A. NIH-Supported Projects.
IV-B.-,Required Registration of NonNIH Projects.
IV-C. Voluntary Registration of NonNIH Projects.
IV-D. Procedures for Registration.
IV-E. Review.
V. Lowering of Containment Levels for
Purified DNA and Characterized
Clones.
V-A. Purified DNA Other Than Plasmids, Bacteriophages, and Other
Viruses.
V-B. Characterized Clones of DNA Recombinants.
VI. Exceptions and Exemptions to the
Guidelines.
VI-A. Exceptions.
VI-B. Exemptions*
VI-C. Requests for Exceptions and Exemptions.
VII. Illustration of Memorandum -of
Understanding-and Agreement.

the research if other than the principal investigator.
Descriptions must include information on:
(1) source(s) of DNA.
(2) nature of inserted DNA sequences, and
(3) hosts and vectors to be used.
The descriptions must be sufficient
to provide Information about the experiments without need for reference
to other documents. Each performance site must be Identified with the
name(s) of the organization, city, and
State. Ordinarily, no more than two
pages of description for each series of
experiments are necessary.
b. Assessment of Containment
Levels. An assessment of the physical
and biological containment levels required by the current NIH guidelines
for each series of experiments.
c. Statement by Principal Investigator. A specific brief statement by the
principal investigator agreeing to
abide by the provisions of the NIH
guidelines and the requirements contained in this appendix concerning
shipment and transferlof recombinant
DNA materials (see sec. 1I-F of this
appendix).
The principal investigator must also
attest to the accuracy of the information in the MUA (see illustration in
this appendix).
d. Information concerning IBC
review:
(1) When facilities are in existence, a
certification is required indicating that
the IBC has reviewed the facilities and
the proposed project(s) and found
them to be in compliance with the
NIH Guidelines, this Appendix, and
other specific NIH instructions. The
date of the IBC -eview must be specified.
(2) When facilities are proposed or
are under construction or renovation
at the time of the application, an as,surance in lieu of a certification must
be provided. The assurance indicates
that the IBC has reviewed the proposed project and the plans for the facilities proposed or under construction
or renovation. The assurance must include a statement that recombinant
DNA experimentation will not occur
until the completed facility has been
reviewed by the IBC and an amendment to the MUA (i.e.- the certification described In subparagraph (1)),
has been submitted to NIH.
NoT_,Some MUA's may have to incorporate a certification as well as an
assurance if there are both certified
facilities and facilities under construction or renovation.
e. Statement Regarding Continuing
Compliance'A statement by the appropriate institutional official that the
IBC will Insure compliance with the
Guidelines throughout the-duration of
the project.
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f. Signatures. The signatures of the
principal investigator, the IBC chairperson, and the institutional official(s)
are required.
g. Date of MUA. The date of the
MUA for future reference will be the
date of the institutional official's signature.
2. MUA's for Recombinant DNA Research at Multiple Sites. When research at multiple sites is proposed,
the MUA must specify where each
part of the project will be carried out.
When research is proposed at sites
governed by other than the applicant
institution, signatures of the appropriate officials at both the applicant institution and the institution(s) where
the recombinant DNA research is to
be conducted are required. The signatures shall indicate that the IBC's of
each of the institution(s) where the research is to be performed have given
the bertification and/or assurance required in Item d of the MJA.
3. MUA's Associated with Individual
Fellowship Applications, Research
Career Development Award Candidates (RCDA), Research CareerAwardees (ZFCA), and Institutional National Research Service Fellowship Appli-:
cations. When projects involving recombinant DNA technology subject to
the Guidelines are involved, fellowship
applicants, RCDA candidates, RCA's,
or Program Directors for Institutional
National Research Service Fellowship
Applications should attach to the application either a copy of MUA(s) already submitted to the NIH, or submit
a new MUA(s) as indicated below. If a
copy is submitted, the fellowship applicant, RCDA candidate, RCA, or
Program Director (if other than the
principal investigator) must sign the
MUA copy under the signature of the
principal investigator.
If any recombinant DNA work is
proposed other than that indicated in
an existing MUAs), a new or amended
MUA must be submitted to NIH in accordance with procedures in II-B and
II-E of this Appendix. These procedures also apply to experiments using
recombinant DNA technology in
courses supported by an institutional
fellowship.
B. Submission of Memorandum of
Understandingand Agreement (MUA).
1. Competing Applications. For competing applications involving recombinant DNA research subject to the
Guidelines, an MUA must be submitted to the Division of Research
Grants, NIH, with the application.
2. Noncompeting Applications.Each
noncompeting continuation application involving recombinant DNA research subject to the Guidelines must'
be accompanied by an updated MUA
that indicates that the IBC has reviewed the project prior to submission
of the application, and has found it

still in compliance with NIH Guidelines.
IMPORTANT NOT= If an" investigator
wishes immediately to initiate a project after IBC approval, after submitting a new competing application to
NIH, the procedures for registration
of non-NIH projects, described in section IV of this Appendix, must also be
followed. If an investigator wishes immediately to initiate new experiments
in an ongoing project, an MUA must
be filed with NIH within 30 days of
IBC approval, even if the proposed experiments are described in an MUA
submitted with a noncompeting or a
competing renewal application. In the
latter cases, see procedures in section
II-E of this Appendix, dealing with
changes in ongoing projects, which
must also be followed.
C. Notation on Applications for Research and 'Training Grants.NIH application forms will be revised to include a block to be checked indicating
whether recombinant DNA research
subject to the Guidelines is involved.
Until such time as revised forms are
available, applicants should specify in
capital letters at the bottom of the
first page of the 'application the following statement:

found not to conform to standards set
forth in the Guidelines. This footnote
indicates that the proposed experiments are not to be carried out until
they have been brought Into compliance with NIH standards, and a revised MUA has been submitted to the
NIH.
E. Changes in Ongoing Projects,
Changes in a project subject to the
Guidelines must be reported to the
IBC by the princilal Investigator.
1. Protocolsfor Which Containment
Levels are Explicitly Specified by
Guidelines. The procedures described
in this section apply only to research
projects for which containment levels
are explicitly stated in the Guidelines
or in announcements from ORDA,
except for projects requiring P4 physical containment, which require NIH
approval prior to initiation of the research.
Depending upon the judgment of
the BC as to whether the proposed
changes are major or nminor, the procedures described in a and b below are to
be followed.
a. Major Changes. A new or revised
MUA is required for introduction of
recombinant DNA research subject to
the guidelines into an ongoing project,
APPLICATION INVOLVES EXPERIMENTS or for significant changes in the recombinant DNA aspects of an ongoing
SUBJECT TO GUIDELINES FOR RECOMBINproject. Examples of chanbes In an onANT DNA RESEARCH
going recombinant DNA project which
D. Award Procedures. Prior to would require the filing of a new or
award, MUA's will be reviewed by amended MUA would include (1) sigORDA for compliance with the re- nificant changes in hosts or vectors.
quirements of the Guidelines. Notifi- (ii) significant changes in the donor
cation of the status of NIH review of species or the nature of the DNA segthe MIUA will be accomplished by one ,ment being selected, (Ili)
major
of the following 3 footnotes on the changes in the physical location of the
Notice of Grant Award:
experiments, or (iv) a change of the inFootnote 1. "Protocols in MUA dated vestigator responsible for the conduct
-/-/conform to standards of NIH of the experiments.
Guidelines."
For such changes in an ongoing projFootnote 2. "Protocols in MUA dated ect, a new or revised MUA must be
----- , as modified, conform to submitted to the IBC. Once IBC apstandards of NIH Guidelines."
proval has been obtained for other
Footnote 3. "Protocols in MIUA dated than projects reqiring P4 contain-/-/do not conform to standards ment, the experiments may be Initiatof NIH Guidelines."
ed. The Institution must then forward
Footnote 1 will be used to indicate the MUA directly to the program adthat the MUA has been reviewed by ministrator of the awarding NIH
ORDA, and the protocols have been Bureau, Institute, or Division within
found to conform to the standards set 30 days of approval by the IBC. The
forth in the Guidelines.
MUA must Identify the project by
Footnote 2 will be used to indicate grant number. The principal investigathat the MUA has been reviewed by tor will be notified by letter regarding
ORDA and that certain aspects of the the NIH review of the new or revised
MUA do not conform to standards set MUA. If review by ORDA finds that
forth in the Guidelines.'Use of this an MUA, or certain aspects of an
footnote indicates that NIH has noti-- MUA, -do not conform to standards set
fied the institution that appropriate forth in the guidelines, the principal
action must be taken to bring the pro- investigator and the IBC will be notitocols in question into compliance fied. In such cases, Immediate action
with NIH standards, or that the proto- must be undertaken to bring the procols in question must not be carried tocols into compliance with NIH
out.
standards or the experiments In quesFootnote 3 will be used to indicate tion must be suspended.
that the MUA has been reviewed by
b. Minor Changes. Principal InvestiORDA and the protocols have been gators should submit information or

FEDERAL REGISTER, VOL 43, NO. 146-FRIDAY, JULY 28, 1978

33093

NOTICES
minor changes in research protocols to
the IBC. Minor changes need not be
reported to NIH until an updated'
MUA is required (see section fl-B of
this appendix).
2. Protocolsfor Which Containment
Levels are Not Explicitly Specified by
the NIH Guidelines. Investigators who
wish to initiate recombinant DNA experiments for which containment
levels are not explicitly stated in the
guidelines or in announcements from
ORDA must obtain approval from the
NIH prior to initiating the proposed
experiments.
Because it is anticipated that the
setting of containment, levels for this
class of experiments will require
review by the Recombinant DNA Advisory Committee, investigators are
strongly urged to provide to. ORDA in
writing full information on the proposed experiments prior to submission
of a formal MUA.
F. ShippingRequirements.
NoFr-Requirements regarding shipment
and transfer of ecombinant DNA materials
may be incorporated by reference into the
MUA (see illustration in this appendix).
All MUA's must indicate that the
principal investigator (program -director, fellow, or candidate) agrees to
comply with the following provisions
pertaining to shipment or transfer of
recombinant DNA materials:
1. Prior to shipment or transfer of
recombinant DNA materials within
the United States, the sending laboratory shall obtain a written statement
from the requesting laboratory that:
a. Research involving recombinant
DNA molecules shall be conducted in
compliance with NIH guidelines, this
appendix, and other NIH instr~ictions,
and
b. The project prop osed by the requesting laboratory has been reviewed
and approved by the IBC of the requesting laboratory.
2. Prior to shipment of recombinant
DNA materials to a country other
than the United States, the sending
laboratory shall obtain a statement
from the requesting laboratory stating
that research involving recombinant
DNA molecules shall be conducted in
accordance with the containment
levels specified by the NIH guidelines,
or applicable national guidelines If
such have been adopted by the country in which the research is to be conducted.
3. The sending investigator shall
maintain a record of all shipments of
recombinant DNA materials.
NoT&-See section II-D-3 of the guidelines for restrictions on distribution of certified host-vector systems.
Ill. Policy and Procedures for Recombinant DNA ,Research Supported
by NIH and Conducted in Foreign
Countries.

A. Policy. Many countries in which
NIH-supported recombinant DNA research may be conducted have adopted guidelines for the conduct of this
research which are either comparable
to or based on principles similar to
those of the NIH guidelines for recombinant DNA research. Also, many
countries have existing organizations
and procedures to review and register
recombinant DNA research, and require documentation similar to that of
NIH. If such guidelines and procedures exist and are comparable to the
NIH guidelines, review and approval
by the appropriate national body In
the country in which the research is to
be conducted, in general, will be accepted as assurance that the research
will be conducted In a responsible
manner and in, accord with national
guidelines. However, NIH reserves the
right to withhold funding if the safety
practices to be employed are not reasonably consistent with the NIH
guidelines.
B. Requirements and Proceduresfor
NIH-Supported Research in Countries
with Guidelines. The following procedures apply both to NIH awards in
foreign countries and to U,S. investigators intending to conduct recombinant
DNA research with NIH support In
'foreign countries which have adopted
guidelines. For applications for NIH
awards in foreign countries, the required documentation (see below) may
be included with the application, or
may be submitted at a later date, but
must be'submltted prior to the time of
award. For U.S. investigators intending to conduct recombinant DNA research abroad, the documentation
should be submitted prior to Initiation
of the project.
For all NIH-supported research
abroad using recombinant DNA technology, a document providing the following information must be submitted
to NIH:
1. A description of each proposdd
project and the individual investigator
responsible for the research, If other
than the principal investigator. Descriptions should indicate the sources
of DNA. nature of inserted DNA sequences, hosts and vectors to be used.
and must be of sufficient detail to provide information about the research
without need for reference to other
documentation. Ordinarily, no more
than two pages of descrIption for each
series of experiments are necessary.
2. An assessment of the level(s) of
physical, and biological containment
required by the guidelines of the country in which the research Is to be conducted.
3. Documentation that the research
project is in compliance with the applicable national guidelines and, where
required, has been registered with the
appropriate national body in the coun-

try in which the research is to be conducted. If approval of the national
body Is required prior to initiation of
the research, the documentation must
indicate that such approval has been
received.
4. The signatures of both a responsible official and the principal investigator.
5. The date of signature of the responsible official. This will become the
date of the document for future reference.
C. Requirements Regarding Countries Which Have Not Adopted Guidelines. NIH funds may not be used for
the conduct of recombinant DNA research in a country which has not
adopted national guidelines, unless the
research is in full compliance with
NIH Guidelines and the procedures required for U.S. grant applications have
been fulfilled-.e., establishment of
an institutional blosafety committee,
filing of an MUA, etc.
IV. Registration of Recombinant
DNA Projects.
A. NIH-Supported Project&An NIHapproved MUA will constitute registration of projects awarded by NIH. For
Immediate initiation of projects pending with NIH see "Important Note"
under section II-B of this appendix.
B. Required Registration of NonNIH Projects. The guidelines require
that institutions receiving'NIH funds
for recombinant DNA research shall
inform NIH of all initiated recombinant DNA projects subject to the guidelines (see section IV-C-1 of the guidelines). For these projects, the required
information must be submitted within
30 days of the IBC's approval.
C. Voluntary Registration 'of NonNIH Projects. The guidelines stipulate
that any institution which is not required to comply with the guidelines
may nevertheless register with the
NIH ongoing projects involving recombinant DNA research subject to the
guidelines (see section IV-C-2 of the
guidelines).
D. Proceduresfor Registration. The
procedures in this section apply to registration of projects in B and C above
Because non-NIH projects filed with
the NIH will immediately be added to
the register of ongoing recombinant
DNA research, institutions may register only those projects which are ongoing or about to be initiated. Institutions should not submit pending proJects to this register.
Institutions must register these proJects directly with ORDA. It is the responsibility of the institution to insure
that this information is accurate and
up-to-date by submitting any necessary revised information on a timely
basis. Institutions are responsible for
notifying ORDA when a project is
completed or terminated so that it
may be removed from the register.
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For registration of projects described In B and C above, the following information must be submitted:
1. A short title for the project.
2. Registry number of project.
3. Start and end dates of the project.
4. The name of the principal investigator and the name and address of the
institution, including the department
in which the research is being conducted and the location of the project.
5. The source of support for the
project.
6. A description of each project and
the name of the investigator responsible for- the research. Descriptions
should indicate information on the
sources of DNA, nature of inserted
DNA sequences, and the host-vector
systems being used. Ordinarily, no
more than two pages of description for
each series of experiments are necessary.
7. An assessment of the level(s) of
physical and biological containment
required by the Guidelines for each
series of experiments.
8. A statement that an Institutional
Biosafety Committee has reviewed the
project and found it to be in compliance with the NIH Guidelines.
9. The signatures of the principal investigator, the chairperson of the IBC,
and the institutional official.
10. The date of signature by the institutional official. This date will be
used for reference purposes.
E. Review. Institutions will be notified in writing of ORDA's review of
the information submitted for registration of recombinant .DNA projects
not supported by NIH. If review by
ORDA finds that the protocols do not
conform to standards set forth in the
Guidelines, the institution is expected
to take appropriate action to bring the

protocols into compliance with NIH
standards.
V. Lowering of Containment Levels
for Purified DNA and Characterized
Clones.
A. Purified DNA Other Than Plasmids, Bacteriophages, and Other Viruses.
The Guidelines stipulate that the
formation of DNA recombinants from
cellular DNA's that have been purified
and which are free of harmful genes
can be carried out unlder lower containment conditions than those required for the corresponding shotgun
experiment. IBC approval is sufficient
for such a reduction of containment
level, except for (i) primate DNA,
which also requires prior NIH approval, or (ii)'any lowering of containment
to levels below P1+EK1, which also
requires prior NIH approval (see sec.
Im-A-3-a of the Guidelines).
The IBC must notify ORDA in writing of all such actions. Many of these
actions will be in the context of submission of a new or revised MUA.
B. CharacterizedClones of DNA Recombinants. The Guidelines permit
IBC's to give approval for a single-step
reduction in physical or biological containment on receipt of evidence of
characterization of a clone derived
from a shotgun experiment and its
probable freedom from harmful genes
(see sec. 1Im-A-3-b of the Guidelines).
IBC approval Is sufficient for such a
reduction except for (i) primate DNA
which requires prior NIH approval,.or
(ii) any lowering of containnent to
levels below PI+EK1, which also requires prior NIH approval. The IBC
must notify ORDA in writing of all
such actions. Such notification must
clearly indicate the name of the principal investigator and the project supporting the work.

Reduction of containment levels by
more than one step, use of primate
DNA, or cases involving lowering of
containment to levels below P1+EK1
require prior approval by NIH. In the
latter cases, complete information
must be submitted to ORDA. Many of
these cases are expected to require
review by the RAC at Its next scheduled meeting.
VI. Exceptions and Exemptions to
the Guidelines.
A. Exceptions. Exceptions to prohibited experiments require express approval by the Director, NIH, on recommendation of the RAC after appropriate notice and opportunity for public
comment (see see. I-D of the Guidelines).
B. Exemptions. Classes of exempt
experiments, which are not covered by
the Guidelines, are cited in section I-E
of the Guidelines. It is anticipated
that additional exemptions for specific
experiments which fall into the categories cited in sections I-E-4 and I-E-5
of the Guidelines may be granted by
the Director, NIH, on the recommendation of the RAC and after appropriate notice and opportunity for public
comment.
C. Requests for Exceptions and Exemptions. Requests for an exception
to a prohibition or an exemption from
the Guidelines must be submitted to
ORDA accompanied by adequate documentation. Because the handling of
requests for exceptions and exemptions will probably be a time-consuming process, Investigators are strongly
urged to discuss the proposed request
with the staff of ORDA by telephone
in advance of submission of a formal
request. Decisions or requests for exceptions or exemptions will be pub.
lished in the Recombinant DNA TechnicalBulletin.
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recombinant DNA research conducted A. Comparison of Containment Levels.
under the Director's proposed revi- B. Classification of NIH-Funded Exsions. The Environmental Impact
periments as of December 1977.
Statement on NIH Guidelines for Re- C. Comments and Responses on the
GUIDELINES FOR RESEARCH INVOLVING
search Involving Recombinant DNA
EIS, from the DAC Meeting of De.
RECOMBINANT DNA MOLECULES
cember 15-16, 1977.
Molecules,
in October 1971, prePREPARED BY THE OFFICE OF THE DIREC- dicted thatissued
D. Discussion of the "List of Exchangthe
environmental
impact
TOR,
NATIONAL
INSTITUTES
OF of research conducted under the 1976
ers" Constlttiting Appendix A to the
HEALTH-JULY 1978
Guidelines.
NIH Guidelines would be the continued protection of the laboratory E. Report of U.S.-EMBO Workshop to
SUMMARY
Assess Risks for Recombinant DNA
worker, the general public, and the enNature of Document: Environmental
Experiments Involving the Genornes
vironment from conjectural hazards.
Impact Assessment. of Animal, Plant, and Insect Viruses.
So far, this prediction has been conAgency: National
Institutes of firmed: We know of no scientists con- F. Report of the Virus Working Group
Sponsored by the Recombinant DNA
Health, Public Health Service, U.S. ducting recombinant DNA research in
Advisory Committee.
Department of Health, Education, and the United States or other 'countries
who are not following the NIH or com- G. Report of the Recombinant DNA
Welfare.
Advisory Committee Workshop on
Type of Action: (-X) Administrative. parable guidelines, and no untoward
Risk Assessment of Agricultural
effect of the research has been report) Legislative.
-Pathogens.
ed. Meanwhile, new scientific evidence
Description of Action: Publication
as well as extensive experience in operFOREWORD
for public Comment of proposed re- ating under the NIH Guidelines indivised guidelines for research involving cate that revisions are in order. The
In June 1976 the National Institutes
recombinant DNA molecules.
predictable effect of continued use of of Health, with the concurrence of the
Organization of Material: Back- recombinant DNA techniques under Secretary of Health, Education, and
the Director's proposed revisions Welfare and the Assistant Secretary
ground information is presented on
would be a greater realization of the for Health, Issued guidelines to govern
the recombinant DNA process and on
the conduct of NIH-supported rethe presumed risks and demonstrable benefits of this valuable tool without
search involving recombinant DNA
benefits of this basic research tech- compromise of safety.
molecules. These guidelines stated
nique. Next the proposed revised
CONTENTS
that they would be "subjected to periguidelines are analyzed according to
odic review (at least annually) and
their four main parts: scope, principles Foreward.
of containment of possibly hazardous The Recombinant DNA Experimental modified to reflect improvements in
our knowledge of the potential biohaagents, proposed changes in the conProcess.
tainment for experiments to be cov- Risks and Benefits of Recombinant zards and of the available safeguards."
Since that time, a number of scientific,
ered by the revised guidelines, and
DNA Research.
roles and responsibilities of investiga- Analysis of Alternatives and Impact of administrative, and legislative events
have occurred that should be summa
tors and institutions.
Proposed Guidelines.
rized at the outset, for they are reI. Scope of the Guidelines.,
Analysis of Alternatives: For each of
flected in the revisions of the NIH
Analysis of Current Guidelines.
these four main parts, the assessment
guidelines as proposed, first by the ReAlternatives:
RAC-Proposed
Reis presented under four sections: analcombinant Advisory Committee and
visions.
ysis of the current Guidelines (in
' Alternatives: Public Commenta- currently by the Director, NIH.
effect since June 23, 1976); alternaRecombinant
DNA
experiment3
tors. tives (revisions) proposed by the NIH
Proposed Action: Environmental have proceeded in hundreds of laboraRecombinant DNA Advisory Committories throughout the world. The subImpact Assewment.
tee (RAC) [FEDERAL REGISTER, Septemject has been discussed and debated in
I.
Containment
ber 27, 1977J; alternatives proposed by
countless meetings, and the public has
Analysis of Current Guidelines.
the Director, NYH, after full consideraAlternatives. RAC-Proposed Re- been consulted as well as the scientific
tion of scientific evidence, public comcommunity. NIH has taken into acvisions.
ments, and the testimony taken in a 2Alternatives: Public Commenta- count public comments in preparing
day meeting of the Director's Advisory
the original guidelines, an environtors.
Committee (DAC) at which scientists
Proposed Action: Environmental mental impact statement (EIS), and
of various disciplines, representatives
the proposed Director's revision.
Impact Assessment.
of environmental groups, and other
One of the most important recent
III. Containment Guidelines for
witnesses discussed the RAC proposdevelopments has been the careful
als; and finally, the projected environCovered Experiments.
scrutiny, from a very broad point of
Analysis of Current Guidelines.
mental impact of research to be conducted under the NIH Director's proAlternatives: RAC-Proposed Re- view, of the premises upon which the
original guidelines were based. Thus,
posed guidelines. Appendix A will aid
visions.
in comparing the containment levels
Alternatives: Public Commenta- the molecular biologists, who first
raised questions about the safety of reunder the current guidelines with
tors.
those under the two alterndtives. ApProposed Action: -Environmental combinant research, have now had
greater opportunity to consider their
pendix B shows how those alternatives
Impact Assessment.
concerns in the company of many exwould have affected all NIH-funded
IV. Roles and Responsibilities.
perts on infectious disease, epidemiorecombinant DNA experiments active
Analysis of Current Guidelines.
In December 1977.
Alternatives: RAC-Proposed Re- logy, viruses, plants, laboratory safety
practices, ecology, and other relevant
visions.
Environmental Impact of the Prodisciplines.
Alternatives:
Public
Commentaposed Action: As can best be deterFrom all of these activities have
tors.
mined from all evidence compiled to
Proposed Action: Environmental emerged certain important facts. For
date and analyzed in numerous scienone, no evidence has come to light
Impact Assessment.
tific and public forums, there will be
that any of the thousands of individuno adverse environmental impact from Appendices
al recombinant DNA clones constructNATIONAL INSTITUTES OF HEALTH, ENvI-

RONMAENTAL IMPACT ASSESSMENT OF A
PnoPosAL To RELEASE REVISED NIH
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ed over the last 5 years have yielded a
product harmful to man or the envi-

ronment. On the other hand: many examples of useful knowledge obtained
through such techniques continue to
accumulate rapidly.
Scientific developments

-

No scientific evidence not considered
in the promulgation of the guidelines
has emerged to support the fears that
the use of these techniques will create
a harmful product. On the contrary,
scientific information has been developed over the past 2 years that lessens
concern over the possible environmental hazard. Dr. Roy Curtiss, professor
of microbiology at the University of
Alabam School of Medicine in Birmingham, and others have demonstrated that biological containment
measures-niethods
developed
to
weaken- bacteria .used in -the experiments-do prevent thesebacteria from
surviving in a natural environment,
and would do so if they escaped from
the laboratory.
While the probability of doing harm
with laboratory recombination of
genes has not been, and never will be,
reduced to zero, we have reached a
point where the" burden of proof Is
shifting toward those who would restrict such activities. The careful interpretation of evidence obtained
before and after June 1976 has reduced to inconsequential levels the
probabilities that E. coli K-12, the
host most used in recombinant DNA
experiments, can be converted to an
epidemic pathogen. Much of the relevant data and their discussion by experts are now available in the published proceedings of an NIH-sponsored meeting in Falmouth, Mass., on
June 20-21, 1977 (Journal of Infectious Diseases, May 1978).
The Falmouth conference brought
out evidence that the risk of transforming E. ebU K-12 into a pathogen
is minimal, either for laboratory personnel or the public at large. Dr. Sherwood Gorbach, chairman of the conference, has reported that there was
scientific consensus on this matter
among all in attendance, including mlcrobiologists who work with diseaseproducing bacteria.
Much of the concern expressed
about recombinant DNA experiments
relates to the creation ofjnovel organisms in the laboratory. Additional evidence, however, suggests that the recombinations of DNA produced in the
laboratory may be very similar to
many that occur in nature. If further
work confirms and extends this evidence, then the concern about creating novel forms of life will be put into
anew perspective.Administrative-developments
Implemntatioti$f the NIH guidelines-

The current NIH guidelines provide
not only explicit instructions about
the conduct of experiments, but also
an administrative framework for their
implementation. They set out the respective responsibilties of the principal investigator, the institution where
the work is conducted (including the
institutional biohazard committee).
the NIH Recombinant DNA Advisory
Committee (or simply "Recombinant
Advisory Committee" or "RAC," the
technical body responsible for proposing the guidelines), and the NIH staLf.
The NIH Office of Recombinant
DNA' Activities (ORDA) was established to coordinate the adminLstration of NIH policies and procedures
for safe utilization of recombinant
DNA technology in research. Dr. Wllliam Gartland is Director of ORDA.
Over the 2 years the implementation
of the guidelines by participants in
this research has proceeded well. Approximately 130 institutions where
NIH-supported research is taking
place have established institutional
biohazard committees, and approximately 350 proJects are involved.
Over the past 2 years administrative
practices have evolved to deal with requirements of the guidelines. One of
the requirements is a means for interpretation. The standards in the guidelines are very explicit about the conduct of iermlsslble experiments. Still,
questions of interpretation continue to
arise and must be dealt with. Our determination to assure that the experiments comport with the standards of
the guidelines has necestated a
number of administrative delays In
acting on research protocols.
Another area of difficult administration has been certification of new
host-vector systems. These represent
microorganisms weakened by various
methods to prevent their survival were
they to escape from their specially
contained environment In the laboratory. Under the current guidelines, the
Recombinant Advisory Committee
must review all applications for new
host-vector systems and recommend
for certification those that meet the
relevant criteria.
Undoubtedly the presence of the
guidelines and their implementation
have caused some experiments to be
postponed and some scientific work to
be delayed. At the same time, NIH.
having embarked upon thls conservative course, believes It must guarantee
*the integrity of the administrative
safeguards and see that due process Is
observed in implementation.
Policy issues
Three key policy Issues concerning
recombinant DNA research have domlnated NIH attention during the administration of the NIH Guidelines.
They are the determination of the en-

vironmental Impact. if any, of the NIH
Guidelines and the research conducted
thereunder: the patenting of recombinint DNA research inventions developed under Federal support; and the
extension bf the NIH Guidelines nationally through existing regulation or
new legislation. Discussions of these
policy Issue3 follow:.
National Environmental Policy Act
(NEPA). In accordance with the National Enjironmental Policy Act of
1969 (IEPA), NIH undertook an environmental Impact assessment of environmental effects, if any, of the original NIH Guidelines. A draft environmental impact statement was published In the F z=Ri Rzasr in September 1976 for public review and
comments. On the basis of the comments received, NIH published a final
EIS In October 1977.
During the development of the EIS,
two suits undei NEPA were brought
against the Department. One suit. in
the Federal District, Court in New
York, alleged that NIH failed to
comply with NEPA by not completing
an EIS before supporting recombinant
DNA research and before releasing the
original guidelines. The Government
has answered the allegations, and the
case is pending in New York.
The second suit filed in the Federal
District Court in Washington, D.C, by
a resident of Frederick, Md, sought an
injunction to prevent NIH from conducting a risk-assessment experiment
at the Frederick Cancer Research
Center without first filing an envimnmental impact statement. On February 23, 1978. a decision was rendered
by the U.S. District Court against the
issuance of an injunction, and this declsion was affirmed by the US. Court
of Appeals on March 8.i978. It was
the decision of the.court that recombinant DNA research was beneficial.
that the experiment under question
was important, and that It posed no
substantial risk. The court went on to
state that "the Recombinant DNA Research Guidelines represent an effort
by many scientists to evaluate the hazards and provide safe methods for
their controL The record reflects'that
NIH has carefully considered the potential risks of this experimeut under
the guidelines and has taken the necessary precautions' " *.The EIS does
represent a 'hard look' by NIH at recombinant DNA research performed
In accordance with Its guidelines. It
appears that compliance with the NIH
guidelines will insure that no recoinbinant DNA molecules wi escape
from the carefully controlled laboratory to the environment."
Patent Policy. Shortly before-release
of the NIH Guidelines In June 1976.
NIH received a letter from Stanford
University noting that both Stanford
and the University of California were
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applying for patent protection for recombinant DNA inventions developed
by their NIH-supported investigators,
and asking NIH to review relevant
DHEW policies. In view of the intense
public interest in this research generally, the two universities felt the need
for a formal advisory opinion on the
patenting of such inventions developed under NIH grants or contracts. A
number of other universities indicated
similar interest in obtaining the official NIH view.
Prior to making an official pronouncement of DHEW-NIH policy
with respect to patenting of recombinant DNA research inventions, NIH decided to solicit comments from a broad
range of individuals and institutions.
An analysis of the comments received
was completed in December 1976 and
was referred tfb the Federal Interagency Committee on Re- combinant
DNA Research.
When the guidelines were released
in June 1976, a key public issue was
their extension to the rest of the
public and private sectors. Commentators whose views were solicited agreed
that there must be standards to
govern recombinant DNA research
and that the NIH Guidelines could
provide the standards for such research nationally. They were divided,
however, on whether to approach that
goal through the use of patent agreements. They noted that the implementation of the NIH Guidelines through
licenses granted under patents would
be awkward at best and only a partial
solution.
The Interagency Committee members reviewed the matter in April and
May of 1977. Most members voiced
strong support for DREW policies governing Institutional Patent Agreements (IPA's), and all except representatives of the Department of Justice
believed that recombinant DNA inventions should be considered within the
existing terms of the IPA. The Justice
Department opinions rested heavily on
a draft bill originally proposed by Senator Kennedy for the regulation of recombipant DNA research activities.
Specifically, Justice referred to the
patent sections of this bill that were
based on the concept of Government
ownership of recombinant DNA research inventions. In subsequent versions of this bill, however, all references to patents were eliminated.
On the basis of the review by the
Interagency Committee and by the Assistant Secretary for Health and the
General Counsel for DREW, it was decided that, at least for the present, recombinant DNA research inventions
developed under DHEW-NIH support
should continue to be administered
within current DHEW patent agreements with universities. Each agreement, however, will be amended to

permit the institution to grant a license under patents secured on any
such invention only if the licensee provides assurance of compliance with the
physical and biological containment
standards set forth in the guidelines.
Thus, the requirements set for NIH
grantees and contractors will thus be
honored by licensees as well.
Legislative Developments. The Federal Interagency Committee on Recombinant DNA Research recommended in March 1977 that legislation be
passed to extend the standards of the
NIH Guidelines to all recombinant
DNA activities in the public and private sectors. On the basis of the recommendations, legislation was developed under HEW Secretary Joseph A.
Califano, Jr., and an Administration
bill was introduced in the Congress.
The bill was considered in Congressional hearings; other bills on the subject were introduced. After several redrafts by the relevant subcommittees
during 1977, a Senate bill was reported
to the Floor and a House bill was reported to the full Committee.
The two bills reported out contained
many elements of the original Administration bill. A number of differences
emerged, however, that would necessarily involve a greater administrative
burden and some further delays and
duplication in handling the highly
technical matters involved in standard-setting and monitoring.
Pending legislation introduced in
1978 provides the most promising solution yet available for establishing national standards for the use of recombinant DNA techniques. The bill H.R.
11192 was reported by the Committee
on Interstate and Foreign Commerce
on March 24, 1978. It is an interim 2year measure that provides for sensible regulation and public oversight. It
was referred to the Committee on Science and Technology, was considered
by its Subcommittee on Science, Research and Technology for a period of
21 days, and was reported from the
Committee for House action on April
21. H.R. 11192 reflects new scientific
information and administrative developments since the release of the NIH
Guidelines in June 1976. The general
administrative structure of the guidelines and the standards for biological
and physical containment are endorsed for purposes of regulation.
Thus, flexible regulation with national
standards is the intent of the bill.
Internationalactivities
During the legislative hearings on
recombinant DNA research, a number
of questions were raised concerning international activities in this field. In
light of this interest, the Federal
Interagency Committee, at the request
of representatives from the State Department, undertook a review of activ-

ities in other countries. This review
was the basis for a Committee report
issued in November 1977 on recombinant DNA activities throughout the
world, with recommendations for fostering common safety standards. Scientists abroad, as in the United States,
have played a major role in bringing
potential hazards of recombinant DNA
research to the attention of scientists,
governments, and international organizations.
The issue of recombinant DNA research has been studied by national
and international bodies. In many
cases some form of control has been
adopted, but nowhere has the research
been totally banned. The United Kingdom, Canada, France, the Federal Republic of Germany, and the Soviet
Union have issued guidelines that
differ in detail but are similar conceptually to the NIH Guidelines. Other
countries are generally following the
NIH or U.K. Guidelines, including
Denmark, the Netherlands, Israel,
Sweden, and Switzerland. The European Science Foundation (ESF) has endorsed the U.K. Guidelines; the European Molecular Biology Organization
(EMBO) has endorsed use of either
the U.K. or the NIH Guidelines; and
the International Council of Scientific
Unions (ICSU) and the World Health
Organization (WHO) have urged nations to adopt the principles that
these two sets of guidelines embody.
As of the summer of 1977, there
were an estimated 150 research projects using recombinant DNA techniques under way in Europe, 300 in
the United States, and perhaps 20-25
altogether in Australia, Japan, and the
Soviet Union. All appear to be conducted under ome form of safety
practices and procedures.
A number of national and international activities foster the monitoring
of recombinant DNA research for purposes of safety and health. In the
United Kingdom, the government's
health and safety executive will be responsible after October 1978 for insuring that the standards of the United
Kingdom Genetic Manipulation Advisory Group (GMAG) are followed in
matters relating to safety of employees and the general public. The
GMAG, consisting of representatives
from the scientific, public, and private
sectors, reviews recombinant DNA research projects for conformance to appropriate safety standards and prac.
tices. Similar advisory groups have
also been established in other European countries, and efforts are underway
to identify appropriate governmental
bodies to insure compliance with
GMAG standards.
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In December 1975 the Recombinant
Advisory Committee recommended
proposed guidelines for review-and decision by the Director, NIH. To assist
in the review, a special meeting of the
Advisory Committee to. the Director,
NIH, was convened in February 1976.
Members of the committee represented not only science but such other disciplines 'as law, ethics, and consumer
affairs. Comments received from committee members and a number of
public witnesses -represented a wide
range of views. A number of issues
were referred back to the Recombinant Advisory Committee for their comments in April 1976. On the basis of all
the comments received and the responses of the RAC, the NIH guidelines were finalized by the Director,
NIH, and released in June 1976 along
with an extensive "Decsion document.'
In 1977 the Recombinant Advisory
Committee, in accordance with its
mandate in the original guidelines,
began the process of proposing revisions to them. A subcommittee of the
RAC held open meetings in March and
April. Following this, the proposed revisions were considered and revised by
the full committee at open meetings in
May and June. On September 1, 1977,
the RAC's proposed revised guidelines
were referred to the Director, NIE, for
consideration and decision.
These proposed guidelines were published in September for comment in
the NIH Recombinant DNA Technical
Bulletin. The bulletin is a new NIH
publication that links recombinant
DNA' investigators in the United
States and abroad, with the advisory
groups and organizations active in this
field. To provide further opportunity
for public comment, the proposed revised guidelines were published in the
FEDErAL REGzSTm on September 27,
1977 (42-FR 49596). The revisions proposed by the RAC are described in
detail in the following assessment, but
the key changes can be summarized as
follows:
Definition.A new definition was proposed to cover only "novel recombinant DNA"-namely, DNA segments
from species not known to exchange.
chromosomal DNA by natural physiological processes. Accordingly, a class
... of recombinant DNA, .to be exempt
-from the -guidelines, would have to
appear on a list -of "non-novel exchangers."
Physical Containment. revisions
here incorporated the philosophy and
guidance of the report by NIH and the
European. Molecular Biology Organi' zation (EMBO)-on the requirement of
physical containment. A number of revisions Were -also made in the organization of-this section. Bidlogwla Containment. This sec-tion -was expanded .from the. 1976

guidelines to include (1) a new nomenclature-HV1, HV2, and HV3-ncorporating a variety of host-vector systems
into the framework Initially established for E. coli K-12; (2) a more restrictive set of requirements for HV3
host-vector systems; and (3) a new section describing mechanisms for certification of host-vector systems.
Prohiblted Experiment& A major
recommendation would allow the Director, NIH, to exercise discretion in
permitting exceptions to the prohibited experinients, as in studies of risk assessment.
Permissible Experiments. On 'the
basis of the scientific evidence on the
safety of E. coli K-12, some categories
of experiments were classified at lower
containment levels. Several other categories, however, remained the same as
in the current guidelines. For certain
categories, discretion waq permitted by
the investigator, and some categories
of experiments were exempted.
Implementation. Several changes
were recommended in the responsibilities for the local institution. The recommendations included requirements
for training of research personnel, crteria for determining the need for
medical procedures, clarification of
membership on institutional blo- hazards committees, and the requirements for a biological safety officer
where work is being done at the P3
and P4 levels.
The NIH-proposed revisions
The proposed revisions by the Recombinant Advisory Committee were
published in the FDERAL RGrsTEnR for
comment on September 27, 1977 (42
FR 49596), and notice of a public hearing was published in the F=ERAL RzisnmR on November 22, 1977 (42 FR
59918). In December the RAC-proposed revisions were considered by the
Advisory Committee to the Director,
NIH (DAC) at a hearing attended by
scientific experts and public witnesses.
As at the 1976 hearing of the DAC,
the membership was augmented to
assure that the committee's perspectives included sufficient expertise and
-opinion on relative scientific, environmental, occupational, and public
.policy issues. In addition, special arrangements for the meeting included
inviting 12 witnesses to represent industrial research, academic research,
labor, and environmental groups. A
number of others requested the opportunity to contribute their views and
testified at the hearing.
Members of the Recombinant Advisory Committee attended to explain
the proposed revisions, and members
were, present from the Federal Interagency committee on Recombinant
D.NA Research which represents all
-Federal departments and agencies
that support or conduct such research

or have regulatory authority in this
area.
Since September 1977, when the proposed revisions were published in the
FPmERAL Rcasxn, they have been reviewed in light of the many comments
received from the public and the scientifie community. The public hearing
provided a forum for all points of view,
especially from the environmental perspective. On the basis of the analysis
of the hearizg and the correspondence, the following general points
emerged:
e The recommendations by the Recombinant Advisory Committee were
generally supported. There was universal sentiment for giving the Director, NIH, discretion to exempt certain
experiments from the provisions of
the guidelines, especially when this
would permit knowledge to be gained
bearing on the provisions themselves.
There was overwhelming sentiment
for exempting from the guidelines experiments involving most "self-clonIng" systems, as well as pairs of harmless organisms that transfer genes in
nature. Thai is, many of the experiments currently classified at the
PI + F1 level should be exempted
from the guidelines. And witnesses
from the scientific community strongly advocated further consideration of
revisions involving work with viruses
and plant pathogens.
e On the basis of these suggestions,

a "Joint United States-EMBO Work-

shop to Assess Risks for Recombinant
DNA Experiments InvolvinR the Genomes of Animal, Plant, and Insect Viruses" was convened on January 26-28,
1978, in Ascot, England. The report of
the workshop (see appendix E) was reviewed by a working group sponsored
by NIH on April 6-7, and the recommendations from that group (see appendix F) were referred to the Recombinant Advisory Committee. The committee, in turn, lent their endorsement
In recommendations at a meeting held
at NIH on April 27-29. The analysis of
existing knowledge of viruses by the
groups of experts indicate that the
risks of cloning viral DNA in a bacte-rium like E. coli is not greater, and is
usually much less, than the risk of
handling the parent virus Itself.
e Further. a meeting of agricultural
scientists was convened on March 2021, 1978, under the joint sponsorship
of the Department of Agriculture, the
National Science Foundation, and the
National Institutes of Health. Their
recommendations were also reviewed
by the Recombinant Advisory Committee at their April meeting. -It wasthe conclusion of the agricultural scientists that containment conditions
for incorporation of DNA-from plant
pathogens into E. cOlf K-12 were unJustifiably high.
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* International scientific representatives present at the hearing reported
on guidelines prevailing in the United
Kingdom and Western Europe and on
their interpretation by Genetic Manipulation Advisory Groups. It was pointed out that some experiments are permitted in Europe which are not permitted in America, More importantly,
it was noted that there is no factual
basis upon which to defend the greater stringency of the U.S. (NIH) guidelines.
e There was special emphasis by
public commentators on the need for
procedures at the local and national
level to insure public participation and
oversight. The public and scientific
commentators were especially concerned that there should be a commitment at the local and national levels
to the training of all laboratory personnel, and to- health surveillance,
when feasible, to insure occupational
health and safety. Concern was also
expressed for local community participation to insure that practices in the
laboratory meet public and environmental safety lequirements.
* Several representatives from the
fprivate sector urged that NIH consider
introducing mechanisms into the proposed revisions to allow private-sector
participation through the guidelines.
They urged that NIH provide for their
voluntary registration, certification of
their host-vector systems, and provision for the protection of proprietary
information and patent rights.
e Strong support came from both
the scientific community and the
public for clear enunciation of the
benefits and potential risks of this research. In addition, several of the
public commentators urged that the
rationale for the classification of permissible experiments be stated more
clearly.
* Finally, a number of commentators in the scientific community and
representatives from institutional biohazards committees advocated more
flexible implementation of the NIH
guidelines. Specifically, the locus of responsibility for the use of the guidelines must shift further toward the instititions conducting the research.
Present requirements for'NIH approval before an experiment may proceed
have caused delays unjustified by
proof that safety has been enhanced.
All of the issues raised by the commentators were carefully analyzed. A
number of possible revisions were developed and referred to the Recombinant Advisory Committee for review.
The following items were among those'
on the agenda of the Recombinant Advisory Committee at its April 1978
meeting:

* To redefine the scope of the visions as proposed by the Director,
guidelines, including construction of a NIH.
first list of "exempted exchangers";
THE RECOMBINANT DNA EXPERIHMTAL
* To review selected issues on the
PROCESS
guidelines raised by the public comAll living things, from subcellular
mentators;
particles to higher organisms, contain
* To review the containment levels the specific information needed for
for experiments with 'viral DNA or their reproduction and functions. The
viral vectors and with plant pathogens basic source of this information is
or viruses.
'deoxyribonucleic acid (DNA), which is
On the basis of the issues raised and the principal substance of the genesthe response of the Recombinant Ad- the units of heredity. Genes determine
visory Committee, a decision and envi- the characteristics of the species as
ronmental impact assessment on pro- well as individual traits such as size
posed revisions is offered for public and eye color.
comment. The assessment that follows
Each cell of an organism is comexplains the present guidelines, the posed of various organized structures,
RAC's alternatives, the alternatives several of which contain DNA. Figure
posed by the public and scientific com- 1 illustrates a typical eukaryotic, or
mentators at the public hearing and in nucleated, cell. Bacterial cells (prokaryotic) are much less complex, showing
correspondence, the RAC's views on
the issues raised at the April 1978 fewer organelles and no organized nu.
meeting, and the assessment of the re- cleus.
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DNA plays to two roles: (1) provides
information for the reproduction,
growth, and functions of the cell, and
(2) preserves and directs replication of
this information and transfers it to
the offspring. These two roles of DNA
are common to animals, plants, singlecell organisms, and many viruses. The
DNA of cells is mainly found in organized structures called "chromosomes."
.
Intracellular DNA also occurs out-

a°d
Y-o

side of the chromosomes as separately
replicating molecules. Such DNA molecules include the plasmids, found in
bacteria; the DNA of chloroplasts,
common to green plants; and the DNA
of mitochondria, the energy-producing
units of the cells of complex organisms. These DNA's, while not strictly
part of the inherent genetic make-up
of a cell, help define the cell's functional capability. Another type of
DNA commonly found in cells is the
DNA of infecting viruses.
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During the past 30 years the structure of DNA molecules has been studied intensively, and it can now be described in much detail. The molecule
may be compared to a long-twisted
stepladder with thousands to millionsof rungs. A short piece of DNA is represented in Figure 2.
Figure 2

The formation of "recombinant
DNA" in the laboratory was made possible by a series of discoveries. W.
Arber and D. Dussoix, In 1962, showed
that bacteria contain substances called
restriction enzymes. Serving to defend
the bacteria against viruses, these enzymes can split foreign DNA molecules
into specific fragments. R. Yoshimor,
in H. Boyer's laboratory, isolated a restriction enzyme that was later found
to split DNA into fragments whose
ends stick together when they touch.
In 1973 S. Cohen and others succeeded
in combining genes of different species
and introducing them Into bacteria.
Then they grew the bacteria in cultures. multiplying the combined characteristics.
The capabilities sketched here-to
split DNA selectively, to recombine It
by virtue of "sticky" ends, to reintroduce it into cells, and to cultivate the
cells--constitute
the recombinant
DNA technique.
In the recombinant DNA experiments that are the subject of the NIH
guidelines, the DNA can be derived
from widely divergent sources. DNA
from one of the sources may serve as a
carrier, or "vector," for the insertion
of the xecombined DNA into a cell, or

"host." The vector may be a plasmid,
usually derived from the same species
as the host, or'it may be a virus. The
DNA to be inserted is called the "foreign" DNA. When a large mixture of
DNA fragments from the foreign
source Is used in the joining, the experiment is referred to as a "shotgun"

experiment. In other instances, a par-

ticular DNA fragment of interest will
be purified and then incorporated in
the vector.
From a growth culture of the host
cells, one containing the interesting
DNA fragment Is selected and allowed
to multiply. The resulting population
of Identical cells is called a "clone." In
some experiments the DNA will be extracted from the cells for study;, in
others, the properties of the cells
themselves will be investigated.
In the experiments discussed in the
guidelines, the host cells are generally
single-cell microorganisms such as bacteria, or animal or plant cells that
were originally obtained from living
tissue but are grown as single cells
under special laboratory conditions.
The process of producing recombinant DNA molecules and introducing
them Into cells Is Illustrated in figure
3.

Figure 3

Vet
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The sides of the ladder are formed
of sugar molecules (dexoyribose) attached end to end through phosphate
groups. At right angles to each sugar
molecule is one of four possible
bases-adenine, guanine, thymine, and
cytosine. The precise sequence of
these bases, the-rungs of the ladder,
codes the information content. The
"reading" of the code contained in the
sequence of bases results in the formation of proteins, which in turn carry
out most of the essential functions of
the cell.
A gene is a portion of the DNA molecule which codes for the manufacture
of a: protein. In higher organisms,
much of the DNA may not. serve as
genes in this sense, but may regulate
the activity of nearby genes. It is possible to break open cells and isolate
DNA, free of other cellular constituents.-

Rewfm bn = DNA

1IIM li

l l lll
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The cell represented at the upper
left contains chromosomal DNA and
several separately replicating DNA
molecules. The nonchromosomal DNA
molecules can be isolated from the cell
and manipulated to serve as vectors
(carriers) for DNA from a foreign cell.
Most DNA molecules used as vectors
are circular. They can be cleaved, as

shown, by enzymes (restriction endonucleases) to yield linear molecules
with rejoinable ends.
At the upper right is another cell,
represented here as a rectangle. It
serves as the source of the foreign
DNA to be inserted into the vector.
This DNA can also be cleaved by enzymes. The rectangular cell could be
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derived from any living species, and
the foreign DNA might contain chromosomal or nonchromosomal DNA, or
both.
In the next steps, the foreign DNA
fragment is mixed and combined with
the vector DNA, and the recombinant
DNA is reinserted into a host cell. In
most experiments this host cell will be
of the same species as the source of
the vector. The recipient cells are then
placed under conditions where they
grow and multiply by division. Each
new cell will contain recombinant
DNA.
Recombinant DNA technology represents a method that is applicable to
many areas of biological research. Essentially, it represents a new tool. Investigations supported by many NIH
Institutes and programs utilize this
technique, much as a new Instrument
is applied in studying many different
things. Areas of biological research to
which recombinant DNA experiments
are underway include the study of bacterial enzymes and metabolism, the
synthesis of hormones, the reproduction of viruses, the organization of
chromosomes, and the structure and
regulation of genes. Except for studies
to improve the technology, NIH sponsors no program on recombinant DNA
as such; but recombinant DNA technology is used, where applicable, as an
additional tool for increasing understanding of normal and abnornal biological processes.
RisKs Am BENrzITs oF RECOM3INANT
DNA RESEARCH
Research, by definition, is investigation of the unknown. The results of research, whether beneficial, neutral,
detrimental, or some combination of
these, cannot be fully predicted ahead
of time. The following discussions are
assessments based on present knowledge and collective technical judgments. Unexpected benefits and unexpected hazards are possible.
PossibleHazardousSituations
The insertion of DNA derived from a
different species into a cell or virus
(and thus the progeny thereof) may
change certain properties of the host.
The changes may affect adversely or
beneficially (a) the survival of the recipient species, (b) other forms of life
that come in contact with the recipient, and (c) aspects of the nonliving
environment. Current knowledge does
not permit accurate assessment of
such effects in contemplation of every
recombinant DNA experiment. At
present it is only possible to speculate
on ways in which the presence of recombinant DNA in a cell or virus could
bring about these effects.
It should be noted that there is no
known Instance in which a hazardous
agent has been created by recombin-

ant DNA technology. The following
discussion is speculative and considers
ways in which hazardous agents might
be produced. In principle, the analysis
is applicable to animals, including
humans, and to plants, when potential
effects on complex organisms are described.
The effect of foreign DNA on the survival of recipient species (host cell,
plasmids, or-viruses)
The effect of foreign DNA on the
survival of receipent species is important to the discussion of possible hazards of recombinant DNA experime'nts. A recipient species may acquire
a potential for harmful effects as a
result of the foreign DNA, but the possibility of the occurrence of the harmful effects will depend on the survival
of the recipient and its ability to multiply. If acquisition of foreign DNA increases the probability of survival and
multiplication, the possibility of harmful effects will increase. Similarly, if
acquisition of foreign DNA decreases
the probability of survival or multiplication, the possibility of harmful effects will decrease. It is important to
recognize, in evaluating the potential
for harmful effects, that significant
infections of animals and plants by
bacteria or viruses may require contact with a critical number of the infectious agents, quantities that may be
large or small depending on the agent
and the recipient.
There are various indications that
both host bacteria and plasmid or
virus vectors containing inserted foreign DNA are less likely to survive and
multiply than are the original organisms, except for the very unusual instances where the foreign DNA supplies some function, such as antibiotic
resistance, that favors the organism in
a particular, non-natural environment.
(1) Natural selection results in the survival of only well-balanced and efficient organisms; unneeded genetic material tends to be lost. Essential functions are carefully controlled and are
switched on and off as needed.
The activity of a particular gene
product depends upon, and in turn influences, many other functions of a
cell. Such uncontrolled, non-essential
properties as might be introduced by
foreign genes would probably not
result in any advantage to the survival
and multiplication of an otherwise
well-balanced organism. Rather, the
new properties might be expected to
confer some relative disability. It is
unlikely that elimination of a gene
product by insertion of a foreign DNA
sequence would be advantageous.
More likely than not, any new properties derived from insertion of foreign
DNA would confer some relative disability on the recipient organism.
Therefore, it is probable that bacterial

cells, 5lasmids, or viruses containing
inserted foreign DNA would multiply
more slowly in nature than the same
cells or vectors without foreign DNA;
and in a natural competitive environment, those organisms containing recombinant DNA would generally be
expected to disappear. For bacterial
hosts, the rate of disappearance would
depend on the relative rate of growth
compared to other, competing bacteria. The following calculation demonstrates this point.
Assume that a new organism constitutes
90 percent of a population, but grown 10
percent less rapidly than Its natural coun.
terpart. The new organism will drop from a
concentration of 90 percent to a concentration of 0.0001 percent (1 part In 1,000,000) in
207 generations. If the generation time of
the natural organism Is 1 hour, this
amounts to about 8% days.
Although unlikely, there Is a chance
that a bacterial host of recombinant
DNA will grow more rapidly than If it
were lacking the foreign DNA, especially If the cells encounter new environments. (The calculation given
above can be applied here also.) A relevant example of such a situation can
be found in the rapid and widespread
increase in the resistance of bacteria
to clinically Important antibiotics
during the last 20 years. It is well
known that such resistance Is genetically determined, and genes specifying
resistance have been described. (2)
The ability of recipient bacterial
host cells to survive and multiply
might also be enhanced by acquisition
and expression of a foreign gene conferring the ability to metabolize particular nutrients. In an environmental
niche containing the nutrient, such a
recombinant might compete successfully against organisms native to the
niche. Thus an important nutrient
there might be destroyed. Also, If the
native organisms were performing
beneficial functions, those functions
could be lost upon the successful establishment of the recombinant In the
niche.
These examples serve to illustrate
some of the complexities involved in
determining whether the insertion of
a given fragment of foreign DNA will
be advantageous or disadvantageous to
the recipient organism: The nature of
the inserted genes, the nature of the
environment, and the relation between
the two must be considered. However,
this analysis Is necessarily simplistic.
In the absence of the highly specific
relationships that are, for example,
apparent n the case of antibiotic resistance, very little is understood about
how the totality of the genetic makeup of a given organism or species contributes to its competitive advantage
even in a defined ecological niche.
Modem evolutionary theory does not
provide useful frameworks for analy-
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sis. There are in fact current major
controversies concerning the role of
natural mutations in evolution, and
the same questions are relevant to the
issues raised by recombinant DNA research.
Because potentially useful vectors
such as plasmids and viruses may be
transferred from the initial recipient
host cell to other cells, independent of
the growth and survival of the host, it
is also necessary to consider survival of
the vectors. Plasmids and viruses occur
widely in nature. Any particular plasmid or virus will normally multiply
only within a limited number of species. Thus, for example, viruses that
infect particular bacteria neither multiply nor cause disease in the cells of
other bacterial species or complex organisms. In many instances, they do
not even enter the cells of any organism other than the particular natural

host.
Only limited information concerning
the effect of foreign DNA insertions
on the survival or transferability of
plasmid and viral vectors is available.
In the case of plasmids, the factors
contributing to their maintenance or
loss from cells in natural environments, even without insertion of a foreign DNA, are. not clearly understood.
(2) One exception is the selective advantage for maintenance provided by
an antibiotic-resistance gene on the
plasmid.
Also, some plasmids are known -to
confer on host cells the ability to manufacture substances poisonous to
closely related cells, thus giving the
poison-producers special advantage in
a competitive situation. Insertion of a
foreign DNA fragment into the DNA
sequence coding for the poison has
been shown to eliminate production of
the poison, (3) decreasing the likelihood that the cells and their -resident
recombinant DNA will survive in
nature.

Experiments carried out during the
last few years have yielded only minimal information on the stability of
plasmids containing foreign DNA in
host cells, or on the stability of the
foreign fragment itself. For experimental purposes, cells containing recombined plasmids are generally
grown under conditions especially designed to increase the stability of the
plasmid (called "selective" conditions.)
For consideration of the loss of the
plasmids in natural environments-the
important point for matters of
safety-the stability of the plasmid or
recombined DNA under ordinary, or
nonselective, conditions needs to be
known. A review of a limited number
of unpublished observations indicates
that generalizations as to the rate of
loss of the recombined plasmid relative to the original are impossible.

The ability of a plasmid to be transferred from the original laboratory
host to another cell and thereby perpetuate Itself is also Important. In
short, certain plasmIds are incapable
of being transferred except under particular and lnferquent conditions.
Others transfer more readily. Since
the ability to be transferred depends
on multiple factors, (2) It Is not likely
to be increased by insertions of a
single foreign DNA fragment. Other
than this, no generalization concernIng the effect of a foreign DNA fragment on transferability can be made.
The effect of bacteria and veruses containing recombined DNA on other
forms of life
The analysis leading to the guidelines centered on the possiblility of
deleterious effects, since the concern
was the health and safety of living organisms, including humans, and the
environment. Agents constructed by
recombinant DNA technology could
prove hazardous to other forms of life
by becoming pathogenic (disease-producing) or toxigenic (toxin-producing),
or by becoming more pathogenic or
toxigenic than the original agent.
There are two basic mechanisms by
which a recipient micro-organism
might be altered with regard to Its
pathogenicity or toxicity as a result of
a resident recombinant:
(1) The recombinantDNA may result
in formation of a protein that has undesirable effects. The case in which

bacterial cells are used as carriers of
foreign DNA is discussed first. A foreign protein, specified by the foreign
DNA, might act after being liberated
from the micro-organism, or It could
function within the micro-organism
and alter, secondarily, normal microbial cell function in such a way that
the cell is rendered harmful to other
living things. Either means depends on
the expression of the foreign genes;,
that is, the information in the foreign
genes must be used by the recipient
bacterium to produce a foreign protein. Examples of proteins that might
prove harmful to other organisms are
hormones, enzymes, and toxins.
Present evidence suggests that foreign DNA from bacteria of one species,
when inserted into bacteria of another
species, may be expressed In the recipient, depending on the similarities
of the protein synthesis mechanisms
in the two organisms. (4) For example,
If the donor of the foreign DNA produces a toxic substance, than the recipient cell may produce such a substance, provided the gene for the toxic
substance is present In the recombinant. The recipient may or may not be
more hazardous than the original
donor organism, depending on the relative ability of the two organisms to

grow and infect an animal or plant
species at risk.
Expression of foreign genes from
complex organisms (yeast, fruit flies)
in cloned bacteria has recently been
demonstrated experimentally. (5) In
other experiments, Insertion of a synthetic gene into E. coli led to the production of somatostatin, a hormone
found In the mammalian brain. (6)
Analogous Issues must be considered
for the case in which animal viruses
are the carriers of foreign DNA. Inadvertent dispersal of such viruses outside the laboratory might result in
entry of the recombinant DNA into
cells of living organisms. The forefgn
genes might be expressed, resulting in
the uncontrolled synthesis of a normal
protein or the formation of a protein
foreign to the Infected cell Currently,
few relevent experimental data are
available. (3)
(2) The recombined DNA may itself
cause pathogenic or toxic effect. As
discussed above, foreign DNA inserted
in a bacterial gene might so alter the
microbial cell's properties that it becomes harmful to other organisms. It
is also necessary to consider situations
in which DNA molecules themselves
may escape from the laboratory or
from the experimental host cell an
enter cells of living organisms with
which they come in contact. Free DNA
molecules are themselves relatively
fragile, and the probability that they
would survive, in a significant form or
for a significant time, in air, water, or
any medium, is considered remote.
DNA that is protected in any of a variety of ways within cells and viruses
might be released either Into, or close
to, a living celL
When a cell or virus dies,. or comes
close to or invades the tissue of another living organism, the recombinant DNA may effectively enter a new
celL A hazardous situation simila to
that described above might ensue if
foreign proteins were manufactured in
this "secondary" recipient. The recom-

binant DNA might survive as an inde-

pendent cellular component, or it
could recombine by natural process
with the DNA of the secondary recipient Various possible deleterious consequences of such a recombination may
be considered.
If the secondary recipient is another
micro-organism, the considerations described earlier apply. If the secondary
recipient Is one of the cells of an
animal or plant, the possible effects
are different. They include alterations
of normal cellular control mechanisms, synthesis of a foreign protein
(such as a hormone), and insertion of
genes involved in cancer production
(if, for example, the foreign DNA were
derived from a cancer-producing
virus).
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It should be pointed out that the
likelihood of such a mechanism causing inheritable changes in the offspring of complex organisms is extremely
low because of the protection afforded
germ-line cells (eggs and sperm) by
their location. Thus, it is highly improbable or perhaps impossible for recombined foreign DNA to reach germline cells at a time in their life when
secondary recombination can occur.
With one-celled organisms, plants, or
simple multicellular organisms, the
probability of heritable change resulting from secondary recombination is
higher.
What is the probability of secondary
recombination between prokaryotes
and eukaryotes in nature? It is generally held that the recombination in
nature is more likely if similar or identical sequences of bases (rungs in the
DNA ladder) occur in the two recombining DNA's.(7) The greater the
degree of similar sequences, the more
likely is recombination. In general, the
more closely two species are related,
the more likely it is that similar sequences will be found in their DNA's.
Thus, DNA from primates has more
DNA sequences in common with
human DNA than does DNA from
mice, or fish, or plants. Recombination
may also occur between DNA's not
sharing sequences, but at lower frequencies.
It is possible that the capacity for interspecies recombination between distantly related species exists in nature.
For example, bacteria in animal-intestines are constantly exposed to fragments of animal DNA released from
dead intestinal cells. Significant recombination, however, would require
the uptake of intact segments of
animal DINA and their subsequent incorporation into the bacterial DNA.
Such uptake and incorporation has
been demonstrated experimentally.
The frequency of such events in
nature is unknown.
Similarly, there are very few data
permitting assessment of the reverse
process; namely, the incorporation of
bacterial DNA into the cells, or DNA,
of more complex organisms. Although
there are reports of experiments in
which bacterial DNA was inserted into
animal and plant species and production of the bacterial protein followed,
the process is very inefficient and
many investigators have been unable
to repeat these experiments.(8-10)
There are certain well-documented
instances in which the DNA's of different living things become more or
less permanently
recombined
in
nature. These instances involve recombination between the DNA's of nonchromosomal genes, such as those of viruses or plasmids, or between the
DNA's of viruses or plasmids and chromosomal genes. The former instance,

for example, is the mechanism behind
the rapid spread of resistance to antibiotics among different bacterial species.(2, 11) This spread accompanied
the prevalent use of antibiotics in
medicine and agriculture. Another example is the insertion of DNA from
the bacterium Agrobacterium tumefaciens into plant cells.(13)
Expected Benefits of Recombinant
DNA Research
Benefits may be divided into two
broad categories: an increased understanding of basic biological processes,
and practical applications for medicine, agriculture, and industry.
At this time, most of the practical
applications are speculative. It is important to stress that the most significant results of this work, as with any
truly innovative endeavor, are likely to
arise in unexpected ways and will
almost certainly not follow a predictable path.
Increased understanding of basic biological processes
There are many important fundamental biomedical questions that can
be answered or approdched by DNA
recombinant research. In order to advance against inheritable diseases, we
need to understand the structure of
genes and how they work. The DNA
recombinant methodology provides a
simple and inexpensive way to prepare
large quantities of specific genetic information in pure form. This should
permit elucidation of the organization
and function of the genetic information in higher organisms. For example,
current estimates of the fraction of
this information that codes for proteins are simply educated guesses.
There are almost no clues about the
function of the portions of DNA that
do not code for proteins, although
these DNA sequences are suspected of
being involved in the regulation of
gene expression.
The existing state of ignorance is
largely attributable to our previous inability to isolate discrete segments of
the DNA in a form that permits detailed molecular analysis. Recombinant DNA methodology removes this
barrier. Furthermore, ancillary techniques have been developed whereby
pure DNA segments that contain particular sequences of interest can be
identified and selected. Of particular
interest is the isolation of pure DNA
segments that contain the genes for
the variable and constant portions of
the immunoglobin proteins. The analyses of such segments obtained from
both germ-line and somatic cells
should be of inestimable value in determining the mechanism of immunologic diversity.
A major problem in understanding
the mechanism by which certain vir-

uses cause cancer is how and where
the infecting or endogenous viral genomes are integrated into the cell's
chromosome.(12) This bears on the
question of how the integrated viral
genes affect cellular regulation, thus
leading to the abnormal growth characteristics of cancer cells. With the recombinant DNA techniques for isolation and purification of specific genes,
this research problem is reduced to
manageable proportions. It is possible
to isolate the desired DNA segment in
pure form. Large quantities can be obtained for detailed study by simply extracting a culture of the bacteria carrying the viral DNA segment in a plasmid.
Important recent achievements in recombinant DNA research
It was anticipated (see EIS of October 1977) that the ability to excise, isolate, and amplify specific segments of
DNA from higher organisms would
provide an unprecedented opportunity
to study the structure of eukaryotia
genomes and to correlate the results
with concepts of how they evolved and
are regulated. Recent work has yielded
much more. Indeed, some of the genomic structures discovered through use
of recombinant DNA techniques have
occasioned a substantial reassessment
of several major paradigms of molecular biology.
Many of the initial studies using recombinant DNA techniques focused on
DNA sequences that are repeated in
the genomes of eukaryotes. In some
instances, these repeated sequences
specify an RNA product, such as ribosomal RNA, or fulfill a function as yet
unknown-for example, the sequences
called "satellite" DNA, The organization of such sequences is being examined extensively with recombinant
DNA techniques(14-20).
The genes that specify ribosomal
RNA are repeated in the eukaryotic
genome several hundredfold. It has
been known for some years that in a
variety of species, such as the frog
Xenopus laevis, these genes are arranged as a series of tandem repeats.
Each set of ribosomal genes is separated from its neighbors by regions of
DNA, of varying length, that are not
transcribed. Cloning of several of
these nontranscribed, or "spacer," regions has allowed analysis of the
manner in which they are related to
one another(21, 22) and proposals of
evolutionary mechanisms by which
they may have arisen.
Moreover, the availability of these
cloned DNA sequences has made it
possible(23) to localize the DNA site at
which the transcription of the ribosomal genes is initiated. The exact DNA
sequence at thig site is being determined. Such information will further
the understanding ,of the mechanisms
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that regulate gene expression and the
construction of new host/vector cloning systems.
Many of the basic concepts of molecular biology have had to be based
upon work on prokaryotes. These concepts have influenced the interpretation of data on the structure and possible mode of functioning of the eu-karyotic genome. Recombinant DNA
technology, however, has allowed the
structure of the genomes of higher.organisms to be examined in a manner
previously restricted to studies on bacteria. Some of the results have upset
earlier assumptions. For example, the
cloning of eukaryotic DNA sequences
that specify the proteins /3 globin,(24,
25, 30, 34) ovalbumin,(26, 27, 28, 32, 33)
and immunoglobulin(29, 31) has demonstrated that certain basic facts of
DNA organization in prokaryotes are
not applicable to eukaryotes. The
major new finding of "intervening" sequences in these higher forms (discussed in footnote 13 to the "Introduction and Overview" of the accompanying decision document) may provide
an explanation for the cause of the
hereditary disorder, 63*thalassemia. It
also demands a reconsideration of the
basic. mechanisms of differentiation
and evolution.
The work on immunoglobulin(29, 31)
has- shown that the DNA sequences
that encode two different regions of
an immunoglobulin polypeptide are
widely separated in germ-line cells.
During differentiation, these DNA sequences move closer together but do
not become contiguous. Detailed examination of DNA fragments has resolved one of the fundamental and
longstanding puzzles of immunology.
Very recent data indicate that the intervening sequences found in the gene
for ovalbumin differ from individual
to individual(32, 33), indicating that
genetic variability. may occur within a
species to an extent not previously
imagined.
Practicalimplications
The possibility that recombinant
DNA techniques could be used to alter
the properties of recipient organisms,
or to produce desired substances, such
as peptide hormones, rests largely
upon two factors: (1) the fidelity of
the cloning procedures and (2) the
ability to obtain expression of the
cloned DNA sequence. It has been
demonstrated that cloning does provide faithful copies of the original sequence.(34) More recently, experiments in which cloned fragments of
yeast DNA were introduced into E.
coli have provided further evidence
that fidelity is maintained and that
expression of cloned sequences can be
achieved. All the bacterial strains used
contained genetic lesions that rendered them incapable of synthesizing

a particular amino acid. However, the
yeast DNA sequences were capable of
correcting these deficiencies(35) and
were shown to specify the synthesis of
a yeast protein that substituted successfully for Its defective bacterial
counterpart.
There have been several accomplishments during the last year and a half
that may be expected to yield both
economic and medical benefits In the
near future. Work has begun on the
cloning of the nitrogen fixation genes
of the bacterium Klebsiella pneumoniae(36) The introduction of these
genes into appropriate plant or bacterial hosts may drastically reduce the
requirement for nitrogenous fertilizers. Such fertilizers, currently consumed at the rate of 40 million tons
per year, are synthesized by processes
involving large energy costs.
An area that has proved to be extremely productive has been the cloning of DNA sequences specifying peptide hormones. During 1977 there were
succeses in the cloning of genes for
the following hormones:
Insulin.(37)
Somatostatin,(6) a hormone that inhibits the secretion of glucagon, insulin, and growth hormone; potentially
useful in the treatment of acromegaly,
acute pancreatitis, and insulin-dependent diabetes.
Growth hormone,(38) used in the
treatment of dwarfism; fin short supply
throughout the world.
Somatomammotropin,(39) a hormone secreted by the placenta; appears to act on maternal metabolism
to insure that the fetus obtains nutrients required for normal growth.
The cloning of the somatostatin
gene is particularly noteworthy, since
the gene was synthesized chemically,
thus avoiding any risk of nadvertant
cloning of contalminating sequences,
and was then inserted into a specially
constructed plasmid vector. The inserted DNA sequence was expressed
and an inactive precursor of somatostatin was synthesized and Isolated.
From this, active somatostatin was
subsequently liberated. Because the
polypeptide precursor synthesized
within the E. colt X-12 host Is inactive. the procedure also decreases markedly and likelihood that the host-cell
itself could be hazardous. This same
strategy may be used in the cloning of
any of the small peptide hormones.
Long-range implications
The experimental situations treated
in the guidelines are those that appear,
feasible either currently or In the near
future. The experiments primarily Involve insertion of recombined DNA
into bacteria or into single cells derived from more complex organisms
and maintained under special laboratory conditions. It is only In the case
of plants that the guidelines cover ex-

periments Involving insertion of DNA
into cells capable of developing into
complex, multicellular organisms. The
guidelines and the discussions leading
to their development have focused on
problems of safety.
It is possible that techniques similar
to or derived from current recombinant DNA methodology may, in the
future, be applicable to the deliberate
modification of complex animals, including humans. Such modification
might serve to correct an inherited
defect in an individual, or to alter
heritable characteristics in the offspring of individuals or a given species.
The latter type of alteration has been
successfully achieved in agriculture
for centuries by classical breeding
techniques. It may be that recombinant DNA methods, should they develop in appropriate ways, will offer new
opportunities for specificity and accuracy in animal breeding. It should be
noted, however, that the techniques
covered by the NIH guidelines involve
the recombining of DNA fragments in
the test tube, and the guidelines prohibit the deliberate release into the
environment of any organism containing recombinant DNA molecules.
Should the deliberate application of
such methods for the correction of individuals genetic defects or the alteration of heritable characteristics in
man ever become possible, it will raise
complex and difficult problems. In addition to philosophical, moral, and
ethical questions of concern to individuals, serious societal issues will be involved. Broad discussion of these problems in a variety of forums will then
be required to inform both private and
public decisionmaking.
PossibleDeliberateMiswue
In the event that recombinant DNA
technology
can yield hazardous
agents, such agents might be considered for deliberate perpetration of
harm to animals (including humans),
plants or the environment. The possibillties include biological warfare or
sabotage. Because it is not known
whether recombinant DNA technology
can yield such agents, discussion of
these problems, such as theft by saboteurs, is hypothetical and difficult.
With regard to biological warfare, the
use of recombinant DNA for such pur
poses is prohibited by the Biologial
Weapons Convention. In a statement
to the Conference of the Committee of
Disarmament, on August 17, 1976. Ambassador Joseph Martin, Jr., made the
following remarks on the subject:
When advances In science and technology
are made, It is natural to ask about their
possible use for hostile purposes and whether or not such uses are prohibited or re
stricted by existing international agree
ments. In the case of potential use of recom
binant DNA molecules for weapons uur
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poses, it is our view that such use clearly
falls within the scope of the Convention's
prohibition.
This interpretation is based upon the negotiating history as well as the explicit language of the Convention, and we believe
that it is shared by the other signatories. I
do not believe it is possible to yead the Biological Weapons Convention and come to
any other conclusion. According, to the Preamble, the States Parties are "determined,
for the sake of all mankind, to exclude completely the possibility of bacteriological
(biological) agents and toxins being used as
weapons." The intent of Article I, which
begins, "Each State Party to this Convention undertakes never in any circumstances
* * *," is equally forceful and clear. To take
a more restr4cted view would rob the Convention of much of its value and could even
lead to States to call into question its scope
and continued viability. These were the
views of the United States when the Convention was negotiated and ratified. They
are still its views today. This is a matter of
great importance to my Government and
one on which doubt cannot be permitted to
exist.
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I. SCOPE OF THE GUIDELINES
Analysis of Current Guidelines1
For the purposes of the current
Guidelines, recombinant DNA experiments are defined as those involving
molecules that consist of segments of
DNA from different sources which
have been joined together in cell-free
systems, and which have the capacity
to replicate in some host cell, either
autonomously or as an integrated part
of the host's genome. The host cells in
thes6 experiments are generally single
living
cells. They may be microorganisms such
as bacteria, or animal or
plant cells grown in tissue culture.
Generalparinciples
The Guidflines start with a statement of general principles, which are
consistent with the conclusions in the
report of the International Conference
on Recombinant DNA Molecules held
at Asilomar, Calif. in February 1975.
The first principle is that certain experiments may be judged, in the light
of currently available information, to
present such serious potential hazards
that they should not be attempted at
this time. Second, a large group of feasible experiments appear to pose less
or no potential hazard, and can therefore be performed under appropriate
safeguards if the information or benefits sought cannot be obtained by conventional methods. Third, the more serious the nature of any presumed consequence, the more stringent should
be- the safeguards against escape of
the potentially hazardous agents.
Experiments to be deferred
The first class of experiments described in the Guidelines are those
"As published in the FzEDRAL REGISTE,
July 7,1976 (41 FR 27902).

that are not to be carried out at the
presein time. While it may be argued
that a combination of maximal physical and biological safeguards could essentially contain these recombinants,
the magnitude of the possible dangers
if containment were to fail dictates
-that these experiments be deferred.
This class of experiments includes the
following:
* Those in which any of the recombinant DNA derives from pathogenic
*rganisms listed under classes 3, 4, and
of the document Classification of
Etiologic Agents on the Bass of
Hazard, published by the Center for
Disease Control (CDC) of the UZ.
Public Health Service, or from oncogenic (cancer-causing) viruses classified by the National Cancer Institute
as."moderate risk." The CDC document categorizes naturally, occurring
organisms and viruses known to be
pathogenic to man and agriculturally
important species, on a scale of Increasing hazard from 1 to 5.
e Those characterized by deliberate
formation of recombinants containing
the genes for potent toxins. Examples
are botulinus or diphtheria toxins, and
venoms from insects and snakes.
* Those involving deliberate creation from plant pathogens of recom.binant DNA's that are likely to Increase the virulence of the pathogenic
material or the range of susceptible
species.
e Those involving transfer of a
drug-resistance trait to microorganisms that are not known to acquire it
naturally If this could compromise the
use of a drug to control disease in
humans, animals, or plants.
Other restrictions concern the
volume of recombinant DNA to be produced and the deliberate release of organisms Into the envlronment:
o Experiments with recombinant
DNA's known to make harmful products must be limited in scale to quantities of fluid less than 10 liters. The
RAC may make exceptions for particular experiments deemed to be of direct
societal benefit, if appropriate equipment is used.
* The creation of organisms with
ability to carry out useful environmental functions has been contemplated.
Release of such organisms Into the environment may be required to test
their efficacy, and certainly to make
use of them. The Guidelines, however,
prohibit at present the release of any
'organism containing a recombinant
DNA molecule.
Alternatives:RAC-Proposed Revisions
It was the determination of the Recombinant Advisory Committee that
advances in knowledge pertaining to
recombinant activities In past years
warranted significant revisions In the

purpose, definition, and prohibition
sections of the NIH Guidelines. A comparison of the "purpose" language of
the current Guidelines with that of
the proposed revised guidelines of the
RAC (hereafter called "PRG-RAC")
reveals that the standards in the latter
set are meant to pertain to recombinant DNA molecules in organism. The
analogous language In the current
Guidelines
addresses recombinant
DNA molecules whether or not they
are contained within a cell or virus.
The rationale for this change is that
DNA by itself (commonly referred to
as "naked" DNA) is extremely unlikely to be hazardous under experimental
conditions, as It is rapidly inactivated
In nature.
The definition in the PRG-RAC
consists of two parts:. (1) an operational definition of recombinant DNA and
(2) a qualification that the Guidelines
would pertain only to "novel" recombinant DNA's. The operational definition does not differ significantly from
that in the original Guidelines.
The second part. however, calls for
the creation of a list of organisms that
exchange genetic information in
nature, commonly referred to as "nonnovel exchangers." Recombinant DNA
formed with DNA from such organIsms would be exempted from the provisions of the Guidelines, with the rationale that there is no justification
for requiring stringent containment
procedures for the handling of recombinations that *occur regularly in
nature and are not known to be associated with any special hazards.
The provision of an open-ended listing was recommended rather than issuance of a blanket exemption, because this would allow the RAC and
NIH to consider evidence that (1) the
putative gene transfers do take place
naturally and (2) that their exemption
from the Guidelines is justifiable.
Although the PRG-RAC deal with
prohibited experiments under part III,
this assessment, for purposes that
become apparent below, will consider
the definition, exemptions, and prohibitions together under part L
A major proposed revision would
give the Director, NIH, authority to
grant exceptions to any of the six prohibitions. Such a determination must
be based upon the recommendation of
the RAC, and weight must be given in
the decision-making "both to scientific
and societal benefits and to potential
risks." The rationale for this proposed
change was the desire of the RAC not
to bar automatically the conduct of
experiments desirable for some compelling social or scientific reasons-for
example, risk assessment.
Alternatives:Public Commentators
There was considerable discussion at
the public hearings over the scope of
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the Guidelines. Some mentioned that
the Guidelines were too narrow in
their preocuppation with recombinant
DNA, as there are other forms of genetic research capable of producing
cells and organisms of unknown potential hazard. It was further suggested
that the title of the .Guidelines be
modified to reflect their concern with
experiments involving prokaryotes and
cells in culture and that a companion
document be released dealing with
higher eukaryotes. On the other hand,
it was also argued that genetic research has not received attention far
beyond its due and that other matters
of experimentation await their.turn.
It is true that other techniques in
genetic research, such as cell fusion
and chromosome transfer, may result
in formation of recombinant molecules. However, there are inherent in
these techniques a range of nattural
barriers to the formation of hazardous
organisms which apparently afford
adequate containment, making unnecessary the issuance of Federal standards. Such techniques have been used
in the laboratory for decades with no
known harmful effects on either the
public health or the environmnent.
The entire area of laboratory safety is
of primary concern to NIH and is the
subject of constant review and attention.
There were several suggestions that.
the purpose of the Guidelines be more
clearly stated and that terms be more
precisely identified. Therefore, the
sections "Purpose," "General -Applicability," and -- General Definitions"
have been added to part I of the guidelines now being proposed by NIHhereafter called "PRG-NIH:"
Purposeof the guidelines
The Introduction to the 1976 Guidelines states that "the purpose of these
Guidelines is to recommend safeguards for research on recombinant
DNA molecules." As noted above, to
eliminate the handling of naked DNA
from the Guidelines, the PRG-RAC
proposed this passage to read that the
purpose is to "establish procedures for
handling organisms and viruses containingrecombinant DNA molecules."
This proposed revision would have
had the effect of removing from coverage by the guidelines certain experiments that are now prohibited by the
1976 Guidelines-for example, deliberate formation of "naked" recombinant
DNA-containing genes for the biosynthesis of potent toxins. The Director,
NIH, proposes to resolve this issue
conservatively. The language in: the
PRG-NIH, therefore, clearly states
that the Guidelines are intended to
pertain to the construction and handling of naked recombinant DNA -molecules as well as organisms and viruses
containing such molecules.

Generalapplicability
Many commentators urged that a
statement of general applicability of
the Guidelines be included in an early
part. The issues relate to (1) the applicability of the Guidelines to non-NIHfunded research with recombinant
DNA at institutions receiving NIl
funds for this purpose, (2) the applicability of the Guidelines to NIH-supported recombinant DNA research
conducted in foreign countries, and (3)
the location of responsibility for ensuring compliance with the Guide
lines. Therefore, a section entitled
"General Applicability" now appears
after the "Purpose" section in Part I
of the PRG-NIH.
The existence of guidelines for recombinant DNA' research assumes
their general application. Partial adherence within an institution would
defeat the purpose of extending maximal protection to the community.
Thus, it would be inconsistent for NIH
to provide funds for biomedical research activities to an institution that
did not meet the standards of the
Guidelines in all of its recombinant
DNA research, regardless of the
source of funding. This principle is
now stated explicitly in the Guidelines, and we intend to consider withholding NIH funds as a sanction
against violation.
Rules must be established for the
conduct of recombinant DNA activities
funded by NIH in other countries.
Generally, the requirements in force
in those countries shall apply. A
Memorandum of Understanding and
Agreement (MUA) must still be filed
with NIH, indicating specifically
which guidelines will govern the activities; and NIH reserves the right to
withhold funding if the safety practices to be employed are not reasonably consistent with the NIH Guide-lines. An explicit statement about this
has been inserted in the PRG-NIH.
Part IV of the PRG-NIH defines the
responsibilities of all individuals and
organizational entities involved in the
conduct and review of a recombinant
DNA activity. Two years of experience
with administering the NIH Guidelines have demonstrated that the ultimate responsibility for ensuring compliance must be borne by the institution -where the research is being done.
This implies some discretion under
well-defined limits for interpretation
of cominon standards, and imposes a
requirement for local expertise other
than the investigator's. Accordingly,
part I of the PRG-NIH now requires
that an individual receiving NIH support for recombinant DNA research be
associated with an institution that is
willing and able to accept the responsibilities and conditions of local governance, described more explicitly in
Part IV of the PRG-NIH.

Definition of recombinant DNA molecules
It became apparent from the comments received that the PRG-RAC
definition was inadequate in not addressing the handling of recombinant
DNA molecules containing segments
of chemically synthesized DNA. It was
decided that the most effective way to
achieve this objective Is simply to include "natural or synthetic DNA" In
the definition of a recombinant DNA
molecule, and this has been inserted In
the PRG-NIH definition, A new section, therefore, has also been aded to
part III of the PRG-NIH giving containment levels for work with recombinant DNA molecules containing synthetic DNA.
A perceived ambiguity In the PRGRAC definition has been corrected by
the inclusion of language within the
PRG-NIH definition which explicitly
states that DNA molecules resulting
from the replication of recombinant
DNA molecules are subject to the
safety provisions of the Guidelines.
Finally, no other provisions of the
PRG-RAC definition evoked as much
comment as did the wording to exclude "non-novel" recombinant DNA
from the standards. The ambiguity of
such phrases as "known to exchange
chromosomal DNA" and "by natural
physiological processes" was strongly
noted. A greater degree of clarity and
objectivity is needed. Thus, It has been
decided to eliminate in the PRG-NIH
the two conditions cited above as criteria for exemption from the Guidelines.
Staff discussions of the public comments made it clear that inclusion of
exemption provisions within the definition itself was not desirable; several
attempts at appropriate language did
not bear careful scrutiny.
Given this situation, and also the realization that certain categories of recombinant DNA experiments are
indeed so apparently free of causing
harm that they should not come
under the Guidelines, the criterion of
"novelty" was removed from the definition and used as a basis for the development of a new section entitled
"Exemptions."
Exemptions
The nature of the public comments
on the PRG-RAC exclusion of nonnovel exchangers can be divided Into
two categories-those that pertain to
the proposed standards and those to
the proposed process.
The 6tandards proposed by the
PRG-RAC were that novel recombinant DNA's consist of "segments of any
DNA from different species not known
to exchange chromosomal DNA by
natural physiological processes * * *.
In general, recombindnt DNA molecules * * * will not be considered novel
when all the components are derived
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from genomes known to replicate
within the organism used to propagate
the recombinant DNA." This is qualified, however, by a footnote stating
that "recombinant DNA formed between segments of eukaryotic viral
DNA and any eukaryotic DNA ***
shall not be excluded *
until such
time as. there is more information
about the extent of naturally occurring recombinational events between
these DNA's."
The public comments on these
standards raised a number of issues.
For example, some said that safety
rather than novelty should be the criterion for exclusion. That is, any recombinant molecule that poses a
threat to the public health or the environment should be covered by the
Guidelines regardless of whether the
molecule is a novel one. Others held
that the proper criterion should not
be safety, but rather whether the potential hazard of the recombinant
DNA molecule differs significantly in
degree or in kind from those found in
nature or from biohazards that are
successfully handled by conventional
methods. It proved impossible to reconcile these differences of opinion in
the deinition itself and so an "Exemptions" section was drafted by NIH
staff in cofijunction with an RAC
working group. It should be noted that
no provision in that section may be
cited to exempt from the Guidelines
an activity listed in the "Prohibitions"
section.
The first exemption concerns recombinant DNA molecules that are not in
organisms or viruses. This is in recognition that "naked" DNA, which is
rapidly inactivated in nature, is extremely unlikely to be hazardous
under experimental conditions. To,
guard, however, against the remote
possibility that potentially harmful
naked recombinant DNA will be incorporated ino an organism, the handling of certain naked recombinant
DNA molecules described in the "Prohibitions" seqtion remains prohibited.
It should also be noted that the concept of extremely low hazard of naked
recombinant DNA was included in the
PRG-RAC in the section on "Handling Recombinant DNA Molecules" at
the end of Part I. This language is
more appropriately presented under
the "Exemptions" section.
The section exemption pertains to
recombinant DNA molecules consisting entirely of DNA segments from a
single - non-chromosomal or viral
source. This statement clarifies a category of "self-cloning" experiments
that are considered safe enough to be
excluded from the Guidelines. This is
a concept which the RAC tried to
convey in the PRG-RAC definition by
use of the phrase "different genomes"

but which some commentators found
ambiguous.
The third exemption concerns "selfcloning." It exempts from the Guidelines recombinant DNA molecules
made entirely from the DNA of a
single organism, including the indigenous plasmids, viruses, mitochondria,
or chloroplasts, when propagated only
in that oranism (or a closely related
strain of the same species). This partially responds to the suggestion made
by many commentators that experlments previously classified as P1+
EKi be excluded from the Guidelines.
It also covers some of the cases the
RAC was including in the concept of
"novelty" and "different genomes."
This exemption, however, does not Include recombinant DNA molecules
formed between viral DNA and eukaryotic host DNA. In this regard It is
analogous to footnote 1 of the PRGRAC.
The fourth exemption covers "certain specified recombinant DNA molecules that consist entirely of DNA segments from different species that exchange DNA by known physiological
processes." In this case a list is prepared and periodically revised by the
Director, NIH, on the recommendation
of the RAC, after appropriate notice
and opportunity for public comment.
This list is analogous to the list of
"non-novel exchangers" proposed In
the PEG-RAC. Appendix A to the
PRG-NIH gives a proposed list for
this exemption. This list Is discussed
in Appendix D to the present document.
The fifth exemption allows the Director, NIH, on the recommendation
of the RAC and after appropriate
notice and opportunity for public comment, to exempt other classes or recombinant DNA molecules if he finds
that "they do not present a significant
risk to health or the environment."
This language for exempting classes of
experiments is used In proposed legislation (H.R. 11192) recently reported
out of the Committee on Interstate
and Foreign Commerce and the Committee on Science and Technology of
the U.S. House of Representatives.
In addition to these comments pertaining to the standards for exemption
in the PRG-RAC, the following were
directed toward the processes whereby
exemption would be made:
* Rather than compile a list of nonnovel exchangers exempt from the
Guidelines, the burden of proof
should be on the Director to compile a
list of novel exchangers that are subject to the Guidelines.
e The procedures and criteria used
in the development of the list should
be thoroughly explained, and adequate opportunity should be given for
public review and comment.

* Before an organism is placed on
the list, all the data pertaining to the
application should be available for
public review.
In response to these comments, the
PRG-NIH specifies that for exemptions I-E-4 and I-E-5--the two that involve the development of 'lists'-the
Director, NIH, on the advice of the
RAC, will develop lists after appropriate notice and opportunity for public
comment. The initial list proposed in
Appendix A to the PRG-NIH is submitted for public comment along with
the entire revision of the Guidelines.
In the future, appropriate notice and
opportunity for public comment will
precede any additions to Appendix A
or exemption I-E-5.
Prohibitions
Two changes in this section have
been initiated to make it more compatible with the new "Definition" and
"Exemptions" sections. The first was
to transfer this section from Part III
of the Guidelines to Part I, reemphasizing that the exemptions are not applicable to the six activities listed as
prohibited. The second was to drop all
references to novel recombinant
DNA's and natural genetic exchange.
Other alternatives suggested by commenters.
a There was a general endorsement
for the provision in this section which
grants to the Director, NIL upon the
recommendation of the RAC, the authority to waive any of the prohibitions. The widespread support for this
authority reflects the realization that
many Important risk-assessment experiments would not be able to proceed otherwise. NIH is now supporting
and will continue to support experiments that will yield knowledge contributing to a better understanding of
the nature of potential risks of recombinant DNA.
9 It was urged that the advice of
other Government agencies, such as
the Environmental Protection Agency
and the Occupational Safety and
Health Administration, should be
sought when the Director, NIH, considers invoking this waiver authority.
The Federal Interagency Committee
on Recombinant DNA Research provides for coordination of policies in
this area. EPA and OSHA are represented on the Committee. The advice
of relevant research and regulatory
agencies will continue to be sought
when appropriate.
It was suggested that the RAC as
presently constituted should not be
the sole advisory body because societal
as well as scientific considerations
must enter into the waiver decision. As
explained in greater detail in Part IV
of this document, the membership of
the RAC will be broadened modestly
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.2s needed for expertise, but provision
for public notice and opportunity to
comment, and other appropriate administrative practices, can be used to
insure adequate public input when the
Issues warrant.
* It was suggested that an Environmental Impact Assessment or Statement should accompany each waiver.
Waiver decisions will include a careful
consideration of the potential environmental impact, and certain decisions
may be accompanied by a formal assessment or statement. This must be
determined on a case-by-case basis.
* It was suggested that waiver of
the prohibition on the large-scale use
of cultures containing recombinant
DNA's be issued on the basis of industry's experience in dealing with such
cultures. While experience will surely
be weighed in the decIsionmaking, it
whould not be the sole criterion for
granting such a waiver.
* Agricultural scientists noted the
importance to their research community of being allowed eventually to release organisms containing recombinant DNA into the environment. When
the original Guidelines were proposed
to the NIH Director in draft form in
1976, the release of organisms containIng recombinant DNA molecules into
the environment was to be allowed if a
series of controlled tests had been
done to leave no reasonable doubt of
safety. This waiver provision was reJected at that time because of the limited scientific evidence available that
any of the potential benefits from

such a release were near realization.
As now proposed, the prohibition of
deliberate release into the environ-

ment of recombinant-DNA-containing
organisms can be waived if all the requirements for a waiver (and those of
the National Environmental Policy
Act) are met. Given the limited experience of NIH in agricultural research,
the U.S. Department of Agriculture
would have to be deeply involved in
this process, and written notice of this
suggestion has been given to the appropriate officials at USDA.
* The Standing Advisory Committee
on Recombinant DNA Research of the
European Molecular Biology Organization (EDIVBO) has noted that the list
of pathogenic organisms under prohibition I-D-1, especially those in Class
5, may not be appropriate for all European countries. The decision as to
which pathogenic organisms should be
classified as too dangerous to work
with must be the responsibility of national or regional authorities. EMBO
has recommended that a footnote be
added to the Guidelines stating that
the prohibition of etiologic agents relates to research in the United States.
Such a footnote, however, is unnecessary because those Guidelines are di-

rected to NIH grantees and contractors, almost all within this country.
4 A final change in the PRG-NIH
relates to prohibition I-D-1. As discussed in detail in the "Decision" accompanying the PRG-NIH, the prohibition against using in recombinant
DNA experiments vesicular stomatitis
viris and oncogenic viruses classified
by the National Cancer Institute as
"moderate risk" has been lifted.
ProposedAction: Environmental
Impact Assessment
Part I of the PRG-NIH as discussed
in this Assessment rests on the past 2
years of scientific developments relating to the safety of recombinant DNA
research. The proposed alternatives to
the current Guidelines reflect that evidence.
The suggested definition in the
PRG-RAC spoke 'to the conclusion
that recombinant DNA molecules only
pose a potential hazard -whenplaced in
an organism, and that events in the
laboratory which mimic those in
nature pose no special hazard to workers or the environment. The committee also recommended, anl there was
strong public support for, a mechanism to allow exceptions to the "Prohibitions," ;as for the conduct of riskassessment research.
The PRG-NIH also incorporate a
number of the alternatives to the 1976
Gfiidelines suggested by the public
commentators. All of the changes reflected in the PRG-NIH permit research to go forward which would not
have a significant effect on the environment. Indeed, additions have been
made to insure that the safety standards are extended under certain circumstances to meet environmental
and occupation concerns.
The scope of the Guidelines continues to be limited to recombinant DNA
research. Other techniques in genetic
research, such as cell fusion and chromosomes transfer, may result in the
formation of recombinant molecules;
but inherent in these techniques is a
range of natural barxiers to the formation of hazardous organisms, and thus
the issuance of Federal standards is
unnecessary. It should also be noted
that such techniques have been used
in the laboratory for decades with no
harmful effects on either health or
the environment.
The definition in the PRG-NIH
clearly states that the Guidelines are
intended to pertain to the construction and handling of naked recombinant -DNA molecules as well as organisms and viruses containing such molecules. This is to insure that the prohibitions -on the use of naked DNA
remain in effect. And the definition
now explicitly includes synthetic molecules under the standards of the

Guidelines, thereby increasing the
margin of safety.
In response to the recommendations
of public commentators, the PRGNIH now require that all recombinant
DNA research at NIH-funded Institutions comply with the safety standards
of the Guidelines and be under the
purview of local Institutional biohazard committees. Again, this will minimize the environmental impact, if any,
of this research.
The list of exemptions, as previously
explained, provides that certain recombinant DNA research need not be
subject to the control of the NIH
Guidelines on the basis of safety to
the laboratory personnel, to the greater community, and to the environment. The proposed exemptions in
large part are responsive to the great
number of comments received. The
"Prohibitions" section, in the 1976
Guidelines under Part III, has been
transposed to Part I in the PRG-NIH
to insure that none of the "Exemptions" apply to the "Prohibitions."
Thus, once again, care has been taken
to minimize the possibility of environmental impact.
Under the first exemption, experiments with recombinant DNA molecules that are not in an organism need
not be subject to the Guidelines. This
is based on the safety of these experlnients. The second exemption permits
certain "self-cloning" experiments to
be done outside the jursidiction of the
Guidelines. Again the basis is occupational and environmental safety. The
third exemption also concerns "selfcloning" and permits certain experiments previously classified as P1+EK1
to be excluded from the Guidelines.
This was strongly endorsed by several
public commentators on the basis of
no hazard.
The fourth exemption deals with experiments that mimic exchanges already occurring in nature. It allows
certain of the experiments previously
classified at Pl+EK1 to be excluded
from the Guidelines, again with the
strong endorsement of several public
commentators on the basis of no
hazard. The final provision allows exemptions when it Is found that experiments do not present significant risk
to health or the environment. This
standard was expressly recommended
as the basis for exemption by several
public commentators, especially from
environmental groups, and is directly
responsive to the concerns that there
be an explicit reference to health or
the environment for the basis of exemption. Further, in the exercise of
this and the previous exemption, several procedural requirements have
been introduced that will afford significant opportunity for public comment to insure appropriate attention
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to occupational and environmental
concerns.
A waiver provision-in the section on
"Prohibitions" will permit NIH support and conduct of risk-assessment
experiments of crucial importance to
the determination of the safety of this
work.. Recommendations from the scientific community, the public, and relevant Federal agencies will be sought
for their advice on specific projects.
Waiver decisions will include a careful
consideration of potential environmental impact.
In summary, a number of safety
standards and procedural requirements have been included in the PRGNIH to insure minimal environmental
impact. All experiments exempted
from the Guidelines are of minimal
speculative risk and present no significant hazard to health or the environment.
IL CONTAIM=
Analysis of Current Gui elines

Two approaches to the problem of
containing potentially hazardous organisms. form the basis of the safeguards recommended by the guidelines. Each may be viewed as setting
up barriers between the laboratory
worker and the organisms and between the laboratory and the greater
environment. The first of these approaches involves the limitation of the
actual physical escape of organisms
and is referred to as "physical containment." The second approach is the use
of biological barriers, to be described
later as "biological containment."
(The October 1,977 EIS on the current guidelines, in response to comments received on the draft EIS, documents in considerable detail the adequacy of the containment requirements and shows the bases on which
judgments in this regard have been
made.)
Physical containment
A major aspect of physical containment is the set of standard microbiological practices that have been developed over many years and are widely
used for halidling pathogenic organisms. In the hands of well-trained personnel, these procedures have proved
to be effective both in laboratory and
clinical settings. A second major
aspect of physical containment involves the use of special kinds of
equipment and facilities (1) for limiting the spread of aerosols, (2) for decontamination and containing laboratory air and wastes, and (3) for restricting access to laboratories. As
with standard microbiological techniques, the type of equipment and facilities are not new.but have been developed and used previously for containment of known pathogens.

The guidelines go Into some detail
concerning the practices and facilities
required for physical containment.
Four levels are specified: P1, P2, P3,
and P4, in the order of increasing safeguards. P1 consists in the use of the
standard microbiological practices
mentioned above. P2 and the next
higher level, P3, require special procedures and facilities designed to limit to
increasing-extents any possible accidental escape of potentially hazardous
organisms. Finally, P4, the maximum
level of containment, requires sophisticated and isolated facilities designed
for maximum containment.
Each of the levels from P2 through
P4 assumes that the standard microbiological practices demanded by P1
will also be followed. Furthermore, for
each level, relevant training of personnel is mandatory. The training is to Include the nature of the potential hazards, the technical -- anipulations, and
instruction in the biology of the relevant organisms and systems. Specific
emergency plans, to be used in case of
accident, are required; and serological
monitoring is to be provided where appropriate.
Biological containment
Biological containment is defined as
the use of host cells and vectors with
limited ability to survive outside of
very special and fastidious laboratory
conditions that are unlikely to be encountered by escaped organisms in
natural environments. This is an integral part of the experimental design,
since the host and vector will need to
be chosen, in any given experiment,
with a view to the purpose of the experiment as well as to containment.
The guidelines stress that physical
and biological containment procedures
are complementary, each serving to
control any possible failure in the
order. The use of both In a given experiment affords much higher levels
of containment than either alone.
Therefore, the guidelines always recommend both a particular level of
physical containment and a level of
biological containment for any given
experiment. The guidelines explicitly
recognize that better physical containment capabilities are likely to evolve
as research proceeds and may reduce
the needs for the standard physical
containment procedures. Such innovations are to be considered as part of
the on-going review of the guidelines
for appropriate revision.
The Use of BacterialHosts and Vectors In recognition of the relation between the host-vector system required
by the experiment and the design of
suitable biological containment, experments using the same host-vector
system are grouped together. At present, the system of choice for many experiments is the common laboratory

bacterium E. colf, strain K-12, and independent genetic elements (plasmids
and bacteriophage) known to reside or
replicate in this strain.
There are several factors contributing to this (discussed more fully in
part III). Strain K-12 has been studied
extensively and can be readily manipulated for recombinant DNA experiments. This extensive experience and
ease of manipulation permit modification of E. colt K-12 and vectors used
with It by classical genetic techniques
for the purpose of establishing biological containment.
The guidelines discuss arguments
against as well as for the use of E. coli
K-12. The main argument against it is
the intimate association of various
other strains of E. coli with humans.
By reason of the prevalence of E. coli

strains (but not K-12) in mammals,
the guidelines recommend the cautious use of E. coli K-12 host-vector

systems and urge that efforts be made
to develop alternate hosts and vectors.
E. coli X-12 appears to be harmless:
It does not usually establish itself in
the normal bowel or multiply significantly in the allmentary tract. These
facts suggest that accidental ingestion
of a small number of bacteria by a laboratory worker would not result in
their extensive spread outside the laboratory. This property of the organism
may be altered, however, when the infected person is taking antibiotics or
has certain abnormal digestive conditions, and it is recommended that such
persons not. work for the duration of
the abnormal circumstances.
While E. coli K-12 does not establish
Itself as a growing strain in the normal
bowel, It does remain alive during its
passage through the intestinal tract.
Therefore, transfer of plasmid or bacteriophage vectors containing foreign
DNA from the original E. colt K-12
host to bacteria resident in the intestines or encountered after excretion
must be considered. The guidelines
take into account the transferability
of certain vectors in recombinant research. In brief, host-vector systems
derived from E. colt K-12 and certain
plasmids or bacteriophage appear to
have extremely limited ability to
spread recombinant DNA molecules.
Considering, then, the properties of
E. colt K-12 and the known plasmid
and bacteriophage vectors, the guidelines conclude that recombinant
DNA's manipulated through such
host-vector systems are unlikely to be

spread by the ingestion or dissemina-

tion of the few hundred or thousand
bacteria that might be involved in a
laboratory accident, given standard
microbiological practice. Therefore,
these existing systems, and analogous
combinations of E. coli K-12 with
other vectors and bacteriophage, are
Judged to offer a moderate level of bio-
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logical containment and are defined as
EK1.
As with physical containment levels,
increasing numbers specify increasing
levels of biological containment for E.
coli systems. For the next level, called
EK2, host-vector combinations must
be demonstrated to provide a high
level of biological containment by suitable laboratory tests. Such combinations are obtained by genetic modification of either E. coli K-12 host cells or
the relevant plasmids and bacteriophage or both. Various examples of
the types of necessary modifications
are suggested in the guidelines.
One additional level of contained E.
celi host-vector systems, defined in
the guidelines, is called EK3. EK3 systems are EK2 systems for which the
specified containment properties have
been demonstrated, not only by microbiological and genetic analysis but by
appropriate tests in animals, including
humans or primates and other relevant environments.
EK2 and EK3 host-vector systems
must be certified as such by the Director, NIH, after evaluation and recommendation by the Recombinant Advisory Committee.
Alternatives:RA C-ProposedRevisions
Physical containment
Two major changes were proposed in
the physical containment section of
the PRG-RAC. One deals with the organization of the section; the other incorporates into the PRG-RAC the
philosophy and guidance of the report
of the NIH/European Molecular Biology Organization (EMBO) workshop
on parameters of physical containment.
Physical containment requirements
for each P-level have been organized
under the topic headings "Laboratory
Practices,"
"Containment
Equipment,"
and "Special Laboratory
Design." This was done to emphasize
the importance of laboratory practices
and containment equipment in achieving the desired safety objective.
Other proposed revisions contained
in the physical containment section
reflect a conscious effort to encourage
international uniformity with respect
to recombinant DNA guidelines. This
has been achieved by revising the containment descriptions so that they are
consistent with the guidance provided
in the NIH/EMBO report. In addition,
some statements have been rewritten
and others added in order to clarify
the basic requirements for each level
of containment. The most significant
clarifications have been made in the
areas on containment equipment and
special facility design. The revisions,
however, have not resulted in changing the purpose or intent of the physical containment descriptions in the
1976 guidelines.

One specific addition to the PRGRAC that has originated from the
NIH/EMBO report is the inclusion of
design criteria f6r an area of the laboratory in which personnel wear positive-pressure suits. ventilated by lifesupport systems. This added approach
provides a level of physical containment equivalent to that afforded by
glove-box cabinets at the P4 level.
Other
important
recommended
changes include* Certain good microbiological practices are mandatory at the P1 level in
the PRG-RAC (the 1976 guidelines encourage but do not require such practices);
9 At the P2 level, prohibitions
against eating, drinking, smoking, and
storage of foods have been extended
from the work area to the entire laboratory;
9 The universal biohazard sign is
now required at the P2 level, and its
use has been extended to equipment
such as freezers and refrigerators in
which organisms containing recombinant DNA molecules are stored;
-* Access procedures have been specified for controlled areas adjacent to
P3 laboratories;
o Installation of foot-, elbow-, or
automatically-operated facilities for
washing hands-is now required for all
laboratories in which P3-level work is
done;
• Specific guidance on containment
equipment appropriate for laboratory
animals has been added to the P3 and
P4 sections; and
* The labeling requirements for
shipment of etiologic agents now
apply to all organisms containing recombinant DNA molecules. Thus, the
Center for Disease Control, U.S.
Public Health Service, must be notified in the event of any accidental
breakage during shipment. Also,
agents requiring P4 containment must
be packaged according to strict Federal standards and shipped by registered
mail or an equivalent system that provides for sending notifications to the
shipper upon delivery.
The PRG-NIH adopt these suggestions in large part. Thus, they
strengthen the safety standards and
procedures for physical containment
and move toward international agreement.
Biological containment
The PRG-RAC describe the categories of hosts and vectors to be used in
minimizing the spread of organisms
containing recombinant DNA. The
PRG-RAC differ from the 1976 guidelines in that they were expanded to include (1) further definitions of hostvector systems, (2) a more restrictive
set of requirements for HV3 systems
(see below),'and (3) a new section describing mechanisms for certification.

Definitions of Host-Vector Systems.
A new nomenclature-HV1, HV2, and
HV3-was developed to incorporate a
variety of hosts and vectors into the
framework initially established for E,
coli K-12. In particular, the PRORAC provide criteria for HV1 systems
other than E. coli K-12. In the 1970
Guidelines, cloning systems other E,
coli K-12 were to be considered only if
superior to K-12 in containment properties; but It is now recognized that
many useful experiments can only be
conducted using host-vector systems
other than those based on E. colt K12, and that such experiments should
be permitted so long as the proposed
system provides equivalent biological
containment. The new IV1 criterli
provide a structure for approval of systems that meet these requirements. 2
Requirements for HV3 Systems.
These have been made more stringent
than the corresponding requirements
for EK3 in the 1976 guidelines. The
PRG-RAC require that the vector be
dependent on Its propagation host or
be highly defective in mobilizability.
Also, it may carry no markers conferring resistance to antibiotics used
clinically or in agriculture. This provision should preclude any inadvertent
advantage for recombinant-DNA-bearing vectors that encounter antibiotics
in the environment.
Certificationof Host-Vector Systems.
A new section has been added detailing the responsibility for certification
of HV1, HV2, and HV3 systems, the
types of data to be submitted, and the
mechanisms for distributing strains
once certified. The section delineates
procedures used by the RAC for the
past 2 years and therefore represents
no change from practices under the
1976 guidelines.
These recommendations, reflected in
the proposed revisions, set improved
procedures and standards to meet environmental and occupational concerns.
Physical and biological interaction
Another specific addition to the
guidelines that has originated from
the NIH/EMBO report is particularly
notable-the addition of tables I and
II to the P3 and P4 8ections, respectively. These tables show combinations
of physical and biological safeguards
that provide similar protection. This
approach allows flexibility in selecting
comtainment equipment for a particular study without
compromising
safety.
Alternatives: Public Commentators
Commentators have expressed particular concern over (1) the flexibility
2
'Under the proposed revisions, new HVI's
need not offer a distinct advantage over E.
coil K-12 host-vectors, need not be capable
of modification to HV2 and HV3, and need
not be class 1 etiologic agents.
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that allows various combinations of
containment safeguards, (2) the adequacy of risk-assessment studies in relation to physical containment, (3) the
adequacy of training in laboratory
safety practices, (4) plans for dealing
with emergencies, and (5) various aspects of the biological safety concepts.
NIH has considered a number of recommendations by EMBO. Public commentators have made additional suggestions relating to actions at specific
levels of physical containment and to
shipment of recombinant DNA materials.
Concept of 'flexibility"

Some commentators have expressed
concern over the flexibility provided
in tables I and II which allows various
combinations of containment safeguards. Some feel, for example, that
work in a P3 facility conveys a desirable sense of hazard, whereas a reduction to the P2 level will promote an
undesirable relaxation of vigilance. It
has also been suggested that an increase in the options augments the difficulty of control and implementation.
Some commentators object to specific
options provided at the P3 and P4
levels.
NIH has been urged to include a
better explanation of the rationale -for
flexibility. Indeed, the calculus of
switching physical. and biological containment levels has been questioned.
Is reducing a physical containment
level from P3 to P2 truly compensated
by increasing biological containment
from EK1 to EK2?
The scale of either form of containment from least to greatest is not necessaxily linear, and substitutions are
only roughly approximate.. Nevertheless, there are some numerical bases
for comparison. At the P4 level, for example, a Class III biological safety
cabinet is required (if a positive-pressure suit is not used); whereas one can
work in an open-front biological safety
cabinet at.the P3 level Studies using
molecular counts of gases have shown
that there is a 4-5 log protection in
going from a Class I or II biological
safety cabinet to a Class III cabinetthat is, from P3 to P4. Similarly, in
going from.P1 to P3 there may be a 45 log increase in safety.
The measdre of safety provided by
open-front biological safety cabinets,
used in work at the P2 and P3 levels,
consists in design and performance criteria that permit fewer than 20 microorganisms to escape through the open
front
when
1x10 8
to
8x103
(100,000,000 to 800,000,000) microorganisms are experimentally released
within the cabinet. (See pp. 92-93 of
the 1977 EIS for a more detailed discussion of safeguards associated with
use of biological safety cabinets.)

HV2 Is defined in terms of a probability of escape- of recombinant DNA
of less than 10 3(1 in 100,000,000). In
considering "equivalency" between P
and EK levels, It Is recognized that the
two systems are conceptually different. Biological safety cabinets are designed primarily for the protection of
the laboratory worker, and all physical containment protection stops at
the walls of the laboratory. Biological
containment continues to operate even
if an organism should escape from the
laboratory.
The flexibility allowed in alternate
P and HV levels are carefully explained In the text of the PRG-NIH,
and the Investigator must follow the
explicit requirements set forth in Part
III of the PRG-NIH and in Tables I
and II.

Risk assessment
Many commentators have urged
more studies in risk assessment. It has
been maintained that assumptions
about biological containment may not
be valid and that all components
should be tested. Concern has been expressed that the biological containment safety systems may fail altogether.
Some risk-assessment studies are
prohibited by the 1976 Guidelines.
Under the PRG-RAC, however, the
Director, NIH, on recommendation of
the RAC, would have discretion to
permit such risk-assessment experiments by granting a waiver from a specific prohibition. There was virtually
unamimous support for this discretion
at the public hearing In December
1977. Of course, its exercise must be
consistent with standards of due process for the scientific community and
the public.
Risk-assessment studies are proceeding both within and outside the
United States. NIH is committed to
the conduct and support of such studies to determine the extent to which
certain potentially harmful effects
from recombinant DNA molecules
may occur. It is intended that the NIH
P4 facilities at the Frederick Cancer
Research Center will serve as a focal
point for such experiments. Provisions
have already been made to share these
facilities with non-Federal scientists.
Training
A number of commentators urke
that specific curricula be developed for
training of researchers and that the
Guidelines stipulate requirements for
certification in safety practices. NIH
has a contract with the American Society for Microbiology to develop minlmum standards for training participants in recombinant DNA research.
The work panel's report is to be used
by the IBCs and investigators to set
appropriate standards.

Emergency plans
In response to the concerns of commentators, the elements of emergency
plans to handle possible safety problems are described more clearly in
"Laboratory Safety Monograph-A
Supplement to the NIH Guidelines for
Recombinant DNA Research." Further, NIH staff have recently met with
representatives of CDC to establish a
mechanism for providing advice, consultation, or assistance if necessary in
case of an emergency, such as a libo- .
ratory accident involving recombinant
DNA.
Biological containment considerations
Considerations of biological containment related mainly to the development of alternative host-vector systems. Many commentators from the
scientific community believe that the
PRG-RAC discriminate against hostvector systems alternate to E. coli K12. They urge development of other
systems, maintaining that they will be
needed increasingly both In pure research and in industry and should be
certified as soon as possible. It is unlikely, according to one commentator,
that agriculture will best be served
through the use of E. coli K-12 (or B.
subtilis) and that alternate host-vector
systems are essential If the potential
of recombinant DNA technology for
agriculture is to be realized. In view of
the support evident at the 1976 public
meeting for NIH to encourage development of alternate host-vector systems,
one commentator expressed disappointment that there was not a large
NIH contract program in this area.
Others view the Introduction of alternate HV systems with some misgivings. It was pointed out, for example,
that if uncertainty continues to surround research with so well-studied an
organism as E. colt ,K-12, our ignorance must be that much greater with
regard to any other organism-its ecological involvement, the organisms
with which It can exchange DNA, etc.
Moreover, the Guidelines, which have
been developed around the use of E.
coli K-12, are primarily focused on
dangers to man, and the introduction
of new systems may affect other life
forms with which we should be equally concerned. In the view of commentators who urge restraint, the larger
the number of systems certified, the
greater the problem of monitoring the
work.
Clearly, however, research address
to the development of other hostvector systems must proceed. This is
particularly evident in the agricultural
sector, where the potential for immediate benefits to man is great. At present, a number of alternate systems are
being developed by T M grantees. In
the use of such systems, the same con-
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siderations of safety and risk associatThe PRG-NIH call for posting of
ed with the use of E. coli K-12 will, of the universal biohazard sign on storcourse, apply.
age freezers and refrigerators. This additional requirement was specified to
Mouth pipetting at the P1 level
facilitate safe storage of organisms
Both the 1976 guidelines and the containing recombinant DNA molePRG-RAC prohibit mouth pipetting cules when research with them is not
at the P2, P3, and P4 levels. For the in progress.
P1 level, however, they state, "AlP3 Level. In the PRG-NIH, a
though pipetting by mouth is permit- trolled access area is defined as conone
ted, it is preferable that mechanical that separates the
P3 laboratory from
pipetting devices be used." A number
of commentators have urged that areas open to unrestricted traffic flow.
modth pipetting be prohibited at the -Access procedures for this area are
P1 level of physical containment. The specified, clarifying the juxtaposition
decision accompanying the PRG-NIH of the P3 laboratory and uncontrolled
discusses in detail the arguments of areas.
The PRG-NIH require the Installavarious groups on both sides of the
issue. In resolving this, the Director, tion of foot, elbow, or automatically
NIH, has decided to adopt the conser- operated facilities for washing hands
vative, position and ban mouth pipet- in laboratories in which P3-level work
ting. Accordingly, language has been is conducted. This additional requireinserted in the PRG-NIH saying that ment was made to eliminate the possiof
contaminating
faucets
at the P1 level "mechanical pipetting bility
devices shall be used; pipetting by through contact. The requirement is
mouth is prohibited." Since mouth pi- consistent with practices common to
petting had already been banned at infectious disease laboratories.
The PRG-NIH would permit recircuthe P2-P4 levels, this means that
mouth pipetting would now be banned lation of untreated air within individufor all experiments covered by these al rooms of the P3 laboratory. Such
recirculation can conserve energy
guidelines.
-without compromising safety. ReferProposedAction: Environmental
ence to recirculation of treated air to
Impact Assessment
other areas of the building has been
eliminated, because this approach to
Physical containment
energy conservation is generally not
The PRG-NIH include the following practical.
specific changes at each P level, aimed
Some commentators pointed out
at clarifying and strengthening physi- that the PRG-RAC did not require an
cal containment requirements and autoclave in the P3 laboratory itself
thereby.reducing the probability of re- but only within the building. It
has
combinant DNA molecules being acci- been suggested that the autoclave
dentally released into the environshould be as close as possible to the
ment.
P1 Level. The 1976 guidelines estab- controlled area of the P3 laboratory.
lish as a principle of containment the The language of the 1976 guidelines,
adherence to good microbiological stating a preference for the autoclave
practices. At the P1 level, however, to be within the controlled laboratory
certain practices are not required but area, is therefore retained in the
merely encouraged. The PRG-NIH PRG-NIH. A requirement, however,
now make adherence to certain of that the autoclave be within the conthese practices mandatory at all four trolled area would increase costs, and
in the view of NIH would not add meaphysical containment levels.
A major change in the PRG-NIH is surably to safety.
P4 Level. In the PRG-NIH the minithe banning of mouth pipetting at the
P1 level, meaning that mouth pipet- mal age for entry into a P4 laboratory
ting is now banned for all experiments has been raised to 18 years, the comcovered by the guidelines. Since the monly accepted legal age.
The PRG-NIH specify containment
only plausible way E. coli K-12 could
gain entry into laboratory workers is equipment appropriate for the isolaby oral ingestion, this ban greatly re- tion of experimental animals. This was
duces the possibility that any organ- added because the lack of guidance in
isms containing recombinant DNA will the current guidelines has led to conescape and thus minimizes the risk of fusion in their application to animal
environmental impact.
experimentation.
P2 Level. The PRG-NIH have exThe PGR-NIH provide flexibility in
tended the prohibitions against eating, selecting combinations of physical and
drinking, smoking, and storage of biological containment to be used for a
foods from just the work area to the given experiment. All possible combientire P2 laboratory. This change was nations available for selection achieve
made to achieve consistency with rec- P4-level safety - objectives. This apommended practices in laboratories proach was patterned after the guidwhere research with low-risk human ance provided in the NIH/EMBO
pathogens is conducted.
report.

The PRG-NIH specify design criteria for a suit area where personnel
wear positive-pressure suits that are
ventilated by life-support systems,
This provides an option to the class III
cabinet-system requirement at the P4
level of physical containment. This
option has been used successfuly in research with extremely hazardous
human pathogens. Without compromising safety, it provides an opportu.
nity to conduct research procedures
that cannot be confined to conventional class III cabinet systems.
Shipment. In the PRG-NIH, the labeling requirements for the shipment
of etiologic agents apply to all organisms containing recombinant DNA
molecules, rather than to just those
containing molecules derived from an
etiologic agent listed in 42 CFR 77.25,
This change was made In order to
insure that the Center for Disease
Control, U.S. Public Health Service,
would be notified in the event of accidental breakage during shipment. The
PRG-NIH also specify that agents requiring P4 physical containment must
be shipped by registered mail or an
equivalent system that provides for
sending notifications to the shipper
immediately upon delivery. This
change would Impose on the shipment
of organisms requiring P4 containment the same standards used for
shipment of high-risk human patho.
gens.
Biologicalcontainment
A number of alternate systems for
biological containment are being developed by NIH grantees, including
ones using Bacillus subtilis and Saccharomyces cerevisiae. To assure adequate safety control, a new section of
certification of host-vector systems
has been added to the guidelines. HV1
systems other than E. coli K-12 are reviewed by an expert working group,
then by the RAC, which makes appropriate recommendatons to the Director, NIH. Descriptions of the organism, its biology, and the characteristics
of the particular strains to be used are
considered. The same standards of
safety and risk associated with the use
of E. coli K-12 will apply to any now
host-vector systems to be certified in
the future.
HV2 Level. For the HV2 level of containment, the RAC, on June 23, 1977,
unanimously approved a document entitled "Instructions to Investigators
Concerning Data To Be Submitted on
Host-Plasmid Systems Proposed for
EK2 Certification." Although not officially part of the PRG-RAC, this document sets forth criteria that any putative EK2 host-vector systems must
meet before recommendation by the
RAC for certification (see appendix H
of the October 1977 EIS). The committee applied these criteria in reviewing
new systems (pBR322 and pBR313 in
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x1776) at the June 23 meeting, and tramural contract program was initiatwill do so for all future submissions. ed to develop safer host-vector systems
These criteria are clearly more strin- and to verify their genotypic constitugent than previous ones, and this tion and phenotypic traits. The promeans that EK2 host-vector systems gram is administered by the National
approved now and in the future will be Institute of Allergy and Infectious Diseven safer than those approved previ- eases. The ability of these systems to
survive in laboratory and natural enviously.
HV3 Level Requirements for HV3 ronments was determined. As a result
systems have been made more strin- of this contract program and of work
gent that those in the 1976 guidelines. by other investigators, a series of EK2
systems was developed.
The additional requirements mean host-vector
subjected these to great
that only some HV2 systems are eligi- The RACand
finally recommended
ble for consideration as V3 systems. scrutiny
A list of certifor
certification.
them
This should significantly increase the fied EK2 host-vector systems appears
containment of HV3 systems and in appendix H of the October 1977
therefore increase the safety of ex- EIS.
perimentation. In addition, attempts
M. CoNrru .mmr GumExzms PoR
to develop HV3 systems that meet,
these criteria should simultaneously
Covxnxn ExPEnImrrs
upgrade the HV2 systems in use, since
Analysi of CurrentGuidelines
it is to the experimenter's advantage
to use the HV2 systems that have the E. Coil K-12 Host-Vector Systems
greatest likelihood of meetihg HV3 criThe several levels of physical and
teria.
Certiftcation of HiV Systems. A new biological containment are defined in
section has been added to clarify re- part II, and specific recommendations
E.
sponsibility for certification of all are given for experiments using the
Each
systems.
K-12
host-vector
coli
host-vector systems, the types of data
assigned both a
to be submitted, and the mechanisms type of experiment is level
(that is, a
containment
for distributing strains once certified. physical
P level) and a biological containment
The section delineates procedures level (an EK level). The particular
used by the RAC for the past year and combination of the two reflects the sethus represents no change from prac- verity of the estimated potential
tices under the 1976 guidelines.
hazard.3
Under the PRG-NIH, HVl systems
The guidelines are organized, for the
other than E. coli K-12 and HV2 and E. Colf systems, according to the
HV3 systems are considered by an source and nature of the foreign DNA.
expert-working group and then by the A sample of DNA containing essentialRAC, which makes appropriate recom- ly all the genetic Information of an ormendations to. the Director, NIH. ganism can be isolated and fragmentModifications of HV2 and HV3 sys- ed. If the experiment involves such a
tems must be independently certified mixture of DNA fragments, it is reby NIH Data to be submitted are de- ferred to as a "shotgun" and will call
tailed. All HV2 and HV3 systems are for a certain level of containment. Exto be obtained from NIH or its desig- periments involving such mixtures of
nee, and recipients are to report to DNA fragments are assumed to be of
NIH any discrepancies from the ex- higher potential hazard than those
pected properties. If the strains are done with a single, purified fragment,
propagated by NIH, a sample will be because of the greater likelihood of
tested for relevant properties prior to dangerous and unknown genes being
distribution. The requirements assure introduced into a recipient cell. Puriadequate controls in the certification fied fragments- containing mainly
and distribution of host-vector systems genes whose properties are known and
and provide sufficient protection
are not harmful' offer less potential
against potential hazards to the envi- hazard than a shotgun experiment.
ronment.
In some instances, the foreign DNA
Containment Properties of Hosts will be derived from extra chromosomal genetic elements. Such elements
and Vectors. In regard to containment
properties of individual organisms include the DNA of animal viruses,
used in recombinant DNA research, plant viruses, other eukaryote organrecent experimental evidence supports elles such as mitochondria and chlorothe view that biological containment plasts, as well as prokaryote plasmIds
works well. This is particularly borne or bacteriophages of the same type
out by results from experiments spe- used as vectors. Each of these cases is
cifically designed to test the survivabi- treated separately In the guidelines.
The prokaryote sources are treated
lity and colonizing ability of E. coli K12 and EK2 host-vector systems and differently, depending on whether the
the transmissibility of plasmids and
3
phage vectors.
1n the PRG-NIH the EK systems are inAt the time of the release of the cur- cluded In the broader HV (host-vector) caterent guidelines in 1976, EK2 systems gories created to accommodate potentlal
were defined but none existed. An ex- systems ranging beyond E. Calf K-12.

"foreign" DNA Is fromn an organism
that does or does not exchange genetic
Information with E. Col in nature.
The physical and biological containment is listed for various possible DNA
sources: both must be used, as they
complement each other. For example,
DNA from primates requires the most
stringent containment, since the estimated potential hazard, either from
genes that might function in humans
with untoward effects or from pathogenic viral DNA's residing in primate
tissue, Is judged to be most serious.
The experiments now require either
P3 + EK3 or P4 + EK2; and it should
be noted that only-the latter combination is feasible at present, and then
only at the limited number-of P4 facilties.
In two Instances-primates and coldblooded vertebrates-containment requirements are lower if the DNA is isolated from embryonic tissue, or germline material, since such material is
less likely to be contaminated by
pathogenic viruses than is adult tissue.
Thus, if the foreign DNA is from coldblooded vertebrates, P2 and EK2 are
required, but P2 and EKi can be used
If the DNA is from embroyonic or
germ-line tissues. If the cold-blooded
vertebrate is known to produce a
potent toxin. P3 and EK2 must be
used. In some Instances-lower eukaryotes, for example-the guidelines require more or less stringent conditions, depending on whether or not
the source of foreign DNA is known to
be pathogenic or toxigene, or might
be infected with a pathogen, or is
known to make a harmful product.
The guidelines for shotgun experiments, when the source of the DNA is
a prokaryotic organism, may be summarized. First those prokaryotes that
are known to exchange genetic information with E. Celi in nature are considered. The containment requirements are low for this group, since it is
unlikely that the experiments will
create new genetic combinations. Requirements vary with the pathogenicity of the source of foreign DNA.
When the source is a prokaryote that
does not naturally exchange genetic
material with E. Coli, the containment
recommendations are high, for there
is a greater potential for new genetic
combinations to be formed and expressed. Further, It Is assumed that
the more similar the DNA's of donor
and host, the greater .the probability
of expression of foreign DNA or of
derepresslon of host genes.
Characterized clones obtained from
shotgun experiments may not be as
potentially hazardous as the original
mixture of cells. Cloning of the recipient host cell containing the DNA fragment of interest will be one of the
normal alms of any recombinant DNA
experiment. The guidelines state that
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experiments involving a clone derived
from a shotgun experiment can be
done under P1 + EK1 conditions if
the clone has been rigorously characterized and is free of harmful genes
and if the foreign DNA was from a
species that exchanges genes with E.
Coli in nature. If the foreign DNA was
from a species that does not do so,
then P2 + EK1 is required.
Similarly, when the initial recombination 'involves a purified segment of
the foreign chromosomal DNA, rather
than a mixture, the potential for
growth of a hazardous organism will
be less, since the number of clones
that must be examined to obtain the
desired clone is markedly reduced. If
certain criteria for purity are met, the
Investigator may lower the containment conditions from those recommended for shotgun experiments with
DNA of the same source by one step
either in physical containment or biological containment. Thus, for example, shotgun experiments with DNA
from birds require P3 + EK2. A DNA
fragment from birds that is free from
harmful genes, and 99-percent purer
before being joined to a vedtor, would
require either P2 + EK2 or P3 + EK1.
The final group of E. Coli experiments considered are those in which
the foreign DNA is itself from an extrachromosomal element. It is assumed that such DNA is purified away
from chromosomal DNA before recombination. For example, DNA from all
or part of the genome of an animal
virus requires P4 physical containment
and an EK2 host-vector system, or P3
+ EK3. If the recombinants have been
purified by cloning and shown to be
free of harmful regions of the viral
genome, then experiments can be at
P3 + EK2.
When complementary DNA's, synthesized in vitro from RNA preparations, are used in recombinant DNA
experiments, the containment requirements are as described for isolated
DNA preparations.
Animal host-vector systems
Many recombinant DNA experiments will involve the use of systems
In which the host cells are eukaryotes
grown as single cells in tissue culture.
Useful vectors may include extrachromosomal DNA elements, such as the
DNA of organelles or viruses. The cells
themselves are fragile and fastidious,
and there is little or not chance that a
living cell could escape from a laboratory in the way than an E. coli cell
might. Therefore, containment considerations focus on the vectors.
Animal viruses can escape the laboratory in a viable form, especially if
laboratory workers become infected.
There are now two unimal viruses
whose DNA's are useful as vectors: polyoma and simian virus 40 (SV40).
Both viruses are oncogenic-that is,

they cause tumors in small newborn
laboratory mammals. Polyoma virus,
however, does not infect human cells
grown in the laboratory or, judged by
the lack of antibody formation, infect
whole human beings. SV40 does colonize humans. Indeed, the virus contaminated the early Salk polio vaccine,
and millions of people were inadvertently inoculated with in in the 1950's.
To date, there is no indication that
the recipients suffered any related disease. But under the Guidelines, more
stringent physical containment is required for SV4O than for polyoma.
The Guidelines require that the
viral DNA used for recombination
with a foreign DNA must itself be defective-that is, its propagation as a
virus must be dependent on the presence of helper virus that supplies the
genes for the missing functions. This
helper can be nondefective under certain conditions. In some experiments,
no production of viral particles is required and no helper may be needed.
Biological containient is inherently
greater in the absence of virus particles, since cells themselves are relatively easy to contain. In experiments
using a virus as vector, the particular
levels of physical containment depend
on the source of the foreign DNA, on
whether polyoma or SV40 is the
chosen -vector, and whether virus particles are produced.
Planthost-vector systems
The Guidelines also cover experiments in which plant cells will serve as
hosts for recombinant DNA. The cells
might be single plant cells grown
under laboratory conditions, or seedlings, plant parts, or small whole
plants. This is the only instance where
the Guidelines address the question of
recombinant DNA experiments with
whole organisms. Directions are given
for -modification of the specifications
for P1, P2, and P3 containment in
order to provide conditions appropriate for work with plants.
Vectors for use in experiments with
plants include plant organelle DNA
such as that of chloroplasts, and DNA
of viruses of low pathogenicity and restricted host range. These vectors
offer moderate levels of biological containment. The requirements are organized according to the source of the
foreign DNA and to whether it is a
species in which the vector DNA is
known to replicate. P2 conditions are
required if the source is not dangerous
and is one in which replication of the
vector occurs. If the foreign 'DNA is
derived from a species in which the
vector is not known to replicate, then
requirements range up to P4 depending on whether the DNA is purified
and whether it contains harmful
genes.

Otherhost-vector systems
Theoretically, there are a variety of
organisms, both prokaryotes and lower
eukaryotes such as fungi and yeast,
which will be useful hosts for experiments with recombinant DNA's. Some
may offer the special advantage of not
infecting humans, animals, or other
important ecological niches. The
growth characteristics of such hosts
indicate that containment problems
will be like those for E. coll K-12. The
Guidelines urge development of these
systems and point out .that the detailed recommendations made for E.
col K-12 systems can serve as a guide
In determining physical and biological
containment requirements when necessary.
Alternatives:RAC-Proposed Revisions
A major concern for all individuals
who have participated in establishing
guidelines for recombinant DNA research Is that any guidelines that are
drafted and adopted be reassessed periodically and changed when warranted by new information. In keeping
with this responsibility, the RAC has
compiled additional information pertaining to risk assessment In recombinant DNA-research. The information is
from the following sources:
e Consultations
with
scientists
expert in the areas of evolution, plant
biology, bacteriology, virology, and
human and animal infectious diseases:
* Reports 'from scientific meetings
dealing with the potential biohazards
of recombinant DNA research (for example, Tenth Miles International
Symposium on Recombinant Molecules-Impact on Science and Society,
Cambridge, Mass., June 1976; National
Academy of Sciences Forum on Recombinant DNA Research, Washing
ton, D.C., March 1977; Genetic Engineering for Nitrogen fixation, Brookhaven, N.Y., March 1977: and the
Workshop on Studies for Assessment
of Potential Risks Associated with Recombinant DNA Experimentation, Falmouth, Mass., June 1977);
* Results from experiments specifically designed to test (1) the survivability and colonizing ability of , col X12 and EK2 host-vector systems, (2)
the transmissibility of plasmids and
phage vectors, (3) the potential of E.
call K-12 for pathogenicity, and (4)
the potential for genetic exchange between diverse bacteria and between
prokaryotic and eukaryotic organisms.
Each category- of experiments In
Part III of the 1976 Guidelines was
then extensively examined, and the
following criteria were applied to the
new information:
* The degree to which the DNA segment has been purified away from
other genes and shown to be free of
harmful characteristics,
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e The potential biohazard associated with the DNA of the cell or microorganism that serves as the DNA
source (e.g., genes for toxin production),
1 The potential biohazard associated with the vector that serves to trans-mit the source DNA to a recipient host
cell,
* The ability of the vector to survive in natural environments or habitats,
e The kinds and number of organisms that are susceptible to infection
by the vector or recipient,
e The potential biohazard of the recipient host cell that serves to replicate the recombinant DNA molecules,
* The ability of the host cell to survive in natural environments or habitats,
* The ability of the host cell to
transmit the recombinant DNA molecule to other cells capable of surviving
in natural environments or habitats,
* The potential of the host cell to
obtain the source DNA by natural
means, and
9 The evolutionary relatedness of
the DNA source to humans. The potential dangers are considered to increase as the organism providing the
source DNA approaches humans phylogenetically. For example, source
DNA from primate cells is considered
to be more potentially dangerous than
that from prokaryotes.
In~an effort to present more clearly
the- changes in containment levels proposed by the PRG-RAC, a table was
prepared for use at the December 1977
DAC meeting which compared the
containment levels in the original
(current) Guidelines and the PRGRAC. This table has now been expanded with a third column to show the
containment levels of the PRG-NIH.(Appendix A). The remainder of this
section summarizes a number of the
proposed changes, comparing the current Guidelines with the PRG-RAC.
(Not all the changes are discussed
here; certain items in which the PRGNIH differs significantly from the
PRG-RAC are discussed below under
"Alternatives: Public Commentators."
The numbers in parentheses indicate
the line numbers on the table to
which the proposed revision applies.
e Several categories of-experiments
(primarily those involving prokaryotes
that are exchangers of genetic information with E. coli in nature) would
no longer be subject to the Guidelines
because of the changes in the definition. (See lines 20, 21, 27, 46, and 47.)
* Shotgun experiments involving
birds and mammals other than primates were the subject of lowering of
containment
from
P3+EK2
to
P2+EK2. This action reflects the increased confidence of the RAC in the

EK2 host-vector systems. (See lines 4
and 5.)
* Another category which the RAC
decided was in need of revision was
that pertaining to the cloning of DNA

from organisms producing a toxic
product. This was clarified in the
PRG-RAC by setting containment
levels according to whether polypeptide toxins are produced. Polypeptide
toxins are specified, since they might
,be encoded by a single gene or cluster
of genes, whereas toxins of other
chemical structure would not. (See

lines 8, 9, 10. 11, 12, 16, 17, and 19.)
*For several categories of experiments, it is proposed that the investigator have the option of working at
P2+EK1 or PI+EK2 rather than the
P2+EKI levels previously specified.
This again reflects confidence in the

EK2 systems. (See lines 7. 14, and 15.)
*The lowering of containment for
experiments with rigorously characterized clones free of harmful genes
has been revised to provide more flexi"billty. Under the PRG-RAC, Institutional Biosafety Committees (IBC's)
would be able to lower containment by
a single level The IBC should consider
the purity, extent of characterization,
and harmlessness of the clone before
allowing such lowering. Reduction of
containment by more thlan one level
would require approval by NIH. Under
the 1976 Guldelines, NIH had the
option of lowejing containment down
to certain specified levels or not lowering it at all. The PRG-RAC would
allow NIH to consider all available

data for the clone and to lower containment accordingly.
Alternatives: Public Commentators
During the development of the original Guidelines in early 1976, Part TII
was the section most commented
upon. There was also -much comment
on this section in the PRG-RAC.
Many of the issues raised, however,
did not address the specific proposals
to alter the containment levels but
more general topics, such as the need
for a rationale for each of the
changes.
Rationale
A number of commentators asked
that the rationale for the classification of permissible experiments be elucidated. Concern was expressed that:
o It was difficult for a layman to understand the entire section on permissible experiments because the rationale is not detailed in either the current Guidelines or the PRG-RAC;
o The whole categorization s dependent upon investigatorial confidence rather than documented fact;
and

e The quantification of containment
levels, the means whereby they were

decided, and the rationale for raising
and lowering them is not clear.
In general, the classification is somewhat arbitrary. It depends in large
part on the scientific judgment of the
RAC rather than on demonstrable
risk, because there Is in fact no actual
scientific evidence that there is a
hazard in any recombinant DNA experiment. The rationale for classifying
recombinant DNA experiments at several containment levels was explained
in the "Decision of the Director, National Institutes of Health, To Release
Guidelines for Research on Re- combinant DNA Molecules," which was
published along with the current
Guidelines in the FunzDRAL REGisTER on
July 7, 1976 (page 27908), as follows:
The guidelines assign different levels of
containment for experiments in which DNA
from different sources is to be introduced
into an F. col X-12 host-vector system- The
variation is based on both facts and assumptions. There are some prokaryotes (bacteria)
that constantly exchange DNA with F. col.
Here It is assumed that experimental conditions beyond those obtained In careful. routined microbiology laboratories are superfluous. because anX exchange experiments
have undoubtedly been performed already
in nature.
In every instance of artificial re- combination. consideration must be given to the possiblty that foreign DNA may be translated
into protein (expressed), and also to the possibility that normally repressed genes of the
host may be expressed and thus change, undesirably, the characteristics of the cell It
is assumed that the more similar the DNAs
of donor and host, the greater the probability of expression of foreign DNA. or of possible derepresalon of host genes. In those
cases where the donor exchanges DNA with
E.coli in nature, it Is unlikely that recombination experiments will cieate new genetic combinations. When prokaryote donors
not known to exchange DNA with E. coi in
nature are used, however, there Is a greater
potential for new genetic combinations to be
formed and be expressed. Therefore It is required that experiments involving prokaryotic DNA from a donor that Is not known to
exchange DNA with E. coli in nature be carried out at a higher level of containment
Recombination using prokaryotic DNA from
an organism known to be highly pathogenic
is prohibited.
There are only limited data available concerning the expression of DNA from higher
forms of life (eukaryotes) in E. Coll (or any
other prokaryote). Therefore, the containment prescriptions for experiments inserting eukaryotic DNA into prokaryotes are
based on risks having-quite uncertain probabilities.
On the assumption that a prokaryotic
host might translate eukaryotic DNA. it is
further presumed that the product of that
foreign gene would be most harmful to man
If It were an enzyme, hormone, or other protein that was similar (homologous) to proteins already produced by or active in man
An example is a bacterium that could produce Insulin. Such a "rogue" bacterium
could be of benefit if contained, a nuisance
or possibly dangerbus if capable of surviving
in nature. This is one reason that the
higher the phylogenetlc order of the eukar-
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yote, the higher the recommended contain- mutation(s) introduced during its labo- stringent or too lax. Those arguing the
ment, at least until the efficiency of expres- ratory passage," but different strains former position maintain that the
sion of DNA from higher eukaryotes in pro- of JK-12 with different histories may RAC did not relax the Guidelines
karyotes can be determined.
enough, because all the experimental
not all be similarly enfeebled.
Further, it was claimed that the fail- evidence gathered and analyzed in the
The structure of the classification
for permissible experiments is based, ure to convert iK-12 to a pathogen by past 2 years indicates that the initial
therefore, on the scientific assump- the use of certain plasmids or Salmo- fears concerning the potential hazards
nella genes is not definitive. To be de- were severely exaggerated. It was also
tions governing potential risk. It
should be emphasized that although a finitive, we must have the detailed pointed out that recombinant DNA exwide variety of recombinant DNA ex- nature of the mutations in K-12 that periments not allowed under the curperiments have now been performed
"prevent the expression of pathogeni- rent NIH Guidelines are proceeding
for over 5 years, in hundreds of labora- city." Also, it was noted that there is with the approval of responsible natories throughout the world, no case no way to assess the absolute risk asso- tional committees in a number of Euof hazard has been demonstrated.
ciated with these experiments, and ropean countries.
Those concerned that the PRGPart IM of the Guidelines assigns to
that it is important to assess the poeach specified class of experiments a tential harm not only to man but to RAC were too lax point to the inadelevel of physical containment and a plants, animals, and the environment. quacy of experimental data for a
level of biological containment at
Another commentator urged that sound evaluation of the potential
which the experiments shall be per- this section of the Guidelines be sup- risks. And they argue that a recombinformed. As noted before, there is a 4-5 plemented with evidence from the Fal- ant DNA experiment permitted under
log -protection in going from P1 to P3 mouth conference to show that the less stringent safety conditions in
or from P3 to P4. For biological con- potential risk is minimal. A commenta- Europe is irrelevant to the establishtainment, there is the criterion for the tor cited the potential risk on the basis ment of standards In the United
HV2 system that the chances of the that "virtually any highly conserved States.
One of the comments at the Decemrecombinant DNA escaping, either via physiologically
active
eukaryotic
survival of the organisms or via trans- protein * * * or fragment
thereof ber 1977 DAC meeting was that "the
mission of recombinant DNA to other could be highly toxic when introduced NIH Guidelines do not adequately
organisms, should be less than 10-8 (1 out of context by a bacterium which deal with the use of recombinant DNA
in 100,000,000) under specified condi- received the appropriate gene in a re- in plants * * *."Other commentators
tions.
combination experiment." This criti- expressed similar sentiments, including the suggestion that "a subcommitCommentators said that the revi- cism of E. coli K-12 does not detract
sions did not bring the Guidelines any from the scientific knowledge over the tee be formed to deal with plantd and
closer to establishing absolute levels of
past two years of the great safety of plant pathogens and make specific recommendations for revision of the
hazard. It was brought out, however, -this system. The evidence is presented
that in the use of E. coli K-12, a level
in detail in the following section, "En- Guidelines." In response to this, a
of no risk is neared. Data presented at vironmental Impact of the Proposed Workshop on Risk Assessment of Agrithe Falmouth. Conference indicate Action."
cultural Pathogens, composed of disthat it is essentially impossible for E.
Different strains of K-12 with differ- tinguished American plait patholocoli K-12 to be transformed into a ent histories may not all be similarly gists, was held on March 20-21, 1078
wild-type pathogen. An E. coli K-12 enfeebled, and failure so far to convert (as announced on March 6 in the Ftmcontaining toxic genes through recom- K-12 to a pathogen does not prove it EAL REGISTMr). Sponsored by the U.S.
bination could present a risk, for ex- can never happen. However, the safety Department of Agriculture, the Naample, to the laboratory worker who of E. coli K-12 has been clearly shown, tional Science Foundation, and the
ingested it. But it would only be a risk and there is no need to limit or specify National Institutes of Health, the
to that person.
particular strains for EK1. After 30 report of the Workshop is Appendix a
Harmful genes will have a very low years of work with many different
to this document. The report was preprobability of being transfered from E. strains, there is still no known patho- sented to the RAC at Its meeting of
coli to another organism. For exam- genic E. coli K-12 strain. Thus, there April 27-28, 1978, and was unanimous.
ple, the plasmids at the HV2 level are is presumptive evidence that all K-12 ly endorsed with certain minor amendengineered so that they neither self- strains are safe. They are well suited ments. These recommendations, with
transfer, nor transfer when another for laboratory experiments because certain additional minor amendments,
plasmid induces conjugation. Current
they take up DNA easily, but their cell have been incorporated into the PRGwork Is designed to determine the wall makes them unsuited to compete NIH.
probability of E. coli K-12 as a host in nature with wild-type E. coli.
Two new paragraphs have been intaking up plasmids from the environStill, it is impossible to refute the serted at the beginning of Part III of
ment that can then receive the recom- criticism that absolute conclusions as the PRG-NIH. The first reminds the
binant DNA molecules from the engi- to risk have not been reached. There is reader to consult Part I, "where a listneered plasmid. Recent data indicate always one more experiment to be per- ing is given of prohibited experiments
that the probability is extremely low. formed that would help in analyzing and experiments exempt from these
Thus, it is clear that this host-vector
the safety aspects of any potentially Guidelines." The second is a "general
system offers a high degree of safety hazardous research activity. Two years flexibility clause."
and at present is preferable to any ago the Director, NIH, in releasing the
Insertion of the latter passage was
other.
Guidelines, stated that NIH would recommended by the RAC at Its April
Comments on use of E. coli K-12
proceed with recombinant DNA work 27-28 meeting. It recognizes that the
A number of comments were made in a deliberately cautious manner classification of experiments given in
concerning the use of E. coli host- while simultaneously evaluating all Part III will necessarily be imperfect
vector systems. One commentator
the evidence pertaining to the poten- as investigators in,the future devise
stressed that because E. colt K-12 is tial risks. That statement is reaf- ways to conduct recombinant DNA research which are not currently forecurrently a "poor" pathogen does not firmed.
seen and therefore not explicitly conmean that one or two genes might not
Generalclassification
sidered in the Guidelines. Also, new
convert it to a "good" pathogen. The
There was disagreement expressed data may become available showing
enfeebled nature of E. coli K-12 "is
over whether the PRG-RAC were too that certain experiments are clearly
presumably
the
consequence
of
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more (or less) safe than seen at this
time and that the currently assigned
containment level should be changed.
Therefore the inserted passage states
that "changes in these. levels for specific experiments (or the assignment
-oflevels to experiments not explicitly
considered in this section) may be expressly approved by the Director, NIH,
on the recommendation of the Recombinant DNA Advisory Committee."
.Permissibleexperiments using E. Coli
,K-12 host-vector-systems
Eukcarotic DNA Sources. There was
disagreement over those provisions in
the Guidelines that allow the princlpa! investigator to choose between two
combinations of containment proce-dures. In several instances, for example, one is permitted to use P2+-EKI
or PI+EK2.
This flexibility provision was endorsed by some commentators but
questioned by others. It was discussed
above in Part H. This concept of investigator flexibility is not a new one; it
was allowed under the original Guidelines. Based upon events of the -past
two years, the RAC merely proposed
that the prihciple be extended to certain specified additional cases where
they believe it appfopriate. 'Included
in the PRG-NIH are all such specific
cases of flexibility recommended in
the PRG-P.AC.
On the other hand, in certain other
specific cases (e.g., DNA from birds),
the PRG-RAC recommended that the
containment level be P2+EK2, without the option of P3+EK1. Certain
commentators urged that in all cases
where the containment level of
P2+EK2 is given, the option of
P3+EK1 be allowed. However, the
RAC -felt that in view of their increased confidence in the biological
containment offered by the EK2
system, P2+EK2 -offers more containment than P3+EK1, and that

-P2+EK2 without

the

option

of

P3+ EK1 should be the containment
level for certain specified classes of experiments. Therefore, there is specified in the PRG-NIH the containment
levels of P2+EK2 without the option
of P3+EK1 in every case where it appeared in the PRG-RAC.
Discussed below and in the accompanying '"Decision" document is the reassessment which was made of the cloning of viral DNA into E. coli X-12 at
the Ascot Workshop and the April 6-7,
1978, Working Group meeting that en-dorsed the Ascot eport. The RAC at
its April 27-28 meeting unanimously
endorsed the Working Group report
lower -containment
recommending
levels for deliberate cloning of viral
DNA into E. coil K-12. One of the reasons given originally for the higher
containment level for shotgun experiments involving primate DNA into E.

voli K-12 was the possible inadvertant
cloning of viral DNA. In view of their
recommendation of lower containment
-for deliberate cloning of viral DNA
into E. coli K-12, the RAC on April
27-28, 1978, reconsidered primate shotgun levels and voted unanimously for
new language as follows: '"rimates.
P2 physical containment + an
host-vector. Any lowering of containment below these levels (Ie., for purified DNA or characterized clones)
cannot be made solely by an institutional blosafety committee but re-quires NM approval." This new language is inserted n the PRG-NIH, as
well as a similar lowering of containment for shotgun cloning of coldblooded vertebrate DNA into E. coil
K-12.
Prokaryotic DNA Sources. In the
1976 guidelines the section dealing
with shotgun experiments In which
prokaryotic DNA s inserted into E.
coli K-12 was subdivided into two
parts-Trokaryotes That Exchange
Genetic Information with E. coli" and
'Prokaryotes That Do Not Exchange
Genetic Information with E. coil" In
.the PRG-RAC it was assumed that all
prokaryotes that exchange genetic information with E. colt would be
exempt from the guidelines by appearing on the 'list of non-novel exchang-ers." Therefore, the PRG-RAC the
section dealing with these experiments
actually considered only prokaryotes
that did not exchange genetic information with E. colt The problem with
this approach was discussed by commentators, focusing especially on the
case of Agrobacterium tumefaciens. It
meant that a proikaryote which exchanges genetic information with E.
coli, and was therefore properly assigned a low containment level under
the 1976 guidelines, would under the
PRG-RAC either appear on the list
and be exempt from the guidelines or,
if not appearing on the list for some
reason, would require in some cases a
higher containment. This was not the
intent of the RAC. Therefore, the
RAC agreed at their April 27-28 meeting that language should be reinserted
into the PRG-NIH covering prokaryotes that exchange genetic information with E. coli but do not appear on
the list, and this has now been done.
For prokaryotes that do not exchange genetic Information with E.
coli the PRG-RAC proposed that

P3+EK2 containment. The RAC at
their April meeting agreed with the
-commentators. Accordingly, this section of the PRG-NIH has been rewritten.
The EMBO Standing Advisory Committee on Recombinant DNA Research recommends that the containment level for all experiments involving the insertion of novel nonpathogenic prokaryotic DNA into E. coli K12 be PI+EK1. Acting conservatively,
the Director has retained in the PRGNIH the levels of P2+E.K or EK2 for
nonpathogenlc prokaryotes that do
not exchange genetic information with
E. coMi
The PRG-RAC received shbstantial
criticisms for Identifying all agents
classified as class 2 in the CDC's publication "Classification of Etiologic
Agents on the Basis of Hazard"
(fourth edition, July 1974) as being
pathogenic for the purpose of assigning containment levels. Several commentators stated that many of the organisms so classi ed were harmless
and that others were of such low pathogenicity that severe safety precautions were unwarranted. It was also
pointed out that the pathogenicity of
an intact microorganism and the conjectural hazard of a piece of DNA
from such an organism with E coli K12 were quite different matters. The
suggestion of these commentators has
been accepted, and thus footnote I has
been added to the PRG-NIH. This
gives NIH the authority, upon the recommendation of the RAC, to consider
certain class 2 agents as class 1 for the
purpose of these guidelines.
Plasmid, Phage, and Virus DNA

Sources. Many of the commentators

agreed that both the original guidelines and the PRG-RAC were overly
stringent with regard to virus eperiments. In commenting on the PRGPAC, the EMBO Staniding Advisory
Committee on Recombinant DNA Research wrote, "The EMBO Committee
believes that the containment categorization of experiments with%animal
virus DNA's which is proposed by the
NIH Advisory Committee is too indiscriminate and excessively stringent
considering the proposed classification
of experiments with other classes of
DNA and the longstanding, accepted
safety precautions for handling intact
virus particles and viral nucleic acids
0 * *." The EBO Committee proPI+EK2 or P2+EK1 conditions apply posed (1) that experiments with viral
only in cases of extensive characteriza- DNA be considered on a case-by-case
tion and RAC approval. A number of basis or (2) that a detailed set of reccommentators objected. Some felt ommended categories for such experithat experiments involving non- ments be produced.
A Joint United States-EMBO Workpathogehil prokaryotes should be conducted at these lower levels without ship To Assess Risks for Recombinant
extensive characterization or RAC ap- DNA Experiments Involving the Genproval, and others argued that plant omes of Animal, Plant, and Insert Virpathogens should not be included with uses was held in Ascot, England, on
CDC class 2 agents as requiring 'January 26-28, 1978. The workship
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was attended by 27 distinguished virologists and other scientists from the
United States, the United Kingdom,
West Germany, Finland, France,
Sweden, and Switzerland. A report was
published in the FEDEAL REGISTER on
March 31, 1978 (43 FR 13748) and constitutes appendix E to the present document. The "Ascot Workshop" concluded:
The probability that K12 organisms carryIng viral DNA inserts could represent a significant hazard to the community is so
small as to be of no practical consequence
* * *. Viral genomes or fragments thereof,

cloned In E. col K12 using approved plasmid or phage vectors pose no more risk than
work with the infectious virus or Its nucleic
acid and in most, if not all cases, clearly
present less risk. In fact, the workshop participants agreed that cloning of viral DNA
In E. coli K12 may provide a unique opportunity to study with greatly reduced risks
the biology of extremely pathogenic and virulent viruses.
On April 6-7, 1978 (as announced in
the Mar. 17 FEDERAL REGISER), an
RAC-sponsored working group composed of distinguished American microbiologists met to review the report
of the Ascot Workshop. The report of
this working group is appendix F. The
group unanimously endorsed the
Ascot report with certain minor
amendments. Their report was presented to the RAC, was unanimously
accepted, and has been substantially
adopted in part III of the PRG-NIH.
Characterized and Purified Clones.
Concern was expressed by several commentators about the revisions in the
PRG-RAC which would allow the
local IBC (with notification to be sent
to NIH) to reduce either the biological
or physical containment level by one
step If (1) the DNA is 99-percent purified and shown to be free of harmful
genes before its insertion into a recombinant molecules or (2) the clone replicating the DNA is rigorously characterized and free of harmful genes. In
the original guidelines, the reduction
in case (2) could only be done with
prior NIH approval.
There was support from several commentators for the changes in this subsection. The rationale is explained in
the PRG-RAC and the PRG-NIH:
Many of the risks which might conceivably arise from some types of recombinant
DNA experiments, particularly shotgun experiments, would result from the inadvertent cloning of a harmful sequence. Therefore, in cases where the risk of inadvertently cloning the "wrong" DNA is reduced by

prior enrichment for the desired piece, or in
which a clone, made from a random assortment of DNA's, has been purified and the
absence of harmful sequences established,
the containment conditions for further
work may be reduced.
Some commentators noted the ambi-"
guity and difficulty attendant in the
phrase "free of harmful genes." The

aforementioned EMBO Committee reports that "several national guidelines
for recombinant DNA research state
that containment measures may be relaxed once a cloned DNA fragment
has been biochemically characterized
and shown to be free of harmful genes
(NIH guidelines) or devoid of any
known
pathogenic
characteristic
(French guidelines). The EMBO Committee believes the latter to be a more
feasible requirement, but neither can
readily be met, and the committee
finds it difficult to suggest what sorts
of experimental tests might be devised
to meet these requirements."
The terms "characterized" and "free
of harmful genes" are unavoidably
-vague. However, footnote 3 of the
PRG-NIH goes on to list five types of
data which should be considered in
making this determination.
Some commentators were also concerned that this granting of additional
authority to the local IBCs for singlestep lowering in containment levels
might introduce variability in the application of the guidelines. NIH,
having considered that possibility, has
decided that the principle of promoting local involvement in the implementation of the guidelines outweighs the
difficulties that may be encountered
in this process. In an effort to minimize these problems, NIH has (1) attempted to make all parts of the
guidelines as clear, specific, and unambiguous as possible and (2) expanded
the "roles and responsibilities" section
to outline functions and responsibilities in greater detail.
Also, the guidelines require that the
Office of Recombinant DNA Activities
at the NIH be notified in writing of
such an action. A mechanism is therefore in place to insure that such actions proceed with an acceptable
degree of uniformity.
The question was raised whether a
clone of which the containment level
was lowered by the IBC at Institution
X may, after shipment to Institution
Y, be used at the lower level without
review by Y's IBC: It has clearly been
the intention of both the RAC and
NIH that the EBC at the receiving institution must approve the reduction
in containment for the handling of the
clone in such a situation. The investigator at the receiving institution, however, must handle the clone at the
higher level until such permission is
granted.
One commentator urged that prior
cloning be accepted as a technique for
the purification of DNA molecules
before their reinsertion into a recombinant molecule. The PRG-RAC specified that purification must be
achieved "by physical or chemical
techniques." The criterion for the
single-step reduction in containment
levels in this situation is that the DNA

preparation be 99-percent pure. There
is no reason, the commentator held, to
restrict the means by which such purification is dttained. This suggestion
has been accepted. The words "by
physical and chemical techniques" following the work "purified" have been
stricken from the PRG-NIH, better
serving the needs of the Investigator
without reducing the margin of safety
to the public and the environment.
One commentator noted that the
PRG-RAC might be interpreted as allowing a single-step reduction in containment levels for purification of the
DNA before Its insertion into a recombinant molecule, and a further singlestep reduction in containment once
the same molecule has been cloned.
This was not intended. Therefore,
clarifying language has been added in
the PRG-NIH stating that an IBC
"may give approval for a single-step
reduction in physical or biological containment on receipt of evidence of
characterization of a clone derived
from a shotgun experiment* * *."
PermissableExperiments With Eukaryotic Host-Vectors
Viral Vectors. A number of commentators felt that the stringent containment conditions required, both in the
original guidelines and in the PRGRAC, for introduction of recombinant
DNA into tissue culture cells, using
viruses as vectors, were unwarranted.
The EMBO Standing Advisory Committee on Recombinant DNA Research wrote:
In experiments involving the Introduction
of foreign DNA into cultured cells of anlmals using DNA viruses as vectors, biological containment is assured by the very restricted permissive conditions for the host
cells; the only routes by which the recombinant molecule might escape are by chance
infection of a contaminating microorganism
or within a viral capsid and the size of the
recombinant molecule may well preclude its
encapsidation * * *.For example, cloning of
mouse DNA using polyoma virus as a vector
and mouse cells as host should not require
precautions more stringent than those routinely used for many years in laboratories
studying polyoma virus infection of mouse
cells and mice. The EMBO Committee finds
the proposals for this class of experiments
in the revised NIH Guidelines not sufficiently discriminating because they would
impose unnecessarily high levels of physical
containment for experiments with many eukaryotic DNA's.
Discussed earlier within the present
document was the ascot Workshop
report (appendix E) and the report of
the Working Group that met on April
6-7, 1978 (Appendix F). The recommendations of the Working Group
have been accepted and incorporated
into the PRG-NIH.
Plant Host-Vector Systems. Dis.
cussed earlier was the Workshop on
Risk Assessment of Agricultural Pathogens, held on March 20-21, 1978,
under the sponsorship of USDA, NSF,
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and NIH. This section of the PRG- missIble experlements, a table Is proNIH has been rewritten on the basis of vided outlining the containment levels
the Workshop report (see Appendix G given in the current guidelines, the
of the present document).
PRG-RAC and the PRG-IH (see
Fungal or SimilarLower Eukaryotic App. A). To assist further in the conHost-Vector Systems. Both the 1976 sideration of experiments under the
Guidelines and the PRG-RAC used guidelines, NIH reviewed all experithe same short paragraph for this sec- ments supported by NIH as of Decemtion, giving little detail, because they ber 15, 1977, and characterized them
noted "the development of these host- in. a comparable table (see App. B).
vectors is presently in the speculative This shows the containment levels restage:' Since that time a specific host- quired foi4 these experiments under
vector system of this class has been the current guidelines, the PRG-RAC,
developed-namely,
Sacharomyces and the PRG-NI.
cerevisiae (baker's yeast)-and other
The major areas where changes have
simila:r systems maysoon be proposed. occurred in the PRG-NIH Include the
Accordingly, this section of -the PRG- five categories of exempt experiments
NIH has been expanded to give more and those other classes of experiments
specific instructions on appropriate for which containment levels are lowcontainment levels.
ered. Many of the experiments under
the current guidelines would be
Synthetic DNA
exempt under the 'Exemptlons" secBecause synthetic DNA is now ex- tion of the PRG-NIH, Including those
plicitly included in the PRG-NIH (as in which recombinant DNA molecules
discussed in Part I of this document), are not In organisms or viruses, are
it was necessary to add language to from a single nonchromosomal or viral
Part IM of the PRG-NIH detailing the source, or are from species that exoappropriate containment levels for change DNA by known physiological
these experiments. The RAC at its
processes. These exemptions are promeeting on April 27-28, 1978, approved posed because evidence has led to the
such language, and it has been insert- conclusion that the experiments pose
ed in the PRG-NIH.
no significant risk to health or the environment.
ProposedAction: Environmental
Permissible experiments Involving E.
Impact Assessment
coi K-12 as a host-vector system In
Discussed in the Director's "Deci- the PRG-NIH may generally be done
sion ' accompanying the original at lower levels of physical and biologiGuidelines and in the Environmental cal containment. A basis for this Is the
Impact Statement on their release abundant scientific evidence that E.
arecoi IK-12 cannot be transformed Into
*Tthe
containment
safeguards,
a pathogen. (See Pt. 311 of this docuphysical and biological, that protect ment for a summary of the scientific
the laboratory worker, the general information on the safety of this hostpublic, and the environment;
vector system.)
eThe criteria for assessing the possiAnother reason for reducing conble dangers from experiments involv- tainment levels when eukaryotic DNA
is inserted "shotgun" into E. colt K-12
ing recombinant DNA molecules; and
*The criteria for matching the as- is new knowledge obtained only resessed possible dangers of individual cently concerning the significant difexperiments with the appropriate ference between prokaryotes and eusafeguards.
karyotes In the way proteins are synIt was these criteria for the selection tlesized. This newly discovered pheof
"intervening,"
or
of safeguards that guided the delibera- nomenon
tions of the Recombinant Advisory "spacer," sequences In eukaryotic
Committee .in proposing physical and DNA (1) is discussed In footnote 13 to
biological containment levels for cer- the "Introduction and Overview" of
tain classes of experiments. These cri- the accompanying decision document.
teria were also the basis for recom- It makes the expression of eukaryotic
mendations by the scientific -work DNA inserted "shotgun" into E. colt
groups on plants and viruses upon K-12 using "nonengineered" plasmids
which the RAC made further recom- less likely than had been postulated 2
mendations in :April 1978. The basic years ago before the phenomenon of
structure of classification for jpermissi- "intervening" sequences in eukaryotes
ble
experiments
is
maintained was discovered.
throughout the PRG-NIH.
In the PRG-NIH, containment levels
That structure is based on the host- have been significantly reduced for
vector system and the source of the the use of viruses as vectors and as a
DNA. The E. coli K-12 host-vector source of DNA for Insertion Into E.
system is considered first, then other coli K-12. The basis for this was the
prokaryotic host-vector systems, then strong-support at the public hearing In
eukaryotic host-vector systems. To December 1977 for a scientific analysis
assist the reader in comprehending on the usie of viruses in these experithe structure of the guidelines for per- ments. As a result, a meeting spon-

sored by NIH and the European Molecular Biology Organization, held in
Ascot, England, January 1978, provided a rationale for reconsidering
containment levels for recombinant

DNA experiments involving viral DNA.
On the basis of the NIH/EMBO report
and a workshop supported by the NIH,
the RAC at its April 1978 meeting recommended a complete revision of the
sections of the guidelines dealing with
viral DNA that is largely reflected in
the PRG-NIH. The bases for these revisions are explained in detail in the
reports of the Ascot conference and
the NIH working group which appear
In Appendices E and F. The Ascot con-

clusions relating to the Insignificance
of the hazard associated with viral

DNA inserts In E. colt Y-12 are quoted
on page 108.
Few recombinant DNA experiments
have been conducted with viral DNA,
since the overly stringent containment
levels of the current guidelines greatly
inhibited their use. Under the PRGNIH, such work would be carefully
monitored to Insure that any new information on safety or risk were quickly reviewed and any appropriate
amendments to the guidelines were
made.
Another major area where containzhent levels have 'been reduced involves experiments with plant DIA.
At the December public hearing of the
Advisory Committee to the Director,
NIH, scientists from the agricultural
community strongly recommended
that the guidelines pertaining to experiments with plants be reviewed. In
February, NIH, USDA, and NSF convened a meeting of plant scientists,
who made a number of recommendations to the RAC. The RAC's recommendations from its .April 1978 meeting are reflected in the PRG-EIL
Few NIH experiments are in this area,
and developments will need to be
closely monitored by the NSF and
USDA to determine what work is
being done. Again the recommendations comport with safety requirements to assure no significant risk to
health or th6 environment.
In effect, all of the recommendations for permissible experiments and
for those exempt from the guidelines
are based on new scientific findings or
on reassessment of previous information. Evidence Indicates that work
should proceed because many xecombinant DNA molecules produced in
laboratories mimic those already present in nature. The PRG-NIH focus on
areas of experimentation thaV need
special attention for the possibIlity of
potential hazard. Work in progress
that is expected to yield valuable new
information will need to be monitored-for example, experiments in
which "engineered" systems should
permit Intentional expression of go-
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netic functions. the current revisions
intend to remove as a focus of attention the type of project that does no
more than mimic nature and to permit
serious attention to new developments
that would further the expression of
new genetic functions.
All the accumulated evidence on experiments permitted under the guidelines indicates that the proposed revisions would have no significant environmental impact.
The categorization of experiments is
based on several premises, as explained in the 1977 environmental
impact statement. Shotgun experi-"
ments with DNA from primate sources
require containment because they involve genes that might function in
humans with untoward effects. Containment levels, however, have been
lowered here because the concern
about a hazard from pathogenic viral
DNA's residing in primate tissue has
been largely laid to rest in the viral reports. Alternatives in the use of physical and biological containment are
provided in a number of cases on the
premise that the greater the containment afforded by the host-vector
system, the lower the physical containment needed. Requirements continue to be more stringent when the
source of foreign DNA is known to be
pathogenic or toxigenic, or might be
infected with a pathogen, or is known
to make harmful products.
For shotgun experiments when the
source of DNA is prokaryotic organism, the guidelines specify containment levels according to whether the
organism is known to recombine genetic information with E. coi in nature.
Many of the experiments involving exchangers are now exempt under Exemptions I-E-4 in the PRG-NIH. The
lowering of containment recommendations for those experiments in which
the source is a prokaryote that does
not naturally exchange genetic material with E. coli reflects the safety in
the use of E. coli K-12. Scientific information over the past 2 years shows
that recombinant DNA experiments
are most unlikely to create new genetIc combinations never tested by nature
and that the possibility of transforming E. coli K-12 into an epidemic pathogen Is virtually nil.
In the case of a clone that has been
rigorously characterized and is free
from harmful genes, the safety is such
as to permit provision for actions by
the local biohazard committee rather
than NIH. Purification greatly reduces
the potential for growth of a hazardous organism, and the containment requirements should be correspondingly
lower.
The changes in the eukaryotic hostvector systems reflect in large part the
recommendations concerning work
with viruses and plants. As noted in

the original EIS, recombinant DNA Background on the use of E, colf tC-12
experiments here involve the use of
in recombinantDNA experiments
systems in which the host cells have
Escherichia celf designates a range
little or no chance of escaping from of bacterial strains. Each Is adapted to
the laboratory as an E. coli cell might. live in a certain habitat. Its habitats
New scientific information indicates are found primarily in the vertebrate
that a variety of organisms, such as gut, and it cannot long survive elsethe lower eukaryotes fungi and yeast, where-for example, in sewage.(2)
Some strains are pathogenic, causing
may be useful hosts for experiments
with recombinant DNA's; and useful disease in the gastrointestinal tract of
vectors are now becoming available for man or other animals. (3,4) One strain
of E. calf, called,"K-12," has been used
these systems. Hence, this section of
in laboratory experiments for over 50
the guidelines has been expanded to
detail safe use of these systems. In ad- years. (2) It is not known to have ever
disease.(3)
dition, because of the ability to use caused
K-12 became the favorite organism
synthetic DNA in recombinant DNA for genetic research because It reproexperiments, a new section has been
duces rapidly and thrives under conadded to the PRG-NIH to specify safe trolled laboratory conditions. No living
containment levels for this research.
creature is knowh more thoroughly.
NIH has been mindful of the con- Its single chromosome can be easily
cerns of those who requested that the -manipulated by genetic means, permitEIS on the original guidelines contain ting its gene structure to be mapped.
further information on individual ex- This work has greatly advanced underperiments. We have tried to meet that standing of how genes express and regneed by the analysis provided in this ulate inherited characteristics.
The chromosome of K-12 Is a circusection and in Appendix B.
lar molecule of DNA with about 4 milAt the public hearing on the PRG- lion subunits. These compose 3,000 or
RAC in December 1977, some critical 4,000 genes, of which about 650 have
comments were directed at NIH's EIS been identified and assigned locations.
on the original guidelines. Most of the (5) An arc of the genetic map of E. colf
comments centered on NIH policies K-12 is shown beloW.(5)
vis-a-vis permissible experiments. An
The NIH guid6lnes limit the vast
analysis of those comments appears as majority of recombinant DNA experiAppendix C.
ments to the use of E. colt K-12 as
host for the foreign genes. This is beBecause of the critical importance of cause the unaltered organism Is nonE. celiK-12 in recombinant DNA re- pathogenic and well known in Its natusearch, an assessment of the use of ral properties-both factors lending
this organism in recombinant DNA ex- confidence that it can be handled
periments follows.
safely.
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There are. those, however, who view
the ubiquity of E. coli in vertebrates
as an argument against the use of even
the K-12 strain as a host for foreign
DNA. Concern has been expressed, for
instance, that the bowels of persons on
anitbiotics, ill persons, human infants,
or members of other species may be
susceptible to' colonization.(7) Moreover, if E. coli K-12 can survive in a
person or animal, it might confer genetic characteristics to hardier bacterial inhabitants.
Scientists engaged or interested in
recombinant DNA research have addressed these concerns in three waysfirst, through guidelines specifying
practices and conditions of containment for experiments classified according to the presumed hazard;
second, through attempts to develop
safer hosts and vectors; and third,
through risk-assessment studies. The
results of a workshop held in June1977 at Falmouth, Mass., to evaluate
the potential risk of recombinant DNA
experimentation with E. coli K-12 will
be discussed below.
The Evidence That E. Coli K-12 Is
Nonpathogenic. The laboratory varients of K-12 permitted in recombinant DNA experiments have never been
reported to cause disease, even in laboratory workers. K-12 has been grown
in large quantities-up to hundreds of
liters containing as many as a trillion
bacteria. These cultures have been
produced in countless laboratories the
world over, and under containment
conditions lower than the minimal
ones in the NIH guidelines. K-12 has
none of the properties generally associated with pathogenic bacteria.(8-15)
It does not* survive and multiply readily in
natural environments.
* spread from animal to animal or
plant to plant,
* multiply readily on body surfaces
or intestines and lungs,
* penetrate animal cells or spread
through animal bodies,
* produce a toxin or otherwise alter
other living things to cause disease, or
* resist normal body defense mechanisms.
Even after as many as 10 billion K12 organisms have been ingested, their
multiplication in normal humans is
only transient, and after'a time none
can be recovered.(10, 11, 12, 14) Thus,
K-12 does not establish itself as a permanent resident of human beings. On
the other hand, 'K-12 can reside under

abnormal conditions, as during antibiotic therapy.(16)
A micro-organism, in order to cause
disease, must have the genetic capability to do so, as well as the ability to establish itself in the body. It is difficult
to conceive how K-12, itself nonpathogenic, could become pathogenic as a
result of genetic manipulation. Highly
attenuated, It is known only to Inhabltat the biological laboratory.
Even when genetic determinants of
pathogenicity in other E. colt strains
were introduced nto K-12, no Instance
of capacity to induce diarrheal disease
or urinary tract Infection could be detected.(14, 15) The workers conclude
that the inadvertent transformation
of K-12 into a highly pathogenic form
by the introduction of a single fragment of foreign DNA Is highly unlikely.(15) Indeed, the number of characteristics that a microbe must have in
order to cause disease Is believed to be
great, not to mention additional characteristics needed to produce an epidemic.(1 7)
Transferof ForeignDNA from E. coi
K-12. While it would appear Impossible to render E. coli K-12 pathogenic
by the Introduction of foreign DNA,
there Is still to be considered whether
the inserted fragment could be transmitted to another bacterium with
which the K-12 comes in contact, including other strains of E. colt Such a
transmission might convert the recipient into a pathogen or render a pathogen more viable. The case of plasmid
vectors is considered first.
Plasmids are intracellular particles
composed of DNA and not dependent
on chromosomes f6r their replication.
Hence, they can be used as vectors, or
vehicles, for transporting foreign DNA7
into the bacterial host. where they
multiply and propagate the genes they
bear. Certain plasmids (called "conjugative") are inherently able to migrate
from one bacterial cell to another.
These are prohibited for nearly all recombinant DNA experiments. Only
plasmids not capable or barely capable
of spontaneous Intercellular migration
("nonconJugative") may be used.
The nonconJugative plasmid's ability
to migrate Is augmented If the cell
harboring it is invaded by a conjugative plasmid, which may confer this
property, Then even the non- conjugative plasmid may become a potential
DNA-bearing invader. It has been calculated, however, that the chance of
this occurring with certain K-12 plasmid systems is less than 1 in 1015 (10
quadrillion) K-12's surviving per day

in the intestine of warm-blooded animals.(13, 14) The probability is even
lower in sewers, sewage treatment
plants, and waterways. It should be
noted that since most of the estimates
of probability are based on data obtained under laboratory conditions.
animal ahd human feeding studies are
needed to verify the predictions.(8)
Consideration must also be given to
the question of transfer of foreign
DNA from the initial K-12 host to
other bacteria by means of bacteriophage vectors. Bacteriophages are viruses that infect only bacteria. They
could escape the laboratory either as
mature Infectious particles or in bacterial hosts in which the phage DNA is
carried as a plasmid or within the
DNA of the cell.
The survival of phage DNA when released as Infectious particles depends
on their stability in nature, their infectivity, and the probability of effective encounters with naturally occurring E. coli. The bacteriophage used in

recombinant

DNA

experiments

is

known as lambda.It Is considered very
unlikely to survive and to infect resident E. coli in animals and humans,
being highly sensitive to stomach acid,
reluctant to Infect smooth E. coli cells
(the type normally found in the gut),
and susceptible to drying, as would
occur if It escaped into the air. Moreover, E. colt vulnerable to lambda is
uncommon in nature. Infective lambda
Ingested in large amounts (10 , 'br100
billion, particles) could not be detected
in human feces.(19)
Establishement of lambda as a resident of the E coli host cell's DNA is a
well-known example of natural recombination, In certain cases, it is a frequent event, as likely to occur as not.
Hence, this mode of escape would be
the preponderant laboratory hazard.
However, most variants of lambda
used (or under consideration for use)
In recombinant DNA experiments
have a much reduced ability to become
so ncorporated.(20-22) Here the probability drops to 10- 5 or 10-6-1 in
100.000 or 1,000,000.(23-25)
The estimates for containment in
the use of bacteriophage host-vectors,
while not exact, are sufficient to
assure that the probability of transferring a foreign DNA fragment from the
original K-12 host to other bacteria is
remote.
Ability of E. Col K-12 To Survive
and Spread in Nature. Thus far, the
suitability of K-12 for recombinant

DNA experiments has been considered

In relation to its ability to do harm

FEDERAL REGISTER, VOL 43, NO. 146-FRIDAY, JULY 28, 1978

33124

NOTICES

either directly or through transfer of
a foreign DNA fragment to another
bacterial cell. These properties will
depend on the ability of the K-12 to
survive, multiply, and infect other
living organisms. At already described,
K-12 is poorly equipped to survive in
natural environments; but if it should
survive and multiply, it is still unlikely
to Infect living things. E. coli are
seldom spread by aerosols; they are
primarily spread by ingestion of contaminated food and water. Between
106 and 109 (1 million to 1 billion) cells
of pathogenic E. coli are required to
cause disease (12,25). In other words,
at least a million bacteria would be required to' cause disease in a single
person if some K-12 did become
pathogenic.
The guidelines emphasize protection
of laboratory workers because they
are the persons most at risk. They are
also the most likely means by which
recombinant DNA might be spread.
Should a worker carry such agents out
of the laboratory, however, the probability that others would be affected is
still very low, and the risk of a resulting epidemic is virtually nonexistent.
There is abundant evidence for this assertion. It has long been known that
the separation of sewage from'food
and water supplies prevents epideincis
of enteric bacteria such as E. coli.
The following excerpt from a letter
by Roy Curtiss III to Donald S., Fredrickson discusses the K-12 strain of
E. cell in relation to infectivity.(13)
In terms of communicability of E. coli K12, we know that enteric diseases caused by
enteropathogenic E. coli and various strains

of Shigella, Salmonella and Vibrio are transmitted by contaminated food and water and
that manifestation of disease symptoms requires consumption of approximately 1 million bacteria. Such enteric diseases are
seldom spread by aerosols. Indeed, it is well

known, for example, that cages of mice infected with Samonella can be housed in the
same room with uninfected mice which
remain uninfected. The finding that E. coli

cells can be recovered from the nasopharynx of approximately 5 percent of those
humans tested might suggest that aerosol

spread could occur. Such E. coli cells, however, are only intermittently present in the
nasopharynx and are usually found at concentrations too low to initiate an infection
even If they were representative of a pathogenic strain. They most likely get into the
nasopharynx due to poor personal hygiene.
After learning of these observations quite
some years ago, I monitored my nostrils and
skin for the presence of those E. calf K-12
strains I was working with. I was successful
in detecting these strains about 10 percent
of the time when the monitoring was done
at the end of the work day, but never obtained positive results when the monitoring
was done the next morning. I should hasten
to add that my research with E. calf K-12 at
that time involved mouth pipetting and
other aerosol-generating procedures on an
open lab bench: procedures and conditions

which are not permitted by the NIH Guidelines. These results, preliminary as they are,

nevertheless suggest that E. calf K-12 does
not colonize the nasopharynx. Based on

these observations, the fact that E. colf's

normal ecological niche is the colon and the
fact that transmission of enteric diseases.is
by ingestion of contaminated water and

food, 'I doubt that E. coli K-12 could be converted to an air-borne "infectious" agent by
introduction of recombinant DNA. In terms
of the more usual means for spread of enteric pathogens, it is evident tha enteric diseases are bery well controlled in the tlnited
States by sanitary engineering, even though
there have been reports of podr water quality in some parts of the country and higherthan-desired levels of pollution of rivers,
streams, etc. There is however, a concerted
effort to improve biological waste water
treatment and thus lessen pollution and improve water quality. Even if there were a
natural catastrophe such as caused by an

earthquake, tornado, hurricane, etc., It is

unlikely that E. calf K-12 containing recom-

binant DNA could initiate or sustain an epidemic in view of K-12's inability to colonize
and overcome host defense mechanisms.

Seeking a consensus on the matter
of risk assessment in recombinant
DNA .research, with particular reference to the use of E. co'li, the National
Institutes of Health sponsored a workshop in Falmouth, Mass., on June 2021, 1977. In attendance were approximately 50 invited participants and observers, from the United States and
abroad, including experts on all aspects of infectious disease. The following excerpt from a letter by the workshop chariman, Sherwood L. Gorbach,
to Donald S. Fredrickson summarizes
the principal conclusion:
CoNSENsus AcGRzmNr
An important consensus was arrived at by

the assembled group which I felt was of sufficient interest to be brought directly to
your attention. The participants arrived at

unanimous agreement that E. coli K-12
cannot be converted into an epidemic pathogen by laboratory manipulations with DNA

inserts. On the basis of extensive studies already completed, it appears that E. calf K12 does not implant In the intestinal tract of
man. There is no evidence that non-transmissible plasmids can be spread from E. coli

K-12 to other host bacteria within the gut.
Finally, extensive studies in the laboratory
to induce virulence in E. calf K-12 by inser-

tion of known plasmids and chromosomal
segments coding for virulence factors, using
standard bacterial genetic techniques, have
proven unsuccessful in producing a fully

pathogenic strain. As a result of these discussions, It was believed that the proposed
hazards concerning E. coli K-12 as an epidemic pathogen have been overstated. Such
concerns are not compatible with the extensive scientific evidence that has already
been accumulated, all of which provides assurance that E. coli K--12 is inherently enfeebled and not capable of pathogenic transformation by DNA insertions.
The entire letter from Gorbach is
quoted in the NIH environmental
impact statement, part II, appendix
M.(27) The proceedings of the Falmouth workshop on risk-assessment

have been published in the May 1978
Journal of Infectious Diseases.
There remains the question whether
the insertion of a foreign DNA fragment into K-12 will significantly alter
the properties of the latter with
regard to survival and multiplication,
or the ability of the plasmid and bacteriophage vectors to be spread. The
improbability of converting K-12 to a
pathogen has already been discussed.
Changes in ability to survive and multiply would be expected to involve not
only the changes in the X-12 itself, or
the plasmid or bacteriophage, but also
the nature of the environment in
which It finds Itself. The subject is discussed In the section of this document
entitled "Risk and Benefits of Recombinant DNA Research."
Attenuated K-12 Systems Theoretically, the most desirable bacterial recipient of recombinant DNA would be
a species uniquely adapted to carefully
controlled laboratory conditions and
unable to survive or transmit DNA to
other organisms in any natural environment. This means that it should be
unable to establish Itself as a longlived and multiplying resident in or on
living things, or in soil or water. In addition, these properties should not be
significantly altered by recombination
of the bacterium's DNA. The organism
should also, of course, lend Itself to
manipulation for successful execution
of experiments.
No bacterium meeting all these requirements is known. It is possible
that no such creature exists In nature.
Available bacterial systems must be
evaluated for relative safety and utlity, depending on the extent to which
they approach the Ideal. The foregoing summary of knowledge concerning
K-12 and Its known plasmids and bac
terlophages indicates that these systems measure up well with the ideal
criteria, and can therefore be recommended for use in recombinant DNA
research.
The K-12 systems, extant and projected, are known as EK1, EK2, and
EK3, referring to increasing degrees of
attenuation. The guidelines permit the
use of EK for those experiments
whose potential for hazard is regarded
as nil, low, or minimal. ]Tor experiments judged to have a somewhat
higher (though still conjectural) potential for hazard, the guidelines require the further attenuated system
EK2. Here, properties of the K-12 and
the vectors must be so modified as to
minimize the chance of the vector surviving in its host outside the laboratory and migrating to other hosts,
EK3 systems are even stricter, requiring, for example, the use of vectors
that cannot propagate outside the
host. So far, no EK3 systems have
been certified. [In the proposed revised Guidelines (PRG-NIH), the EK
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systems are retained within the broader host-vector systems (HV) classification, providing more specificity.]
Implications of the use of EK2 containment are elucidated in the followIng passage from a paper presented by
Bernard D. Davis at a forum on recombinant DNA held by the National
Academy of Sciences, March 7-9,
1977.(2)
A very large safety factor is added by the
provision in the present guidelines for biological containment. All work with mammalian DNA must be carried out in EK2
strains, which have a drastically impaired
ability to multiply, or to transfer their plasmid, except under very special conditions
provided in the laboratory..The presently
certified EK2 strain has several stable mutational defects (Le.. deletions) that prevent
it from multiplying under the nutritional
conditions of the gut. But the protection
goes much further, and reaches a degree
that is unprecedented in the annals of
man's exploration of potentially hazardous
new materials: this material has been coded
for self-destruction. For example, these
mutant cells require diaminopimelate, a
constituent of cell wall; and without it they
can -continue to grow and expand but
cannot form more wall. and so they quickly
burst. Accordingly, under conditions similar
to those in the gut such an EK2 strain not
only fails to multiply, but less than 1 in l01
cells survives after 24 hours-and It would
be an extraordinarily sloppy laboratory accident that would result in ingestion of as
many as 101 cells. In addition, while the cells
are dying off in the absence of diaminopimelate they are severely impaired In their
ability to transfer plaimids to other, welladapted cells-and this is the important
point for the danger of spreading harmful
genes. Finally, not only the cells but also
the plasmids being used to carry recombinant genes are also weakened mutant derivaties, selected for severe impairment of their
ability to be transmitted from the host cell
to another cell.
We thus, see that, even with a strain
known to carry the gene for a potent toxin,
the production of disease in a laboratory
worker would require the compounding of
two low probabilities: that the strain will
initiate an infection and that it will survive
long enough to cause harm-despite its several disadvantages-that of being a laboratory-adapted strain, that of carrying the
burden of foreign DNA, and that of carrying the very large burden of being a suicidal
EK2 strain.
The criteria for NIH certification of
an EK2 system have been defined and
enlarged during the past year. Extensive data are required and very demanding standards have been set.
Such organisms are being designed
and constructed by NIH contractors
and other interested investigators.
Their use in recombinant DNA experimerits is not allowed until they have
been certified by the Director, NIH,
upon recommendation by the Recombinant Advisory Committee. The NIH
environmental impact statement describes the criteria for certification
and lists the certified EK2 systems as
of July 1977.(28) It should be noted

that the same depth of experience
with K-12 that recommends Its utility
as a host for recombinant DNA experiments is central to the ability to manipulate it for the purpose of Improving its safety.
An important recent paper was published by two British workers, Petrocheilou and Richmond on the absence
of plasmid or E. colt K-12 infection
among laboratory personneL(29) In
testimony before the Subcommittee
on Science.-Technology, and Space of
the Senate Committee on Commerce,
Science, and Transportation, on November 10. 1977, Dr. Oliver Smithies.
professor of medical genetics and genetics at the University of Wisconsin.
interpreted the Petrocheilou and
Richmond results as follows:

Tilghman. S. A., D. C. Tiemeler, J. G
Seidman. B. M. Peterlin, B. Sullivan, J. V
Mazel. and P. Leder (1978). Intervening Sequence of DNA Identified in the Structural
Portion of a Mouse A-Globin Gene. Proc.
Natl. Acad. ScL. 75 (2)-725-729.
Marx. J. L. (1978). Gene Structure: More
Surprising Derelopments. Science, 199.517518.
Weinstock. M. R. Sweet, ?L Weiss, H.
Cedar, and R. Axel (1978). IntragenicDNA
Spacers Interrupt the Ovathumin Gene.
Proc. NatL. Acad. Scl, 75 (3):1299-1303.
Tilghman. S. 1L. P. J. Curtis, D. C. Tiemeler, P. Leder, and C. Weissmann (1978).
The Intervening Sequence of a Mouse 3Globin Gene Is Transcribed Within the I5S
P-Globin mRNA Precursor. Proc. NatiL
Acad. ScL. 75 (3):1309-1313.

Twice weekly for over 2 years these workers tested the feces of five laboratory persons who had been using without special
precautions the laboratory strain of E. colt
called K-12, together with a transmissible
plasmid. Neither the E. colt K-12 nor the
transmissible plasmid was ever found in the
feces during these tests. (Transmissible plas.
mids are naturally occurring circular pieces
of DNA that can replicate inside bacteria
and which, in nature, transfer genes between them.) So, with E. Colt K-12 and a
transmlssible plasmld. the risk of the plasmid or Its host K-12 setting into the feces
and surviving to any appreciable extent is
less than one per laboratory worker per 10
years of lab work, even when no special precautions are taken.
Now, under the NIH guidelines, none of
the even conceivably hazardous experiments
are performed in this type of E. colt, K-12.
Such experiments require a specially weakened strain, Chi 1776, which introduces a
safety factor for survival of greater than
100 million. Chi 1776 has been proven by
tests to survive 100-million times less well
than
3K-12.
"In-addition,
such experiments require the

Proc. Natl. Acad. ScL. 75 (3):1485-1489.

use of a nontransmlssible plasmid which Introduces a safety factor for transfer of the
plasmid to other bacteria of about 100 mrllion.
Let me emphasize again that this type of
work requires a nontransmssible plasmld
that Is, a plasmid derived from a transmissible plasmid by eliminating the mechanisms
for transfer of the plasmid between bacteria.
So the risk of Chi 1776 strain of E. colt K12 surviving In the feces or of the recombinant DNA plasmid being transferred to some
other bacteria becomes less than one chance
per 100,000 laboratory workers working for
10,000 years without special physical precautions.
This Is -what is meant by a "negligible
risk."
When we consider that the guidelines require also very special physIcal precautions,
you can see why I think the risk Is no longer
worth considering.

Tonesawa. S. A. L LMaxam. R. Tizard. O.

Bernard. and W. Gilbert (1978). Sequence of
a Mouse Germ-Lfne Gene for a Variable
Region of an Immunoglobulin Light Chain.
Doolittle. W. P. (1978). Genes in Pieces:
Were They Ever Together') Nature, 272.581-

582.
Williamson. B. (1978). Split Gene Transcription.Nature, 272.753.
Reddy, V. B, B. Thimmappaya. R. Dhar

I. N. Subramanlan. B. S. ZaIn J. Pan. P. K

Ghosh, ?L I,. Celma. and S. M. Weissman
(1978). The Genome of Simian Virus 40. Science. 200494-502.
Leder. P. (1978). Discontinuous Genes. EdItorial in N. Eng. T. of Med., 298 (19)10791081.
(2) Davis, Bernard D. (1977). Epidemi logtcal and Evolutionary Aspects of Research
on Recombinant DNA. In Research with Recombinant DNA-An Academy Forum. National Academy of Sciences, Washington.
D.C., March 7-9, 1977.
(3) Workshop No. 1: Is It Likely That E.
col Can Become a Pathogen?(Chairpersons.
Richard Goldstein and Elena 0. Nightingale). Op. cit., ref. 2.
(4) Smith. H. Williams, and IL A. Ling-

good (1971). Observationson the Pathogenic

Propertiesof the K-88, HLY and ENT Plasmifds of Eschertchia Colt with Particular
Reference to PorcineDiarrhoea.T. Med. Microblol. 4:467-485.
(5) Berg. Paul (1977). Potential Benefits.
Op. ciL. ref. 2.
(6) Office of the Director, National Institutes of Health (1977). Environmental
Impact Statement on NIH Guidelines for
Research Involving Recombinant DNA Moleculej October 1977. DHEW Publication
No. (NIH) 1489-90, available from Superintendent of Documents, US. Govt. Printing
Office, Washington. D.C. 20402 (Stock
Number 017-040-00413-3. $9.75 per set, 585
pages) or in GPO depository libraries.
(7) Sinshelmer, Robert T. (1977). Potential
Risks. Op. cit., ref. 2.

(8) Davis B. D. R. Dulbecco, H. N. Eisen,

H. S. Ginsberg, and W. B. Wood (1973). Microbiology. Harper and Row, Second Edltion, New York.
(9) Falkow. S. (1975). The Ecology of Escherichla colt Prepared for the NIH Recombinant DNA 1Molecule Program Advisory
Committee; available from NIH Office of
REnavicS
Recombinant DNA Activities.
(1) Valenzuela, P.. A. Venegas. P. Wein(10) Smith. H. W. (1975). Survival -of
berg, R. Bishop. and W. J. Rutter (1978).
Orally-Administered Escherichla coll K-12
Structure of Yeast Phenylalanne-t.RNA in the Alimentary Tract of Man. Nature
Genes: An Intervening DNA Segment Within 255:500-502.
the Region Coding for the tRNA. Proc. Natl.
(11) Anderson. EL S. (1975). Viability of,
Acad. Scl., 75 (1):190-194.
and Transferof a Plasmidfrom Escherichia
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required containment levels. The pro- ence Foundation, the Department of
cedures described are primarily direct- Agriculture, the Energy Research and
ed at grantees of the National Insti- Development Admfnistration, the Detutes of Health. Similar procedures partment of Defense, the National
are in force for work within NIH labo- Aeronautics and Space Administraratories and for work sponsored by tion, and the Veterans Administration,
(13) Curtiss III, R. (April 12, 1977). Letter
Several conferences have been held
to Donald Fredrickson. Available from the NIH under contracts.
NIH Office of Recombinant DNA Activities.
The principal investigator is re- at NIH and at other relevant Govern(14) Gorbach, S. L. (July 14, 1977). Letter
quired to assess any potential bioha- ment agencies with representatives of
to Donald Fredrickson (Including list of par- zards, to institute appropriate safe- private industry in the United States,
ticipants at Falmouth Workshop on Risk guards and procedures, to minimize ef- As best detemined by the Federal
Assessment, June 20-21, 1977). See Appenfects of possible accidents by planning, agencies, recombinant DNA research
dix M, op. cit. ref. 6.
to train and inform all personnel, and conducted in the private sector com(15) Falkow, S. (December 7, 1976). Letter
to report any accident or any serious plies with the physical and biological
to Donald Fredrickson.
(16) Anderson, J. D., W. A. Gillespie, and
or extended illness of a worker. All of standards of the NIH Guidelines. RelM. H. Richmond (1974). Chemotherapy and these must be carried out on a con- evant industries have agreed to follow
Antibiotic Resistance Transfer Between En- tinuing basis. Thus, the primary rethe Guidelines on a voluntary basis.
terobacteriain the Human Gastrointestinal
The issue of recombinant DNA responsibility
for
conducting
experiTract. J.Med. Microbiol. 6, 461-473.
(17) Freter, Rolf (1977). Real and Imag- ments according to the Guidelines is search has been studied by national
and international bodies In many
ined Dangersof Recombinant DNA Technol- in the investigator's hands.
countries. In most cases some form of
ogy: The Need for Expert Evaluation. To be
Further, in applying for grants to
published by the University of Michigan
carry out experiments with recombin- control has been recommended, but
Press in a monograph, The Recombinant ant DNA, the investigator must in- nowhere has a total ban on the reDNA Debate.
clude an estimate of the potential bio- search been advocated. Canada, the
(18) Lewin, B. R., and F. M. Stewart
Federal Republic of Germany, France,
(1977). Probabilityof EstablishingChimeric hazards and a statement of the con- the
Soviet Union, and the United
Plasmids in Natural Populations of Bacte- tainment procedures to be used. The
application must include certification Kingdom have issued guidelines that
ria. Science 196:218.
of the existence and availability of ap- differ in detail but are similar concep(19) Murray, K., personal communication;
W. Szybalski, personal communication.
propriate facilities, procedures, and tually to the NIH Guidelines. Other
(20) Thomas, M., J. R. Cameron, and R. -training. The Guidelines indicate that
countries are generally following the
W. Davis (1974). Viable Molecular Hybrids institutions in which recombinant
NIH or U.K. Guidelines, including
of Bacteriophage Lambda and Eukaryotic DNA experiments
are carried out must Denmark, Israel, the Netherlands,
DNA. Proc. Nat. Acad..Sci. USA 71:4579establish biohazards committees that Sweden, and Switzerland. The interna4583.
examine equipment and facilities and tional Council of Scientific Unions and
(21) Murray, N. E., and K Murray (1974).
certify their compliance with the re- the World Health Organization have
Manipulation of Restriction Targets in
Phage Lambda to Form Receptor Chromo- quirements. Such committees will also urged nations to adopt the principles
somes for DNA Fragments. Nature 251:476serve as a source of advice and refer- embodied in these two sets of guide481.
ence on physical containment facili- lines. The U.K. Guidelines have been
(22) Rambach, A., and P. TIollas (1974)
ties,
on properties of biological con- endorsed by the European Science
Bacteriophage Lambda Having EcoRi EnFoundation and the European Molecudonuclease Sites Only in the Non-essential tainment, and on training of personlar Biology Organization.
nel.
Region of the Genome. Proc. Nat. Acad. Sci.
Scientific and governmental activiAccording to the Guidelines, the cerUSA 71:3927-3930.
ties comparable to those in the United
(23) Manly, K. R., E. R. Signer, and C. M. tification and the investigator's assessRadding (1969). Nonessential Functions of ment of the hazard and containment
States have been under way in the
BacteriophageLambda. Virology 37:177.
would be considered by NIH study sec- United Kingdom since January 1975.
(24) Gottesman, M. E., and R. A. Weisberg tions during the normal scientific A working party established at that
(1971). Prophage Insertion and Excision. In
review of the application. The Guide- time recommended that recombinant
The Bacteriophage Lambda (A. D. Hershey,
ed.). Cold Spring Harbor Laboratory, pp. lines leave flexible the question of re- DNA research in the United Kingdom
solving any differences between the in- be permitted to continue under appro113-138.
vestigator's evaluation and that of the priate controls. In August 1976 a fol(25) Shimada, K., R. A. Weisberg, and M.
E. Gottesman (1972). Prophage Lambda at
study section. The Guidelines do state, lowup working group chaired by Sir
Unusual Chromosomal Locations: L Loca- however, that if differences cannot be Robert Williams issued a report estabtion of the Secondary Attachment Sites and resolved, the matter should be re- lishing guidelines.
the Properties of the Lysogens. J. Mol. BioL ferred
In Canada, in March 1976, a special
to the Recombinant Advisory
63:483-503.
Committee or the NIH Office of Re- committee of the Canadian Medical
(26) Gargarosa, E. J. (June 20-21, 1977).
Research Council recommended guideUnpublished experiments, reported at Fal- combinant DNA Activities.
lines to govern the handling of recommouth Workshop on Risk Assessment. See Application of the guidelines
to
work
binant DNA molecules in Council-supAppendix M, op. cit., ref. 6.
not supported by NIH
(27) Appendix M,. op. cit., ref. 6.
ported research. The Council adopted
(28) Appendix H,. op. cit. ref 6.
Several agencies of the U.S. Govern- these guidelines in February 1977.
(29) Petrocheilou, V., and M. H. Richmond ment other than the National InstiMany other nations have reviewed
(1977). Absence of Plasmid or E. Coli K-12 tutes of Health provide
support for recombinant DNA activities to deterInfection Among Laboratory Personnel Enbiological and medical research. Some mine what measures were necessary
gaged in R-Plasmid Research. Gene 2:323of these currently sponsor recombin- for safety. With the urging of regional
327.
ant DNA experiments, and others may and international bodies, most have
do so in the future. Activities of the adopted the NIH or U.K. Guidelines as
IV. ROLES ANDW
RESPONSIBILITIES
research agencies represented by the a basic framework for safety practices
Analysis of Current Guidelines
and procedures.
Federal Interagency Committee on
The Guidelines contain a large sec- Recombinant DNA Research were re- Alternatives: RAC-Proposed Revisions
viewed
tion, Part IV, defining the roles and 1976. by the Committee in the fall of
All member research agencies
responsibilities of individuals and in- adopted the NIH Guidelines and ofPart IV (Roles and Responsibilities)
the PRG-RAC Is described below.
stitutions in assuring compliance with standards, including the National Sci- As in the current (1976) Guidelines,
coil K-12 in the Human Intestine. Nature

255:502-504.
(12) Hornick, R. B. (1977). Unpublished
experiments reported at the Falmouth
Workshop on Risk Assessment. See Appendix M, op. cit. ref. 6.
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this part of the PRG-RAC was designed to piovide an administrative
framework for implementation.
Institution
In the PRG-RAC as compared with
the
current Guidelines,
several
changes were proposed in the responsibilities of the institution. Responsibilities that were added or further detailed included: (1) a requirement for
insuring the training of research personnel and the use of good microbiological technique, -and (2) a requirement
to determine the need for medical procedures, with recommendations of possible specific practices.
Institutionalbiosafety committees
-Membership of the IBC's was clarified by a recommendation to include
other than scientific members. In the
PRG-RAC, institutional
biosafety
committees (called "biohazards committees" in the current Guidelines)
are given the discretion to approve
single-step reductions in containment
levels for experiments with characterized clones and purified DNA. The
IBC's would be required to notify the
NIH Office of Recombinant DNA Activities (ORDA) of these approvals.
-.I
Biologicalsafety officer
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tor. The rationale for the procedure is conduct of recombinant DNA research
that It allows the Director to solicit and to assign responsibilities for this
the opinions of additional experts to the principal investigator, institubefore making a financial decision on tion, IBC, and biological safety officer.
certification.
It is Important that these responsibilThe RAC's authority to recommend ities be stated in an unambiguous
exceptions from the prohibitions was manner. In response to many commenalso clarified. The 1976 version of the tators. Part IV has been restructured
Guidelines envisioned the possibility to present some of these functions in
-of the RAC's recommending an excep- greater detail and clarity. The appention to the 10-liter limit on culture dices contain additional complemenvolume for recombinant DNA's known tary information on roles and responto make harmful products. The pro- sibilities, including material for IBC's
posed revision would extend the possi- and biological safety officers.
bility of an exception to the five other
Expanded Responsibilities. In reclasses of currently prohibited experi- sponse to several comments, the
ments.
review of research has been broadened
The general rationale for this addi- in the PRG-NIH to cover all recomtion is twofold: the RAC's inability to binant DNA research at an institution
foresee all possible future circum- receiving
NIH funds for this purpose,
stances and its desire to specify. whether or
not the specific recombin'
within the limits of strict safeguards, ant DNA project
is funded by NI1.
the possibility of an exception for While this increases
responsibility
compelling social or scientific reasons. of the institution andthe
the IBC, it is beA more immediate and specific justification for the paragraph on excep- lieved that the overall safety of recomtions from the prohibitions is that the binant DNA research will be enrisk-assessment studies necessary for a hanced. To reflect more closely the
clearer understanding of the potential spirit of the Guidelines, the name "inbiohazards of recombinant DNA re- stitutional biohazards committee" is
search may be technically prohibited proposed to be changed to "instituby the current Guidelines, unless tional biosafety committee."
Several generic comments deserve to
there is -a mechanism for approving
be highlighted, as they represent sigexceptions.
Institutions at which P3 and P4 level
nificantly Increased authority to be
Alternatives:Public Commentators
recombinant DNA work is conducted
delegated to the institution. In 1976
would be required to have a biological Institutionalresponsibilities
the RAC did not accept commentators
safety officer, whose specific roles and
suggestions to require local commitThis section of the Guidelines drew tees to make an independent evaluaresponsibilities are outlined.
PrincipalInvestigator.The role and considerable comment directed to the tion of the containment levels reresponsibilities of the principal investi- roles and responsibility of the local in- quired by the Guidelines for individual
gator would remain basically the same, stitution and Its several constituents. research projects. It was therefore
except for the important addition of a Generally, commentators requested stated In the 1976 Decision that NM
requirement for training in microbio- more Information and greater clarifi- would not require local institutions to
logical techniques. Responsibility for cation of the structure and operation have their committees perform this
the determination of the practices nec- of the IBC, the function of the blologi- function, although they would not be
essary for medical surveillance would cal safety officer, and the duties of the prohibited from doing so. Commentainstitution. The suggestions and com- tors have now noted that an IBC,in
be relocated to the institution.
ments were carefully considered, In order to to accomplish its mandated
NIH responsibilities
view of the importance of this section responsibilitles under the 1976 GuideOffice of the Director.The responsi- to successful iMplementation of the lines, including the review and approvbilities of the Director remain un- Guidelines and therefore safe conduct al of recombinant DNA research prochanged. A sentence has been added of the research.
NI has a special responsibility for jects, must Implicitly determine conthat- clarifies the Director's -authority
to implement the Guidelines and to be leadership in developing and promot- tainment conditions. In order to clarithe final arbiter in their interpreta- ing safety programs relevant to recom- fy the committee's role, the assessbinant DNA experiments. Accordingly, ment of appropriate containment
tion.
as in 1976, another committee chaired levels is now made an explicit responRecombinant advisory committee
by Dr. W. Emmett Barkley, Director sibility of the IBC.
In addition, institutions through
There were no changes in the cur- of the National Cancer Institute's
rent responsibilities of the RAC. Office of Research Safety, was con- their biosafety committees would be
There were, however, clarifications of vened to address concerns raised. As a given increased responsibility for prithe scope of some duties-for example, result, and in response to a number of mary overview of this research, as
the certification process. The language commentators' requests, the substance they have been delegated the authoriof the 1976 Guidelines caused some of Appendix D has been. revised and ty to approve or disapprove proposed
confusion- about the certification of republished as a supplement to the recombinant DNA projects. NIH,
EK2 (HV2) and EK3 (HIV3) host- Guidelines. The revised Guidelines through ORDA, will conduct a review
vector systems. In practice, the certifi- also retain requirements for emergen- of institutions" actions, upon registracation process, clarified in the PRG- cy plans to cover accidents and tion of the projects, to ensure compliRAC, involves a two-step procedure: strengthen the requirement for train- ance with the NIH Guidelines, thereby
(1) The RAC's recommendation to-the ing of all recombinant DNA research- maintaining a national standard. This
action has been in response to several
Director, NIH, that a particular host- ers in safe laboratory procedures.
vector system be certified; and (2) cerThe intent of this section. as before, comments calling for increased local
-tification of the system by the Direc- is to integrate safety practice into the responsibility and a simpler adminisFEDERAL REGISTER, VOL 43, NO. 146-FRIDAY, JULY 28, 1978
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trative process in regard to gaining approval for research to proceed.
In view of the unreliability of Federal surveillance to enforce these standards, it is essential to increase the authority and responsibility of the local
institution. It was requested that the
IBC's have a role if legislation in this
area is adopted. This concept is endorsed by the House Committee on Interstate and Foreign Commerce in its
Bill Report-of March 24, 1978, on the
Recombinant DNA Act:
It is the view of the committee that the
appropriate portions of the administrative
requirements of section IV of the NIH
Guidelines are a reasonable model upon
which the Secretary could base administrative regulations. In particular, the current
practice in the NIH Guidelines of delegating
to local biohazards committees most of the
responsibility for the inspection of facilities
and the approval of the specific safety requirements appropriate to each project or
activity is an effective and relatively inexpensive administrative mechanism.
A number of recommendations were
received regarding the membership of
IBCs. In 1976, suggestions were made
for broadening IBC representation to
cover not only various disciplines related to recombinant DNA technology,
safety, and engineering, but also to include members knowledgeable in applicable laws and regulations, standards of practice, community attitudes,
and health and environmental considerations. These diverse points of view
were either to be included or made
available to the committees. The language in the PRG-RAC calls for a diversity of membership, but would not
mandate public members. In response
to several requests, and in view of increased responsibility at the local
level, a provision is included in the
PRG-NIH that "no IBC may consist
entirely of persons who are officers,
employees, or agents of, or are otherwise associated with the institution,
apart from their membership on the
IBC."
A number of other recommendations
were received from public commentators relating to more specific issues
concerning the various responsibilities
of the institution and its constituents.
These recommendations and the PRGNIH decision are considered below
under the appropriate headings.
Institution.A number of points were
raised by commentators concerning
health monitoring by institutions.
NIH was requested to develop a model
for institutional medical surveillance
for recombinant DNA research workers. An NIH committee is reviewing
this area and has made recommendations as to what such a program might
include. This proposal, which calls for
monitoring illnesses, collecting serum
samples, and keeping a register of
agents handled, is responsive to several suggestions received on this issue,

and has therefore been adopted in the
PRG-NIH. Additionally, Appendix D
will include more detailed information
on medical surveillance.
A collaborative effort has been initiated between NIH and the Center for
Disease Control (CDC) to establish a
mechanism for providing advice, consultation and, if necessary, assistance
regarding major accidents in laboratories conducting recombinant DNA research. It was not considered necessary to have a standing "strike force"
as suggested by one commentator; but
in the event of an emergency, a team
of experts from NIH and CDC could
be formed to respond.
The issue of medical monitoring is
one of considerable interest to NIH.
This is a general problem not unique
to DNA research. As one commentator
noted, a routine health monitoring
and reporting program might well be
instituted for personnel engaged in
areas of research besides recombinant
DNA, such as tumor viruses and
pathogenic organisms. The state-ofthe-art, however, is primitive in terms
of what can be done to monitor workers' health, and particularly in the
area of recombinant DNA research,
where there is no known hazard.
Grievance procedures for workers
under the Guidelines were requested,
but this is not considered necessary, as
the rules and regulations of the Occupational Safety and Health Act
(OSHA) already provide such a mechanism. OSHA standards and procedures apply to most institutions, so it
is not considered necessary to require
in the Guidelines that IBCs ensure
OSHA compliance. Further, the Federal Interagency Committee on Recombinant DNA Research includes the
Occupational Safety and Health Administration (Department of Labor),
assuring cooperation at the Federal
level.
Institutional Biosafety Committee.
Several commentators requested more
detail on IBC duties. This has been accomplished in "Laboratory Safety
Monograph-A Supplement to the
NIH Guidelines for Recombinant DNA.
Research." For example, information
is included there on facility certification, periodic inspections, and monitoring.
It was suggested that biosafety committee meetings be open to the public.
The Guidelines currently require only
that the minutes by publicly available.
In view of possible discussion of proprietary information and patent
rights, meetings cannot always be
open. Local committees, however,
should consider having open meetings
when possible.
The question was raised concerning
conflict of interest of local committee
members. Addressing this important
point, a provision in the PRG-NIH

prohibits an individual from being involved in the review of a recombinant
DNA project in which he or she was
engaged or had a direct financial interest.
Biological Safety Officer. Since the
passage of OSHA, most institutions
have established occupational safety
and health departments with safety
officers. There are no standard certification procedures for such individuals,
although their qualifications, In many
cases, could be commensurate with
those of a biological safety officer.
The Laboratory Safety Monograph
provides in detail the kinds of qualifications biosafety officers should have.
NIH is developing a training course for
biological safety officers and other
campus safety personnel. Requests for
information should be directed to Dr.
Emmett Barkley, Office of ResearCh
Safety, National Cancer Institute,
NIH.
PrincialInvestigator.Commentators
remain concerned about the quality
and uniformity of safety training. NIH
is responding to this' by placing as a
high priority the development of
training standards and courses. Currently, NIH Is supporting a Working
Panel of the American Society for Microbiology (ASM) that is considering
standards of training in micro- biological techniques for recombi- nant DNA
research. When a report is submitted
to NIH, it will be shared with institutions, IBC's, and principal investigators for their use. National certification, however, should not be attempted until the ASM-NIH criteria for
training have been adopted and evaluated.
It should be noted that, aside from
the Nuclear Regulatory Commission's
standards for training in radioisotope
work, there seem to be no other training criteria at present In biomedical research. Thus, the work of the ASM
Panel will establish a precedent. For
these reasons NIH should proceed
carefully and in stages while promoting safety training for researchers.
NIH will develop training courses
based on these standards and will
make them widely available.
NIH responsibilities
As in the public hearing on the
Guidelines as proposed in 1976, many
commentators again urge openness,
candor, and public participation In the
revision process, emphasizing shared
responsibility and accountability from
the local to the national level.
Due-Process Considerations,A focus
of public comment at the December
1977 hearing was on "procedural due
process" to ensure public participation
in the development of NIH recombinant DNA policies. Muci of the public
testimony and comment In letters focused on public representation on
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committees. Also stressed was the
need for public notice of all meetings,
and for procedures to ensure public
participation in the exercise of responsibilities by the NIH Re- combinant
Advisory Committee (RAC), the Office
of the NIH Director, and the Advisory
Committee to the Director (DAC).
Several commentators specifically
urged that the Guidelines spell out
procedures* To develop and promulgate the
list of "non-novel experiments" and to
amend the list;
" To certify host-vector systems;
" To permit the Director, on the
advice of the RAC, to grant exceptions
from prohibited experiments (as for
risk-assessment studies), and
e To modify the Guidelines in the
future.
There were -also suggestions that
guidance be given on how to deal with
infractions of the guidelines. Specifically, one commentator suggested that
procedures should outline in detail*How charges of noncompliance
could be brought,
*E1ow charges of -noncompliance
would be evaluated,
e What opportunities would be provided for the principal investigator
and his institution to defend themselves against charges, and
*What procedures would be available before the termination of funding
or other penalties are invoked.
:Because of the RAC's key role in the
development and monitoring of NIH
recombinant DNA policies, a number
of comments were directed to the committee's nature and functions. Many
commentators focused on its membership, urging that the guidelines define
procedures for the nomination and selection of members. Suggestions for
potential membership included more
representation for certain scientific
disciplines, such as-virology and microbiology; greater representation from
the occupational and environmental
health and safety community; and
more public representation, including
perhaps a "dissenter" from current
NIH policies.
A number of comments concerned
RAC operations. The committee was
urged to formalize schedules so that
all concerned would-know when meetings would be held over the next 2 to 3
years. Further, it was urged that notices and complete agendas be placed
in the FEDEAL REGsrTEa for each
meeting, that all documents for committee consideration be made available
to the public, and that the NIH pay
for public witnesses to attend RAC
meetings.
In response to these comments, part
IV of the PRG.-NI,.has been reorganized extensively. The responsibilities
from thelocal to the national level are

more clearly stated and defined. For
NIH responsibilities, procedures suggested by commentators ,have been
specified to afford opportunity for
public comment. A special appendix to
the PRG.-NIH includes relevant implementation documents from -ORDA
that explain the administration of the
NIH guidelines at the local and national levels.
Part IV of the PRG.-NIH has more
clearly defined a structure for responsibilities at those levels, with opportunity for public and scientific participation. -It formalizes a process that has
been occurring informally. Flexibility,
however, remains essential to avoid
unnecesary and protracted delays in
decisionmaking. Clearly, a full panoply of clearance procedures, including
a public hearing, is not essential for
most of the functions under the guidelines. For many functions, the need
for public review can be met through
publication in the FEDmAL REGIsn.
For certain responsibilities, comment
may be sblicited. Because procedures
by which policies will be developed at
the national and local levels are of key
importance, notice is required for
major policy initiatives.
Application to the Private Sector.
Several commentators spoke on the
application of the NIH guidelines to
the private sector. Specifically, NIH
was urged to provide voluntarily to
private industry- *Advice on interpretation of the
guidelines,
*Registration of projects,
sCertification of host-vector systems,
*Advice on the operation of institutional biosafety committees, and
*Protection for patent and proprietary information.
In June 1976 representatives of private industry were invited to NIH to
be briefed on the guidelines about to
-be released. Since their release, NIH
has held several other meetings with
representatives from the private
sector. Commerce Department representatives on the interagency committee played a leading role in working
with private industry on adoption of
the safety standards of the NIH guidelines. All relevant industries have
agreed to abide by those standards.
However. many of the services provided to NIH grantees and contractors
have not been extended to the Private
sector. In large part, efforts to do so
have been held in abeyance because of
possible Federal legislation.
After carefully considering the comments at the public hearing and in let-ters received, NIH will extend certain
,added services to the private sector in
•several of the areas suggested by the
commentators. It is still important, despite proposed legislation, that the

NIH provide for mechanisms to allow
private-sector participation. Further,
if legislation is enacted, the NIH
guidelines will serve as the basis for
regulation that will encompass private
industry. Thus, a new section has been
added to part IV that provides the opportunity for industry's participation
in a voluntary fashion.
Office of the Director. As suggested
by the commentators, theresponsibilites of the Director have been
grouped, for purposes of clarity, under
specific heading "Office of the Director. NIH" in the PRGo-NIH. For many
of the responsibilities cited-including
revision of the guidelines, certification
of host vector systems, and authority
for exemptions and exceptions-appropriate notice and opportunity for
public comment is specified. This opportunity for comment will provide
structure for the exercise of discretion
by the Director.
The PRG. -RAC clarified the xelevant responsibilities of the NIH Director and RAC with regard to the certification of host-vector systems. Those
concepts are adopted in the PRGNIH.
Recombinant Advisory Committee
Many -commentators have made suggestions concerning the structure,
function, and scope of responsibility of
the RAC. The emphasis in RAC membership has been on ensuring relevant
scientific representation. It is essential
that the committee have the technical
expertise necessary to develop, modify,
and interpret the guidelines in light of
scientific evidence. Representative
have been added from scientific disciplines, such as botany, to ensure a
broad scientific overview. As a bridge
between the implications for science
and public policy, public members now
serve on the committee, and additional
public members may be added. Current public members are Dr. Emmette
S. Redford, Ashbel Smith, professor of
government and public affairs at the
Iyndon B. Johnson School of Public
Affairs, University of Texas, at Austin,
and Dr. LeRoy Walters, director for
the Center of Bioethics, Kennedy-Institute, Georgetown University.
In order to Insure fairness and sensitivity to the public commentators, procedures for nomination to the RAC
will be in accord with the report by
the NIH Grants Peer Review Study
Committee. Thus, NIH will publish an
announcement of upcoming vacancies
periodically, with instructions on how
to submit nominations. By this means,
a wide spectrum of nominations will
be considered to assure appropriate
representation suited to the RAC's
needs.
In brief, the operations of the RAC
have been more clearly detailed in the
PRG.-NIH. The procedures for the selection of members and the operations
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of the committee are in the process of
being formalized for the benefit of the
scientific community and the public.
NIH Components. A new section in
the PRG-NIH now describes all other
functions of NIH, including the responsibilities of the Office of Recombinant DNA Activities (ORDA). It
should be noted that the responsibility
of the peer review groups (study sections) for an independent assessment
of the recombinant DNA research protocols has been eliminated. This responsibility would be solely ORDA's in
conjunction with the local institutional biosafety committee.
Several commentators urged new responsibilities for ORDA and additional
personnel to fulfill them. Some recommended that the Office be responsible
for Inspecting and certifying laboratories at the P3 level. CurrentlyNIH has
the responsibility for certifying only
P4 facilities. At present NIH operates,
at the Frederick Cancer Research
Center in Frederick, Md., and at NIH
in Bethesda the only P4 facilities in
this country. Responsibilities for certification falls to NIH because of the
special nature of P4 facilities. P3 facilities, on the other hand, do not require special expertise at the national
level, and there is no need for them to
be nationally certified. As specified,
the local institution has and should
have responsibility for monitoring and
certifying Pl, P2, and P3 facilities.
Several commentators urged an increased flow of information to the
public and scientific community alike.
ORI)A is playing a key role in disseminating information through the Recombinant I)NA Technical Bulletin.
This is a new publication that attempts to link investigators involved in
recombinant DNA research, both in
the United States and abroad, with
the active advisory groups and organizations. In light of comments received,
the bulletin will include in the future
far more information for institutional
biosafety committees and for the several advisory groups at the national
and social levels.
In response to another suggestion,
ORDA will be as available as possible
to State and local governments for
technical advice. Currently ORDA
serves as a clearinghouse for information related to recombinant DNA activities internationally, nationally, and
locally.
Registration and compliance
It has become clear over the 2 years
of administration of the guidelines
that a new section must be added on
general requirements for registration
with NIH. This should apply not only
to NIH grantees and contractors, but
also to the private sector on a voluntary basis. Further, in light of the
review of DHEW policies on the pat-

enting of recombinant DNA research
inventions, a section on disclosure of
informatiop is also necessary. Finally,
as suggested, a section on compliance
with the guidelines is needed. Thus
new sections C and D on registration
(including disclosure of information)
and compliance have been added to
the roles andresponsibilities section of
the PRG-NIH. These provisions, recommended in many comments on the
guidelines and at the December public
hearing, are necessary in the absence
of legislation.
Registration. A number of commentators asked that the guidelines specify the requirements for registration.
Accordingly, a new subsection has
been'added delineating the elements.
If other requirements need be added,
notice will be given of any change. All
projects subject to the guidelines must
be registered with ORDA. Voluntary
registration for the private sector is
provided in the revision, in response to
suggestions by private-sector representatives.
Disclosure. Many comments, as previously noted, were directed to the
protection of proprietary information.
A new subsection outlining the elements for protection of proprietary
data is included in response to these
suggestions.
One commentator urged that no patents be granted for recombinant DNA
research.
Shortly after the release of the
Guidelines in 1976, NIH received a
letter requesting a review of DHEW
policies relating to the patenting of recombinant DNA research inventions.
The letter prompted NIH to review
current patent regulations governing
institutional patent agreements and to
consider how recombinant DNA research inventions should be handled
under those terms. On the basis of extensive Department and Interagency
Committee review, it was agreed that,
at least for the present, recombinant
DNA research inventions developed
under DHEW/NIH support should
continue to be administered within
current HEW patent agreements.
Each agreement, however, would require assurance of compliance with
the physical and biological containment standards set forth in the Guidelines as a condition for the granting of
a license.
Policy- on Noncompliance. A commentator urged that a system of fines
be spelled out. Monetary fines, more
appropriate for regulations under legislation, will not be specified or assessed under the Guidelines; NIH has
no current authority to impose fines.
It will, however, suspend, limit, or terminate a grant or contract for noncompliance. A commentator recommended that penalty procedures be
specified. Should it be necessary to

suspend, limit, or terminate a grant,
appropriate HEW procedures will 'be
followed.
In summary, Part IV of the Guidelines on Roles and Responsibilities has
been substantially revised In response
to suggestions from many commentators. The PRG.-NIH now provides even
more opportunity for advice from the
local to the national level. The spirit
of cooperation and effective overview
will be enhanced by the PRG-NIH at
the local level between the research
community and the public and at the
national level among Federal agencies,
the scientific community, and the private sectors.
ProposedAction: Environmental Impact
Assessment
The recommendations of the Recombinant Advisory Committee have been
carefully weighed, along with other
public and scientific comments received on the Roles and Responsibilities section. In general, the PRGRAC proposals have been adopted In
the PRG.-NIH, with certain modifications based on issues raised by the Director's Advisory Committee and other
commentators. The Issues considered
by the Director and a discussion of
them follow.
The Draft EIS on the original
Guidelines published in 1976 elicited a
number of recommendations that
greater detail be provided on NIH implementation of the Guidelines for
NIH grantees and contractors, They
also recommended extending the
Guideline standards to all public and
private sectors where such research is
being conducted. More specifically,
commentators expressed the following
concerns.
*That the membership of institttional biohazards committees (IBCs)
should include specialists in population dynamics, ecology, and other disciplines;
eThat the Draft EIS did not emphasize relevant safety training for laboratory personnel;
eThat the NIH Guidelines had a far
too limited scope, not reaching research in the non-Federal sectors;
*That the termination of NIH funds
for violation of the Guidelines may
not be the best sanction;
*That the inspection, certification,
and surveillance processes might not
insure compliance;
*That more attention should be
given to medical surveillance and epidemiologic measures in the event of
possible infection of the laboratory
worker or contamination of the environment; and
eThat local and State authorities be
involved in the review and containment processes at the local level.
These comments were specifically
addressed in the Final EIS. It was
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environmental safety and on explicit sponsibility for approving or disappenalties for noncompliance. In addi- proving, on behalf of the institution,
tion, measures are provided that proposed recombinant DNA research.
would allow private-sector engagement based on their independent assessment
with the NIH, including registration of - of the- safety standards applied, and
recombinant DNA activities.
that IBC approval be sufficient for the
To address occupational and envi- research to proceed. NIH, through
ronmental health and safety concerns, ORDA. would review all local commitseveral changes are proposed in the tee actions to insure compliance with
implementation, review, and monitor- the guidelines, thereby maintaining
ing of recombinant DNA activities at national standards. This proposal has
were several factors contributing to the local and national levels, to insure a number of advantages. It would simthe expectation that NIH grantees, appropriate safety practices and proce- plify previous approval procedures and
contractors, and intramural scientists dures that would minimize any signifi- minimize delays due to NIH adminiswould comply with the Guidelines. cant environmental Impact. These tration. Accountability for safe conThey included the fact that noncom- modifications primarily focus on a re- duct of the research would reside at
pliance could result in the termination structuring and amplification of Part the local level, with appropriate Fedof funding, that investigators and IV, "Roles and Responsibilities," and eral overview.
their institutions share responsibilities an important and significantly exIt is believed that incorporation of
for compliance; and that peer pressure panded delegation of authority to these recommendations for increased.
on investigators for compliance would local institutions.
local authority would enhance ImpleThese major changes from the 1976 mentation of the guidelines, since imbe accomplished through responsible
institutional officers, local biohazards Guidelines, which extend beyond the portant responsibilities are clarified
PRG-RAC. have resulted from a care- and more suitably located.
committees, and NIH review.
The Final EIS also discussed, in re- ful consideration of many comments
As mentioned earlier, another major
sponse to commentators, general Fed- received. The foremost concern during change includes'the restructuring and
eral regulations of all such research to this process was to insure occupational amplification of Part IV of the guideinsure that work beyond the aegis of and environmental safety, while at the lines. Publication of the Director's deNIH would be done under the safety same time refining the interdependent
on the 1976 guidelines, the draft
standards of the Guidelines. A Federal roles necessary to achieve this goal. cision
and the PRG-RAC elicited nuEIS,
Interagency Committee, chartered by Also, it was desirable to try to simplify merous comments calling for more disthe Secretary of HEW with the ap- and clarify administration of the cussion and information on implemenproval of the President, was convened Guidelines, as suggested by several tation, particularly for further clarifiunder the chairmanship of Dr. Donald commentators, thereby promoting a
more successful application of their cation of responsibilities and roles at
S. Fredrickson, Director, NIH. In
Accordingly, the conMarch 1977 that committee with rep- safety features. The revisions that the local level.IV
are presented in a
resentatives of all relevant research have been proposed for Part IV repre- tents of Part
and regulatory agencies recommended sent a further step toward insuring format different from the current
to the, Secretary of HEW that legisla- the safe conduct of this research and guidelines and the PRG-RAC, with
tion be enacted to regulate all recom- minimizing the possibility of any unto- the Intent of more clearly alining the
various duties.
binant DNA research. HEW Secretary ward environmental effects.
At the request of several commentaIn response to several requests for
Califano had legislation developed in
light of the committee's recommenda- expanding the applicability of the tors, Appendix D, dropped from the
tions. An administration bill drafted guidelines, institutions receiving NIH PRG-RAC, has been revised and upby the Department was introduced in funds for recombinant DNA projects dated as "Laboratory Safety Monoand their "blosafety committees" (the graph-A Supplement to the NIH
the Senate by Senator Edward L
Kennedy, Chairman of the Subcom- proposed new designation for bioha- Guidelines for Recombinant DNA Remittee on Health and Scientific Re- zards committees) are given responsi- search." It provides a compendium of
search of the Senate Committee on bility for reviewing all recombinant useful safety information, including
Human Resources, and in the House DNA work conducted at the institu- Instructions on emergency procedures,
by Representatives Paul C. Rogers, tion regardless of source of funds. This laboratory techniques for biohazard
increase in the scope of review will control, and decontamination and disChairman of the Subcommittee on
Health and the Environment of the better insure the safe conduct of re- posal methods. Expanded to include
complementary information on roles
Interstate and Foreign Commerce combinant DNA research.
committees and responsibilities, It provides direcbiosafety
Committee. Congressional hearings - Further,'
were held, and respective committee (IBCs) have been given broader re- tions for the operation of a blosafety
bills were drafted, but not acted upon sponsibilities. The PRG-RAC pro- committee, suggestions to increase the
by Congress in its first session. New posed to allow the IBC's to approve biological safety officer's efficiency,
committee bills are pending congres- single-step reductions in containment and more detail on the elements of a
levels in experiments with purified medical surveillance program. Criteria
sional action.
The PRG-=NTH, Parts I through III, DNA or characterized clones. This is for certifying biological safety cabireflect in large measure the safety of retained in the PRG-NIH. In response nets illustrate the level of detail. It is
many of the experiments that would to other comments, however, It is believed that the PRG-NIH, strengthbe exempt from the Guidelines or al- deemed necessary to specify IBC re- ened by these additions, provide a
lowed at lower containment condi- sponsibilities for determining contain- higher measure of protection for retions. These changes are now proposed ment levels required by the guidelines. searchers, the public, and the environfollowing an assessment that there The PRG-NIH requires the IBC's to ment.
Considerable attention has been fowould be no significant impact on the make, independent evaluations of
environment from the proposed revi- these containment levels. This should cused on the institutional blosafety
Commentators
have
sions. The changes in Part IV largely strengthen safety considerations local- committees.
raised questions concerning the comreflect the concerns of the environ- ly.
It was also suggested that NIH dele- mittees' role, membership, and opermental commentators for greater emphasis on training in occupational and gate to blosafety committees the re- ation. Consideration of various sugges-

noted that the Guidelines established
an administrative framework for assigning responsibility to insure safety
in NIH-supported recombinant DNA
responsibility
shared
research-a
among principal investigators, their in-stitutions, and NIH. The institutions
were required-to establish biohazards
committees to carry out institutional
responsibilities.
As discussed in the Final EIS,
there

FEDERAL REGISTER, VOL 43, NO. 146-FRIDAY, JULY 28, 1978

33132

NOTICES

tions has resulted in changes in the
IC membership requirements.
Noninstitutional relpresentation is
now proposed on biosafety committees, going beyond the PRG-RAC.
The role and responsibilities of the
local biosafety committees have been
restated and refined in response to numerous comments. They are also
strengthened by the required membership of the biosafety officer. The
PRG-RAC proposed the designation
of a biological safety officer for each
institution where P3- and P4-level recombinant DNA research Was conducted, reflecting the practice of a growing
number of American institutions and
the recommendations of the British
"Williams Committee Report." The requirement is intended to insure that a
clearly designated individual will have
the primary administrative responsibility for the implementation of institutional policies and biosafety committee decisions.
A related issue which drew several
comments and recommendations. concerned medical surveillance, or health
monitoring. Responsibility for determining medical surveillance proce- dures for research personnel was
transferred from the principal investigator to the institution, because the
RAC felt that institutions would have
access to a broader range of expertise.
Specific information on medical conditions was moved to the laboratory
safety monograph, which includes additinal recommendations on health
monitoring and program content. General language describing the elements
of a medical surveillance program was
retained in Part IV as part of the institution's responsibility.
The addition of information and the
further emphasis on health monitoring should enhance occupational
health and safety at the local level. It
should be noted that a collaborative
effort is underway between NIH and
the Center for Disease Control to establish a mechanism for providing
emergency teams of experts to respond to major laboratory accidents.
Probably no other issue generated as
much comment as that of training. According to one commentator, training
"probably represents the key to
safety." He goes on to say that any
break in technique could destroy physical containment procedures. Indeed,
training in good microbiological practices could be considered the first line
of defense, as it serves to protect the
worker as well as prevent contamination of the environment inside and
outside the laboratory. The PRG-RAC
proposed the addition of a requirement for the training of research personnel in the use of good microbiologi-

cal technique. In the PRG-NIH, the
principal investigator must be trained,
and must insure the training of laboratory personnel, before undertaking
recombinant DNA experiments. The
laboratory safety monograph includes
a section on "Laboratory Techniques
for Biohazard Control" which describes good practices regarding pipetting, centrifuging, and the use of syringes and needles. Altogether, training requirement s have been further
emphasized and strengthened in the
PRG-NIH.
Several commentators wanted training standards to be set in the Guidelines or by NIH, the institution, or the
biosafety committees. Others opposed
setting standards. Still others recommended mandatory, formal evaluation
and certification of investigators to
test for competency in microbiological
techniques. NIH is currently funding a
Working Panel of the American Society of Microbiology (ASM) which is
considering standards of training in
microbiological techniques for recombinant DNA research. Plans call for
the dissemination of a report for the
use of institutions, IBC's, and principal, investigators, once NIH receives
the recommendation of the ASM
Panel.
NIH considers it premature to re-quire national certification, as suggested by some. There are so few models
for formal training standards in biomedical research that NIH has decided
to proceed cautiously, while continuing to promote safety training. As yet,
there is no consensus, no one best way
to accomplish this training, and therefore the desired results may best be
achieved by allowing institutions, biosafety committees, and investigators
some flexibility. Meanwhile, NIH
plans to develop courses to be based
on the NIH/ASM standards and to
offer them widely. The Laboratory
Safety Monograph also contains a
summary of safety training aids, materials, and courses offered by' the NIH
and others.
From the discussion of these issues,
it should be evident that measures
have been undertaken in the revision
of Part IV of the Guidelines to emphasize occupational health and safety.
The principal measures would be the
strengthening of training requirements and activities, the designation
of someone in the institution as a
member of the biosafety committee to
handle biological safety questions generally, the delegation of more authority to the institution, and better definition of responsibilities at the local
level. The impact of these actions will
be the promotion of safer conduct of
this research, thus affording a greater

measure of protection to the environ.
ment.
In summary, a key focus of public
comment was on "procedural due process" to insure 'public participation in
the development of NIH recombinant
DNA policies. In response to those
suggestions In several instances, opportunity for public comment is afforded through activities of the Director, NIH, and the RAC. In addition,
public representation on the RAC will
be considered further, with a nomination process to insure a wide range of
individuals for selection. New general
compliance and' registration sections
have been included In the PRG-NIH
that do not appear In the current
Guidelines. These sections are directly
responsive to stated concerns that the
importance of these safety standards
and procedures be emphasized.
NIH will continue to work closely
with other relevant research and regulatory agencies, particularly the Environmental Protection Agency and the
Occupational Safety and Health Administration. Both of these agencies
are represented on the Federal Interagency Committee on Recombinant
DNA Research.
NIH has created over the past 2
years several internal committees that
are critically examining areas where
work with potential biohazards Is Involved in the laboratory.
Finally, a key concern of all commentators was the need for programs
in occupational and environmental
safety which would include health surveillance for laboratory personnel and
the community. Recombinant DNA research policies have stimulated a
broad NIH commitment and interest
in laboratory safety. NIH has a mandate for national leadership In laboratory safety programs, and the proposed revisions reflect full acceptance
of that responsibility.
APPENDIx A-I
Table: Comparison of Containment
Levels
The following table compares the
containment levels for all permissible
types of recombinant DNA experi.
ments. It designates the levels under,
the Guidelines now in effect (since
June 1976), under those proposed by
the RAC (September 197?), and under
the present NIH-proposed revisions.
A dash (-) indicates that the category is not classified In the edition of the
Guidelines under which the dash appears.
It should be stressed that the table
is not definitive, since the containment levels of the Guidelines have
been redefined and other requirements modified.
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Appendix A
COMPARMLO

ISERrED DMA -

OF 78 OONA
MITLEVELS OF M11
1976 GUIDEAUES
ND '111EPROPOED MIVSW QUIIEINES

OOMWrLV

IP7WIU

I~O'
1111 DIRECIO)RS

PAC PT1OfOSED
IEVISED GUIDEE1E

JLE 1976 GUI ELiES
MIYSICAL

L

BIOLOGICAL

iYSICAL

IMVISED GUIDELIES

BIOXL=CAL

FHSICAL

Shotgun Experiments
1.

Peimate

2.

Primate DNN fron uninfected

P4
or P3

EX2
x3

14
or P3
P3

cells
3.

Edbryonic primate

EK2

4.

Mammals (other than primates)

EK2

P2

EX2

P2

EK2

P3

5.

Birds

6.

Cold blooded vertebrates

P2
P2
P2
or P1

or P2
7.

embryonic and germ line

8.

producing potent toxins

9.

producing potent polypetide
toxins.

P2
or P1

EK1

Lower etkaryotes
10.

producing toxins, or are
pithogens

Shotgu .Experiments (Cont.)
11.

producing potent polypeptide
toxins, or are pathogens

12.

producing non-polypeptide
toxins

13.

or P2

P3
or P2

--

P3
or P2

P3
orP2

~i1

P2
or PI

P2
or P1

K1.

P2
or P1

P2
or P1

-

prooducing toxins affectinj
invertebrates or plants.

14.
15.

remainder of species
Plants

16.

caxrying pathogens or making
dangerous products

17.

cariying pathogens or making
polypeptide toxins

18.

making potent polypeptide toxins

19.

making non-pDlypeptide toxins

P3

2
P3
or P2

EKI
13(2
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NOTICES
LEVELS OF '1lE 1976 GUIDELINES
COMPARISON OF 'fliEtE
OIAMNM
AND 11113PROPOSFI) REVISED GIDELINES
INSEIRFM)

00AM-Wr2~

WA

WJE[S
RAC PROPOSED
REVISED GUIDEINES

JUNM 1976 GUIDELINMS
PHYSICAL

DIOLWxICAI.

PIYSICAL

BIOLXGICAL

NIl! DIRECTOR' S
REVISED GUIDELINES
MIYSICAL

DIOLGICA

ProkaryoLes exchanging genetic
ALfo n1ation with F. coll
20.

Class 1

CC agents

P1

21.

Class 2 CDC agents

P2
or P2

22. Prokaryotes not exchanging genetic
infonration with E. coli
23.'

it

24.

See Prokaryotic
IA recanbinants
(Categories 24-26)

P3
or P2

pathogenic species

PLuamyotic

lE1

P3

P2
or P1

EK2

NIMrecombinants

source of DNA is extensively
characterized

P2
or P1

13(2

'6

source of D A is not
extensively characterized

P2
or P3

"W2
EKI

26.

smrce of IM
species

ml(

-

-

EN2

is patoxjc-nrc

Cqmacterized clones
21

Species that exchange infors,/tlion with E. coli

20.

Species that do not exchan.'
with It. coli

29.

-

I3l

Purified MA other than
Pafd s,-r1act ioriaes,

See Characterized clones
(Category 50)

One step reduction in physical
or biological containment fron
that used in corresponding shotgin exlerimnants

and] OUher Viruses:
Pla-iiids, Bacteriolbages and
Animal viruses

P4

See Categories

or P3
31.

P3

VitiseS of Warm-Bloxoded Vertebrates
32.

32-41

when clones shown to be
free of harmful regions

IA viruses + transcripts of
retrovirus genomes

See Categories
32-41
P4

or P3

See Characterized clones
(Category 50)
Same, except for Frimate WA
(See Footnote 11)

Same

Other Viruses30.

See Characterized clones
(Category 50)

51(3
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E WrA1W MUJUJElS W' 11E 1976 GUIMUNES
AND T1IE PRFOEOSD RMSE WIEllIN S

c

INSEtrWED DtA

i n,

LEvEtS
MH DIR

.DAC
FICOSW

J

1976 GUIMELIIWS

IIYSICAL
33.

'BIOLSICAL

rM'SED (fEI[MIMS
"IIYSICAL

DIOLCGICAL

-or prified subgenanic

EVS
'

Pi.VSE GUIDEEIES
PIYSICAL

BIOLQICAr
*

segments or less than complete genae
DNA transcripts of other IM
viruses
34.

35.

non-segmente3 genone

Se Categories
32-41

segmented genom3

P3

EX2

-Viruses of Cola-B3looded Vertebrates
36. °

37.

R viruses * transcripts of
retrovirus genones

P14

or P3

for purified subgenanic

segments or less than casnpleLe genane

P2

K2

DNA transcripts of other IVIA
viruses
38.

non-segmented genare

See Categories
36-37

39.

segmented genome

P2

FX2

P1
or P2

EK2
MJ

viruses of Invertebrates and
Protozoa
40.

Baculoviruses, EPA registered

41.

, Other viruses

42.

Plant viruses

43.

sasn as for vires
of
cold-blooded vertebrates
P3
or P2

EXI
EX2

P3
or P2

P3

EK1

or P2

2.3

Primate mitochondria

44.

other eukaryotic mitochndrial
or chloroplast DN

45.

Euaryotic mitochondrial or
chloroplast DNA

46.

Prokaryotic plas.id or Ihage
%hich exchange with E. coli

47.

or P2

MX2

k

E2(1

Sa e as shotgun
-conditions for hoat

uhen known not to contain harm-

P1

i12

ful genes, or purified segments
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NOTICES
COMPARISON OF WIE COWAINMENT LEVELS OF HiE1976 GUIDELINES
AND 'THE PROPOSED REVISED GUIDELINES

INSERI')

LNA

O

INKENT LEVELS

JUNE 1976 GdIDELTNES
Ph4YSICAL
48.

49.
.50.

Prokaryotic plasmid and
phage which do not exchange
information with E. coli

BIOLOGICAL

Same as shotgun
conditions for host
P3
or P2

minimum contaiment

PHYSICAL

BIOLOGICAL

Same as shotgun
conditions for host

Reduction of more than one
step, or reduction of irlmate DNA requires NIII
approval.

P3

cultured cells

See Categories 58-60

P4

- cultured cells

See Categories 58-60

P3

cultured cells

See Categories 5B-60

P4

established cell
lines

See Categories 61-65

virus sequences

when clone shown to contain
only harmless regions
Defective SV40 virus

54.

DNA fran any non-pathogenic
organis or Class 1 virus

55.

if inserted segment is
purified [rokaryotic DNA or
previously cloned eukaryotic
iNA whose function is known

P3

established cell
lines

See Categories 61-65

56.

if defective SV40 lacks
late region, there is no
helper virtjs, and no
infectious virus is being
iroduced

P3

established cell
lines

See Categnries 61-65

57.

if non-permissive cells
transfoned

P3

established nonpermissive cell
lines

See Categorieg 61-65

Defective or intact polyma
virus
58.

Containing DNAof Class 1 or
Class 2 bacteria, except for
species producing potent
plypeptide toxins

Same as shotgtu
conditions for host

Reduction of more than one
step reqgiires NIH approval

pathogenic organism

53.

BIOLOGICAL

IBC may approve singlestep reduction in physical
or biological containment,
except for primate DNA

Defective polyana virus

Containing class 2 animal

PHYSICAL

IBC may approve singlestep reduction in physical
or biological containrent

Animal Host-Vector Systms

Containing rAA of non-

NIII DIRE=R'S
REVISED aJIDCLINES

EKl
EK2

See Characterized clones
(Category 27-28)

Characterized Clones

PAC PROIOSED
REVISED GUIDELINES

P3

cultured cells
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COMPARISOt OF '111 CONrAlI1*n LVEAIS cF '51WE1976
Nti) '1IE:PIaO SO RUISD QJIDELltMS

-

INSIYRrED DM

(]ONlA*NMW7LLVEtS

3UNE 1976,GUIDErataS
-PIHSICAL
59.

JIDE1,1ES

Containing DA of eukaryote
not producing potent polyjeptide toxin

BIOcGIM.AL

RAC P11101;SM
lV1Sl OJItuUtAES
IilSCAI,

BIOLOGICAL.

.P3

.cultured cells

P3

cultured cells

'P4

icultured cells

1111!DIREIO'S
EVI SED UIDMINES
nlYSICAr.

RIOLCGICAE.

Unconditionally defective polyaa
virus
60.

Sdxjenonic segments of Class 1
or Class 2 viruses which do not
repl icate in mouse cells

SV40 andlAdenovirus Types 2
and 5
"
Un inditional ly defective by
deletion in essential gene
region
61.

62.

63.

if insarted DIA is fran
Class 1 or 2 bacteria (except
for species producing potent
folyieptide toxins) or fron
eukaryote not producing
potent polypeptide toxin
.if inserted DNN is purified
txokaryotic segment, or
identified segirent of
eukaryotic' DNA previously
cloned in prokaryotic
hst-vector sysLem

P3

cultured cells

containing U'IA fran Class I
agents

14

established
cell line

if vector is knwn to be
free of complete viral
genaore

P3

established
cell line

SV40 or Ad. 2 and 5 DNA plus
sut
bencnic segnnccs fron
eukaryotic organisms or

P3

ne-pemissive
cells

Unconditionally defective
by deletion in capid genes

64.

65.

Class I or 2 agents; recnbinant molecule defective art]
ro virus being produced
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NOTICES
APP,Eix A
FOOTNOTES

1. Lowering of containment below these
levels (i.e., for purified DNA or characterized clones) cannot be made solely by an institutional biosafety committee, but requires NIH approval.
2. Plant pathogenic or synbiotic fungi that
do not produce potent toxins are specifically
included among the remainder of species in
this class of lower eukaryotes.
3. It is expected that many of the prokaryotes that exchange genetic information
with E. coli by known physiological processes will be exempted from these Guidelines
by appearing on the "list of exchangers"
(See Guidelines, Sbetion I-E-4.)
*See table III of Guidelines, Section IIIA-2-a-(2)-(e).
**See table IV of Guidelines, Section IIIC-3.

APPENDIX B-i
Table: Classificationof NIH-Funded
Experiments as of December 1976
The following table lists all P2 and
P3 recombinant DNA research projects supported by NIH as of December 1977. The P1 projects are roughly
a 50-percent sample. The table designates the containment labels under
the Guidelines now in effect (since
June 1976), under those proposed by
the RAC (September 1977), and under
the present NIH-proposed revisions.
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tion IV-C-1-b-(2) on page 29 of the
EIS: "When a cell or virus dies, or
comes close to or Invades the tissue of
another living organism, the re- combinant DNA may effectively enter a
new
cell.
A
hazardous
At the public meeting of the Adviso- situation * * might ensue if foreign
ry Committee -to the Director, NIH, proteins were manufactured n this
-,held at the' National Institutes of 'secondary' recipient" (et seq.). FurHealth in December 1977, witnesses ther treatment of the Issue is presentrepresenting environmental groups ed in section VI-C, page 76, under the
commented on the "Environmental heading "Transfer of Foreign DNA
Impact Statement on NIH Guidelines from E. coli K-12." The EIS does not
for Research Involving Recombinant
infer that the demonstrated relucDNA Molecules," published by NIH in tance of E. colt X-l to colonize the
October 1977. Some of the comments human intestine renders It entirely
and responses by the Office of the Di- harmless. If that were so, there would
rector, NIH, are summarized below.
be no guidelines as we know them,
Comment 1. "The environmental where experiments using this attenuimpact statement does not respond to ated organism are classified over the
the arguments that any gene, if ex- whole range of containment possibilipressed out of its normal context, has ties.
the potential for being 'harmful.' ApComment 3."The possibility that an
pendix K59-62" (of the EIS).
organism containing chimeric DNA
Response. Page 23 of the EIS (sec- could possess properties exhibited by
tion IV-C-) states that the "stable in- neither the host nor the organism is
sertion of DNA derived from a differ- not considered. No response to this in
ent species into a cell or virus (and the EIS. Appendix K65."
thus the progeny thereof) may change
Response. Section WV-C-1 of the EIS,
certain properties of the host. The pages 23-31, describes the ways In
changes may be advantageous, detri- which recombinant DNA experiments
mental, or neutral with regard to (a) might be hazardous. Under the subtithe survival of the recipient species, tle "The effect of bacteria and viruses
(b) other forms of life that come in containing recombined DNA on other
contact with the recipient, and tc) as- forms of life. "there are sections expects of the nonliving environment. plaining basic mechanisms whereby a
Current knowledge does not permit ac- recipient microorganism might be alcurate assessment 'of whether such tered with regard to Its pathogenicity
changes will be advantageous, detri- or toxicity as a result of a resident remental, or neutral, and to what combinant. "Foreign DNA inserted
degree, when considering a particular into 'a bacterial gene." It Is stated,
recombinant DNA experiment." This "might so alter the microbial cell's
statement and subsequent elaboration properties that It becomes harmful to
acknowledges
the
commentator's other organisms. This might happen,
point-that any gene, if expressed out for example, through a change In the
of its normal context, has a potential growth rate and competitive advanfor doing harm. The EIS does not tage of the recipient microbial cell, requalify here-does not limit itself to sulting in increased virulence of a
the effects of "harmful" genes, such mildly pathogenic bacteria." (EIS,p.
as those coding for synthesis of a 29) The statement and those following
toxin. Section IV-C proceedes to dis- it are broad enough to include the poscuss ways in which hazardous agents sibility that "an organism containing
might be produced. Factors such as chimeric DNA could possess properties
survival of the host cell, survival of exhibited by neither the host nor the
vectors, and effects of hosts or vectors organism" (which probably means
on other forms of life are considered. "neither the foreign donor nor the
Moreover, the guidelines, classify all host organism"). In other words, the
DNA that might be manipulated, so EIS has nowhere denied this possibilthat some measure of containment is ity and, indeed, addressed it in a genrequired for any recombination. Thus eral way by considering the various
"any gene ' is covered.
mechanisms through which hazards
Comment 2. "The EIS does not re- might arise.
spond to the argument that while E.
Comment 4. "There Is no adequate
coli K-12 does not normally colonize response to the criticism that the pubthe human colon, it is incorrect to lication of the EIS after the release of
infer that this property renders it the guidelines negated the purpose of
harmless to humans. Appendix K62- the National Environmental Policy
64."
Act, i.e., to secure broad public com. Response. The letter cited (Zimmer- ments on the guidelines and the policy
man, Environmental Defense Fund) of expansion they assume. Appendix
argues that E. coli K-12's survival per K31."
se is not the issue-that genetic exResponse. The EIS on page 2 rechange is. The point is covered in see- sponds to the above criticism as folRESPONSES TO SOME COMMENTS ON THE
NIH ENVIRONMENTAL IMPACT STATEMENT, BY PUBLIC -WITNESSES AT THE
DAC MELTING, DECEMBER 15-16, 1977

-

lows: "Although NEPA assumes that
such Federal actions will not be taken
until the NEPA procedures are completed, the Director of NIH concluded
that the public interest required immediate Issuance of the guidelines,
rather than deferral for the months
that would be required for completion
of the NEPA process. This was because experiments utilizing recombinant DNA technology were proceeding In various laboratories throughout
the country with only general and
purely voluntary restrictions." The
statement is still valid, and It Is difficult to see how the NIH might better
have acted in the public Interest. NIH
has pointed out elsewhere that the release of guidelines was a positive act in
the interest of public safety, not an
act that could In any way be construed
as negative or hazardous.
Comment 5. "No response or correction of the lack of 'classification
system for pests and pathogens of
plants and animals on the basis of
their hazards to agriculture such as
exists for etiologic agents of disease on
the basis of their hazard to humans."'
Correspondence between Drs. John W.
Littlefleld and Peter Day, April 14,
1977.
Response. The EIS addresses the
guidelines' treatment of plant and
animal sources of DNA on page 120,
first paragraph. It explains that the
analysis of potential hazards in the
EIS Is given in a general way that is
equally applicable to persons, animals,
and plants. The section of the guidelines on plants has been expanded in
the proposed revision. Specifications
for plant host-vector systems provide
safeguards in greenhouses, growth
chambers, etc., that meet the standards for experiments-involving other
life forms. As to a classification
system, a workshop on risk asessment
of agricultural pathogens, comprising
distinguished American plant pathologists, was held on March 20-21, 1978
(as announced on March 6 in the FEDERAL REuISTE) under the sponsorship

of the U.S. Department of Agriculture,
the National Science Foundation, and
the National Institutes of Health. The
report of this workshop constitutes appendix G. It was presented to the Recombinant Advisory Committee at its
meeting on April 27-28, 1978, and was
unanimously endorsed with certain
minor amendments. The recommendations of the RAC have been adopted in
the NIH Director's proposed revised
guidelines (PRG-NIH) with additional
minor amendments to sections dealing
with the use of plants and plant pathogens in recombinant DNA research. Comment 6. "No response to Dr.
Peter Albersheln's concern over the
use of the organism Agrobacterium tumefaciens in nitrogen-fixation work.
Correspondence with Dr. Fredrickson,
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The relatedness of different microbial species can be estimated by determining the extent of DNA homology
between them or -by studying the
properties of different microorganisms
in genetic crosses. As a general rule,
organisms that show considerable homology of their nucleotide sequences
under a standard set of experimental
conditions have the capacity to mutually integrate chromosomal genes. For
example, in the case of the Enterobacteriaceae family of bacteria (includes
Escherichia coli K-12), there is both
extensive DNA-DNA homology (1) and
chromosomal gene exchange, (2) with
a reasonable correlation between the
degree of DNA-DNA homology and
the capacity to mutually integrate
APPENDIX D
chromosomal genes.
Genetic relatedness, as indicated by
DISCUSSION OF THE "LIST OF EXOHANGa high level of DNA-DNA homology
ERS" CONSTITUTING APPENDIX A TO THE
between different microorganisms, is
GUIDELINES
not, however, an absolute requirement
Section I-E-4 of the Guidelines for the exchange of chromosomal
states that certain recombinant DNA genes between bacteria. In fact, chromolecules are exempt from the Guide- mosomal gene transfer among diverse
lines. These are molecules that "con- members of the Gram-negative group
sist entirely of DNA segments from of bacteria has been demonstrated
different species that exchange DNA where the microorganisms involved
by known physiological processes, show little or no DNA-DNA homology.
though one or more of the segments In these cases the exchange of chromay be a synthetic equivalent. A list mosomal genes is promoted by a
of such will be prepared and periodi- broad-host-range plasmid of the Inc P1 incompatibility type. These plasmids
cally revised by the Director, NIH, on
the recommendation of the Re- com- mobilize the chromosomes of a wide
binant DNA Advisory Committee, variety of Gram-negative bacteria, incorporate segments of these chromoafter appropriate notice and opportu
nity for public comment. Certain somes, and are capable of establishing
themselves along with covalentlyclasses are exempt as of publication of
these Revised Guidelines. The list is in linked chromosomal genes in a wide
range of Gram-negative bacteria. (3)
Appendix A."
Appendix A to the Guidelines conThe natural transfer of genes betains a list of documented cases of
tween bacteria occurs by transduction
(bacterial virus-mediated), transforma- chromosomal gene exchange between
tion (uptake of isolated DNA by a bac- a variety of bacteria and E. coli K-12
terial cell), or conjugation (plasmid- where the gene exchange is promoted
mediated transfer of genes between by Inc P-1 or other plasmids. The first
bacteria, requiring cell-to-cell contact). ten entries in this table are members
A reasonable generalization is that vir- of the Enterobacteriaceaefamily of
tually all closely related species of bac- bacteria. The bacterial species in this
teria can exchange genes by transduc- family not only show chromosomal
gene exchange but, as indicated above,
tion and transformation, the former
limited by the relatively narrow host- exhibit extensive DNA-DNA homolrange of transducing bacteriophage ogy. References listed at the end of
and the latter by the requirement, in this Appendix (4) provide documentathe case of chromosomal DNA, for ho- tion for the entries in Appendix A to
the Guidelines. All entries in Appenmology of DNA in most recombination
events. Conjugal mating with ex- dix A exhibit R-prime transfer (R
change of DNA can occur between vir- plasmid carrying chromosomal genes)
tually all Gram-negative bacteria, in- to E. coil K-12 mediated by the Inc Pcluding naturally occurring soil and in- 1 or other plasmids.
The Recombinant DNA Advisory
testinal species, when mediated by a
plasmid of broad host-range (for ex- Committee at its April 27-28, 1978,
ample, the Inc P-1 group plasmids). meeting proposed three possible alterRecently, conjugal mating has also native lists for consideration by the
been shown to occur between strains Director, NIH, to become Appendix A
Of certain species of Streptococcus, a to the Guidelines.
The first list with its criteria and enGram-positive organism (for example,
Streptococcus faecalis). To date, how- tries was as follows:
ever, conjugal mating has not been
The following organisms of the Enterodemonstrated between Gram-negative bacteriaecae family exhibit chro- mosomal
DNA relatedness (20 percent or more hoand Gram-positive bacteria.
July 10, 1977. Comments (peach-colored book) p.l."
Response. The letter to Dr. Fredrickson, July 10 (actually to Dr. Gartland,
July 5, and received July 10) comments on the guidelines rather than
the EIS. All letters received in response to the draft EIS are included in
appendix K of the final EIS and are
responded to on page 113-137 of the
final BIS. Our response to Comment 5
above is also applicable to this comment-i.e., the EIS discusses plants on
pages 23 and 120, and further discussion of this issue was held at the
recent workshop on risk assessment of
agricultural pathogens, which has led
to changes in the PRG-NIH.

mology of DNA of various pairs tested) and
genetic recombination or R-prime (R plasmid carrying chromosomal genes) transfer
to E. cali K-12 mediated by the Inc P-I
plasmids.
All species of the following genera:
1. Escher-chia(including E. col K-12)
2. Shigellae
3. Salmonella
4. Enterobacter
5. Arizona
6. Citrobacter
7. Kiebsiellae
In addition, the following species:
1. Erwinia amylovora
2. Erwinia dissolvens
3. Erwina minipressuralis
4. Serratiamarcescens
5. Levinea malonatica
6. Levinea amalonatica
The second list proposed by the
RAC included all the members of the
first list but added additional members. The criteria used are that all the
members of the list exhibit R-prlmc
transfer (R plasmid carrying chromosomal genes) to E. coli K-12 mediated
by the IncP-1 or other plasmids. This
is the list which (which certain deletions) was selected by the Director,
NIH to become Appendix A to PRONIH. The references supporting the
entries to this list are give (4) at the
end of this Appendix.
The third list included all the members of the second list but adds additional members. This list, with Its criteria and entries, was as follows:
The following genera and/or species pos.
sess R plasmids (including R plasmid of the
IncP-1 group) transferable to E. colt X-12,
1. All members of the Enterobacecriaecae
family
2. Vibrio species (except Vibrio para-hemolyticus)
3. Pseudomonas species
4. Rhizobium species
5. Acinetobacter calcoaceticus
6. Agrobacterium tumefaciens
7. Rhodopseudomonas sphaeroidcs
8. Caulobactercrescentus
9. Proteus species
10. Achromobacterspecies
11. Aeromonas salmonicida
12. Alcaligenesfaecalis
13. Bordetella bronchisepica
14. Mvyxococcus xanthus
15. Neisseriagonorrhoeae
16. Pastuerellahemolytica
17. Pastuerellamultoctda
18. Yersinia species (excludes Y pestia. since
it Is a Class 3 agent)
19. Xanthomonas species
In addition, recombinant DNA experiments between H. influenzae and H. parain.
fluenzae are exempt on the basis of exten
sive DNA homology.
1. Brennei D J. (1977). Characterization
and Clinical Identification of Entero- bac.
teriaceae by DNA Hybridization. In Pro.
gress In Clinical Pathology 7,71-118.

FEDERAL REGISTER, VOL 43, NO. 146-FRIDAY, JULY 28, 1978

2. Sanderson, K. E. (1976). Geretic-Relatedness in the Family Enterobacteriaceae.
Ann Rev. McrobioL 30f.327-349"
3. Holloway, BL.
(1978)Plazmfs Wic

Mobilizc Bacterial Chromosomes. PlasInnnd,-

in press:
4- Op. cit reL I and2. Mass,. D., and. B. W Holloway (1976). R_
FactorVariants.with. Enchancect Ser Factor
Actfiziy in Pseudomonas Aeruginosa. Mol
Gem Genetics 144-243-251.
Lacy, G. H, and J-_ V. Leary (1976). Plasmid: IMediated: Transm:ission of ChrromosomaZ Genes in Pseudomonas- Glycinea
Genet. Res. 27:363-368.
Mvlroie, J.R..D.A.Friello.T.V. Siemens,
and A. M_ Chakrabarty (1977). Mapping of
Pseudomonas Putfda Chromosomar Genes
with- a Recombinant-Se-Factor Plasumn&
MoL Ge. Genetics 157.231.
Hedges, R. W., A. R_Jacob, and L P. Crawford (1977).& Mre RangingPlasmidBearing the 1Pseudomones Aeruginosa Tryphopzan Syntletase Genes Niture-267"=83-284.
TaS, D., and. B. W. Holloway (1978).
Chromosome Mobilization by te B. Plasmid
R6-4-A TooT in Pseudomonas Genetics.
MoL Gen. Genetics 158.263.
Holloway; B. W. (1978). Isolation and
CharacterLzationof an R PlasmidT in Pseudomonas Aeruginosa. J' BacterioL 133:1078.
Watson, J. .and:B.WHblloway (1978).
Chromosome-Mappingin Pseudomonas Aeruginosa PAT- J. BacterioL 133:1113.
Watson, M. D_ and J. G. Scaife (1978).
Chromosome ,Trunsfers Promoted by the
Pio mtscuous-PlsmictBP4 PIasmict1:226.
Puhler, A., IL J. Burkardt, and W. Heumann (1972). Genetic Experiments with Oe
Pseudomonas Aeruginosa R-Factor RP4' Z7
Rhizobiuni LupinL J. Gen. MicrobioL 73:21Y
Beringer, J.B.. and-D- A Hopwood. (1976).
Chromosoimal Recombination in Rhizoblum
Leguminosarum.- Nature (Lond.) 264:291293.
Mreade. H. M, and . R. Signer (19TI). Genetf MappfngofRhizobium Melilot. Proc.
Nat. Acid. ScL USA 74:2076-2078.
Kondoros, A., G. B. Kish T. Forral, R.
Vncze and Z_ Banfalvi, (1977). Circular
Linkage Map or-Rhizobium 1eliloti Chromosome. Nature (Lond.).26&525-527.
• Beringer, J. R._ S. A. Hoggan, and W. B.
Johnston (1978). Linkage Mapping in Rhi..
zobiunLeguminosarum by Means ofR Pasmid-Mediated Recombination. J. Gen. MIcrobioL 104:201-207.
Towner, M X., and A. Vivian (1976). RP4Mediated ConjugationimAcinetobacter Calcoaceticus. J. Gen-Microbiol 93:355-360.
Towner, K. J. and A. Vivian (1976). RP4
Fertility Variants in Acinetobacter Calcoaceticus.
GeneL Res. 28.301-306.
1Towner,
M.J., and A. Vivian (1977). Pidsmidr Capableof Transferand Chromosome
Mobilizai n in Acinetobacter Calcoaceticus.
J. Gen. MicrobioL 101:16T-171.
Hamada, S. E., J P. Luckey, and S. K_
Farrand (1978)-.R-Factor Mediated Chromosomal Gene- Transfer-in Agrobacteriim Tumefaciens. Abs. American Society of Microbiology. 78t" Annual Meetings, H 86, p. 118.
Holsters, AL, B. Silva, F. Van Vliet, J. P.
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of recombinant DNA experiments involving-the DNAs of anfial, plant,
and insect viruses. The 27 scientists in
attendance (see attached roster had
expertise In clinical infectious disease;
public health, medical and diagnostic
virology; the biology of virus infection;
biochemical virology;, and plant, insect,
and'veterinary viruses. Five of the part1cipants are actively engaged in recombinant DNA experimentation. A
consensus statement of the discussions
In the areas of pathogenesis and epfdmfology of viral diseases, potential
benefits of recombinant; DNA experiments involving eukaryotie viral DNA,
viral hazard classifications, and cloning in prokaryotie and eukaryotic systems Is presented below. The group's
concluslons with respect to possible
risks of recombinant DNA experiments Involving viruses are based on
the best available- scientific data derived from publications, knowledge of
current activities in the field of virology, and first-hand experience in the
virology laboratory.

DEPARXME= OF HEAL.,

EDuCATioir, mw Wiur.rA
PowLcHEALTmS vrZ,
NarzoAL I.NsToair
or HzuLTH
Bethesda, ArE Marc16, 17
Dr. DONALD S. FzumRrCxSor,
Director,NationalInstitutes of Health 9000
RockviLtePike; Bethesda,CL
DzAR Dr. P
axcxsor. On January 26-28,
1978, a. joint U.S-EMBO Workshop to
Assess Risks for Recombinant DNA Experi,
merts Involving the Genomes of Animal.
Plant, and Insect Viruseiwas held in. Ascok
England. The workshop was sponsored by
the NIH at your request, In. response to discussions concerning viruses at the Director's
Advisory Committee meeting of December
19TT. The workshop was attended by 27 slentists from the United States, the United
Hlngdonz West Germany, Finland. France.
Sweden., and Switzerland. The participants
were- Invited because of their scientific expertise and not as repisentatives. of any
government or of any policymaking group.
The primary purpose of the meeting was
to conduct a scientific and technical analysL of possible risks associated with cloningeukaryotic viral DNA segments In E. colf K12 host-vector systems and. with the use- of
eukaryotic viruses as cloning vectors In
animal. plant and Insect systems. In. add!tion, there were general discusslons- of the
possible importance of recombinant DNA
technology for the solution of problems in
basic and applied virology and of the classification of viruses with respect to the
hazard that laboratory research with them
might pose to the laboratory worker or to
the community.
A report of the discussions and concluslons of the workshop is transmitted to you,
along with this letter. A draft of this report
was sent to the members for comment and
revision, and. this final version Is based on
the replies of all the participants. In view of
the- favorable responses, we feel that this
report will receive the support of virologists
in general We hope that It will be useful to
you: and the various national committees
that are considering containment levels for
this type of recombinant DNA research.
Since this Is the report of an international
group, we generally avoided reference to
any particular set of containment conditions. Rather we anticipate that the various
national committees will use, this report as
the sclentifie basis for setting the containment conditions they feel appropriate.
Sincerely.
MALcorm A. Xuarn,
Laboratory ofBiology
of Viruzem NIADM.
WAmC,%c P. Rows,
Laboratory of ViralDisea=se4
MID.
JouN Toozz.
Executive Secretary, EuropeanMolecular Biology Organization,Heidelberg.
Co-Chairmen.
REPORT OF U.S.-E&MO WORKSHOP TO
ASSESS RISKS FOR- RECOMBINANT DNA
EXPERIMENTS INVOLVING TME GENOMES
OF ANIMAL, PLANT. AND INSECT VIRUSES
This is the report of a Joint U.S.EMBO workshop held in Ascot. England, January 27-29, 197, -which was
convened to discuss the possible risks

Introductio:
Viral disease Is a complex process
that involves a series of critical steps;
these include entry of the virus particle Into the host, Infection of specific
cells at the portaI of entry, replication
of the virus in the Infected cells, and
usually, the spread of the progeny
virus particles within the infected host
to other susceptible cells. Pepending
upon the nature of the particular viral
agent, the deleterious effects for the
host. Ir any. may result from cytolytic
activity,
cellular
transformation.
chronic cellular dysfunction, or the
provocation of an injurious immunological relponse. Viruses contain 5 to 150
or more genes and their coordinated
functioning Is required for viral
growth and, consequently, for survival
of the virus In nature. Even though we
do not generally understand the precise role of each viral gene product, it
seems clear that viral Infection and
disease production requires proper
functioning of most, if not all viral
genes and, in general, is not a consequence of any single viral gene product. In the case of oncogenle papoaviruses, transforming retro- viruses
and possibly adenoviruses, individual
viral genes are thought to be responsible for the transforming properties of
the virus.
Recombinant
DNA
experiments
have already yielded "newinformation
about the structure and control of expression of genes in higher organisms
that could not have been obtained by
conventional techniques. DNA cloning
provides unparalleled opportunities to
explore the basic biology of anmal
and plant viruses. Virologists will be
able to probe more deeply into the
control of viral gene expression and
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discover phenomena of general cell
biological significance; techniques will
be more readily available to elucidate
the sequence of viral nucleic acids, to
shed light on the role of viral gene
products in pathogenicity, and eventually, to understand the molecular biology of animal and plant viruses to the
extent that some bacteriophages are
now understood. It seems apparent
that this new information will lead to
a deeper understanding of viral diseases and to new ways of combating
them. In the immediate future the
ability to obtain useful amounts of
pure viral genomes and subgenomic
fragments that cannot be obtained by
other means will provide scientists and
physicians with invaluable and inexpensive diagnostic protein and nucleic
acid reagents. In the more distant
future it should be possible to use
gene cloning techniques to obtain
large amounts of viral proteins; one
practical benefit from such developments might well be effective and safe
vaccines for control of diseases caused
by hepatitis viruses, herpesviruses and
influenza viruses and many other viruses, both known and, as yet, unknown.
In addition to being able to clone
viral genes in bacteria we are now able
to envisage using certain animal viruses as vectors for the propagation of
foreign genes in animal cells; a similar
system for exploiting a plant virus,
cauliflower mosaic virus, to clone foreign genes in plant cells may shortly
become available. The chief importance of animal and plant virus vectors
is that they can be used to carry genes
into cells in which they may be fully
expressed as well as propagated. By
using specifically designed viral vectors it may eventually prove possible
to deliver a specific gene to specific
target cells; such techniques have obvious medical, economic, and agricultural applications but their realization
will depend upon a great deal of basic
research.
VIRAL CLASSIFICATION SYSTEMS AND
RECOMBINANT DNA EXPERIMENTATION
The group extensively discussed the
current safety procedures for holding
and handling in the laboratory certain
animal viruses, in particular those
likely to be used in cloning experiments in the foreseeable future, either
as vectors or as the sources of the nucleic acids to be cloned. Inevitably the
recommended safety measures for
using animal (and plant) viruses in research vary from country to country.
In the context of recombinant DNA
research, which involves a novel set of
circumstances, none of the available
classifications of viruses according to
the risks they pose is entirely satisfactory. A list of animal viruses was
therefore prepared and the viruses

were ranked according to their known
hazard on the basis of: (a) The severity of human disease that they can
cause, particularly in persons exposed
in the laboratory; (b) their potential
for infecting laboratory workers; (c)
the risk that a laboratory infection
might result in spread to the community; and (d) the impact such spread
might have on the community or environment (table 1). In this list four bacteria and one rickettsial agent with
different pathogenic potentials have
also been included as a frame of reference for the 22 viruses identified. Because of time constraints, many
animal viruses, particularly those of
agricultural and veterinary -importance, were not ihcluded in the table.
Although not comprehensive, the list
contains most of those animal viruses
that have been previously mentioned
in the context of recombinant DNA
experiments.
This list can also serve the very
useful function of a reference scale, familiar to both microbiologists and clinicians, for expressing the degree of
concern that a given conjectural
hazard may engender, by comparison
to a known biohazard.

or lower eukaryotes) in E. col vector
systems.
We started with the extremely unlikely "worst case" assumption that a
recombinant molecule containing eukaryotic viral genome sequences has In
some way become established in wild
type E. coli and has thereby become
disseminated throughout the bowel
flora of vertebrates. Given this hypothetical set of conditions, what consequences could be envisaged? For the
purposes of analysis the discussions focused on two issues.
First: The mechanisins by which the
viral nucleic acid might gain access to
cells of the host; and
Second: The nature of the inserted
viral sequences.
Access of the viral genome to cells of
the vertebrate host might conceivably
result from virus particles formed
within the bacterium or from release
of viral nucleic acid into the proximity
of, or into, host cells; this could occur
either in the intestine or at the site of
extraintestinal E. colt infection.
Production of infectious virus particles by bacteria carrying the recombinant DNA molecules was considered to
be virtually impossible, regardless of
CLONING VIRAL DNA'S IN E. COLI K-12
the completeness of the viral genome
the nature of the eukaryotic virus
The cloning of viral DNA's and or
from
which it was derived. The basis
cDNA's in E. col K-12 using EK1 and for this
high degree of assurance is in
EK2 plasmid and lambda phage vecgreat understanding of
tors was discussed in light of the con- large part our biology
of virus replicamolecular
clusions of the Falmouth meeting that the
of regulation of gene
E. coli K-12 is not pathogenic and tion. The nature
does not efficiently colonize the verte- expression in prokaryotes is clearly
brate digestive tract (Gorbach, 1978). different from that in eukaryotes as
Not for want of trying, the partici- particularly exemplified by the abpants were unable to envisage a se- sence in prokaryotes of RNA splicing
quence of events which could occur mechanisms (Berget el al., 1977; Aloni
with significant probability that would et al., 1977; Lavi and Groner, 1977;
allow -E. coli carrying either whole Mellon and Duesberg, 1977; Chow et
DNA genomes of certain viruses or al., 1977; Klessig, 1977; Dunn and HaSsubgenomic fragments of virtually any sell, 1977), RNA capping (Moore, 1966;
virus to lead to disease. The question Stavis and August, 1970; Blattner and
was also raised as to whether or not, in Dahlberg, 1972; Malzels, 1973k Wei and
the extremely remote possibility that Moss, 1975; Furuchi et al., 1976a;
all of the biological and physical con- Keith and Fraenkel-Conrat, 1975;
tainment barriers broke down, intesti- Abraham et al., 1975; Furulchi et al.,
nal bacteria carrying cloned whole 1975b; Dubin and Taylor, 1975; Perry
viral genomes might bypass the natu- and Scherrer, 1975; Moss and Koczot,
ral barriers to infection by the virus 1976) and differences in messenger
polyadenylation
particle. As summarized in the follow- RNA biogenesis,
ing section, the group concluded that (Kates and Beeson, 1970; Darnell et
the probability that K-12 organisms al., 1971; Mendecki et al., 1972; Philip.
carrying viral DNA inserts could repre- son et al., 1971; Weinberg et al, 1972;
sent a significant hazard to the com- Ehrenfeld and Summers, 1972; Pridmunity was so small as to be of no gen and Kingsbury, 1972), and ribosomal binding sites (Shine and Dalgarno,
practical consequence.
Risk assessment analysisfor cloning 1974; Steitz and Jakes, 1975; Hagenviral DNA in E. coli K-12.1 The follow- buchle et al., 1978). The expression of
ing is a summary of the workshop dis- animal viral mRNA in E. col translacussions dealing with possible mecha- tion systems is not accurate; in one
nisms of risk resulting from the clon- well studied system, poliovirus, intering of genetic material of eukaryotic nal initiation signals are read which
viruses (i.e., viruses of animals, plants, result in premature chain termination
(Rekosh et al., 1970). Thus neither the
synthesis of proper mRNA nor Its
1This portion of the report was prepared
subsequent to the U.S.-EMBO workshop by translation into viral protein Is likely
to occur in E. coll.
Drs. Martin and Rowe.
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Virus replication requires the regulated and coordinated function of multiple enzyme systems derived from
both the host and the viral genomes; it
seems most unlikely that any prokaryote contains the complement of en-zymes-required for the synthesis of an
infectious animal virus. Animal viruses
have evolved to be adapted to replication in eukaryotic cells; except for the
instances where they have coevolved
to replicate in insect vectors, animal
and plant viruses show a high- degree
of specificity for cells-of a particular
class. or species of host cell or even a
particular differentiated cell type.
Further, there is no verified example
of the replication of a virus, of eukaryotes in bacteria, or conversely, the
replication- of a bacteria, virus in anyeukaryote. Consequently, since it was
not considered possible for recombinant DNA containing- a viral chromosome to produce intact virus particles
in E. coli, the group felt secure in focusing on models involving thost cell
exposure to viral nucleic acid rather
tha= vira: particles.
In a model in -which recombinant
DNA-containing organisms are confined to the lumen of the intestine,
the possibility of viral RNA or DNA
gaing access to mucosal cells is ex-

tremely remote. First: The large
amounts of nucleases in the intestinal
-contents would rapidly-destroy the recombinant molecules .Maturin" and
Cu-tiss, 197":. Second: The efficiency
of infection of 3ells by viral nucleic
acid molecules, even in the presence of
chemical potentiators, is extremely
low, both in vftro and in vivo .'Ellem
and Colter, :96:; ,Amstey and Parkmar_ 1966; McCutchan and Pagano,
:968; Graham and van der Eb. 1973;
-Israel et a1, 1978al. Third: Since
anima; experiments indicate that poyoma vira: DNA cannot initiate infection when administered by the oral or
nasa: routes 'IsraeI et al., 1978a), it is
!ikely that nucleic acids cannot infect
across mucous membranes.
Consequently, the only model to
which serious, attention mustL be directed is one in which the. hypothetical bacterium carrying the viral recombinant DNA gains access to the
body tissues. Two cases can be considered. With minor transgressions of the
intestinal mucosa that allow brief penetration of organisms into the intestinal wall, lymphatics, or the protal circulation, the bacteria would be ingested by phagocytes. In phagocytes, bacteria are lysed and their nucleic acid is
released in the nuclease-rich lysosomes; the effectiveness of the lysosomal enzymes virtuall guarantees that
no nucleic acid could survive to cause
infection (Bensch et al., 1964; Carrara
and Bernardi [1968J; Arsenis et aL,.
,1970).

The second case, extraintestinal Infection such as urinary tract or surgical wound infection, deserves serious
consideration, but It must be pointed
our that- this would occur In only a
fraction of individuals. In this context
the consequences of the Infection
would be a function of the nature of
the viral DNA inserted In the recombinant DNA molecule. We considered
the following classes of DNA inserts:
(1)Subgenonic segments of nononcogenic viruses; (2) transforming seg-.
ments of oncogenic viruses; (3) eDNA
prepared from the genome of segmented RNA viruses; (4) eDNA copies containing the complete viral genome of
nonsegmented RNA viruses and (5)
complete DNA viral genomes. The
workshop participants reached the
conclusion that viral inserts should be
thought in terms of three classes of
risk: Those for which there was no
risk of a harmful outcome, and those
for which a possibility of harm, however remote, could be envisioned. The
latter were then divided into those scenarios which may well in reality be Impossible, and those which are felt to be
possi'ble.
Those inserts for Wyhich the group
could not consfruct any realistic harmful scenario were: (1) Subgenomic segments of nontransforming RNA or
DITA viruses; (2) cDNA copies from
RNA viruses with segmented viral gemomes and (3) cDNA's of the complete
genome of negative strand. RNA viruses.
(1)Subgenomic segments (meaning,
small portions of the viral genome
lacking genes needed for replication of
the virus) of nontransforming viruses
are considered to be harmless because
of the absence of any known example
of an individual viral encoded protein
which can act exogenously on cells.
With the exception of some glycoproteins when added to cell cultures in
high concentrations (Scheid and
Choppin, 1974; McSharry and Choppin, 1978). viral proteins do not induce
cell damage from without.
(2) Reverse transcripts of RNA viruses, with segmented genomes cannot
be envisaged as carrying any risk of
producing infectious virus even when
the eDNA is made from unfractionated nucleic acid preparations. It would
be virtually iipossible to ligate together a complete DNA copy, and if
this ever did occur, we cannot envisage
any way that the proper length RNA
genome segments could be transcribed
therefrom.
(3) Cloning of reverse transcripts of
negative strand RNA viruses is.viewed
as being free of risk. With these viruses, the process of, viral mRNA and
genomic RNA synthesis Is complex,
and the Workshop participants could
not envisage a set of circumstances In
which RNA segments, transcribed

from a DNA template, could eventuate
in the synthesis of progeny virus. This
Is based on the fact that the nuclei
acid of negative strand RNA viruses
(either the plus or minus strand) has
never been shown to be infectious for
cells (Kingsbury, 1966; Baltimore et
al. 1970; Wagner, 1975) presumably
because of their unique molecular biology. Infection by negative strand viruses requires the activity of the virion
associated transcriptase (Baltimore et
a. 1970; Cormack et aL, 1971; Szilagyi
and Pringle, 1972); this enzyme catalyzes the synthesis of multiple (segmented) functional plus strand mRNA
molecules from the input minus
strand (Bratt and Robinson. 1967;
Huang et aL, 1970; Mudc and Summers. 1970; East and Kingsbury, 1971;
Weiss and Bratt, 1976; Freeman et al,
1977). A polypeptide specified by one
of these mRNAs then modifies the
virion transcriptase to function as a
replicase mediating the synthesis of a.
complete unsegmented plus strand of
RNA. the template for synthesis of
progeny minus stand RNA molecules.
The minus strand has no messenger
function (Huang et at, 1970; Grubman
and Summers, 1973; Kingsbury, 1973;
Morrison et al, 1974). Thus, to initiate
the infectious process both a full
length RNA transcript (to serve as
template) and the segmented plus
strand transcripts, capped for function
as mRNA, would be required. This
would necessitate either the transcription of both DNA strands by cellular
RNA polymerase or the synthesis of a.
full length transcript as well as properly terminated, segmented transcripts
from the minus strand DNA. These
are obviously extremely unlikely
events.
There were two classes in which it
was considered that a risk scenario
might be constructed but which might
indeed be Impossible; these involve the
cloning of the transforming segments
of DNA viruses or of transforming retroviruses, and the cloning of complete
reverse transcripts of plus-strand RNA
viruses. The model involving subgenomic, transforming -segmentspostulates
release of recombinant DNA molecules
by lysis of E. coli In the tisses, and integration of the transforming gene
segment into the DNA of host cells.
While this eventuality cannot be ruled
out, It was considered to have a very
low probability in view of the inefficiency of trnsforming cells with viral
nucleic acid (Aaronson and Martin,
1970; Graham et al., 1974; Abrahams
et al, 1975) and the fact that integration of transforming DNA would occur
in only a few cells In any one individual and, in the presence of competent
Immuno- surveillance, would be most
unlikely to result in a tumor (RabeL
1961; SJogren, 1964; Siogren et al,
1967; Costa et al, 1977). Transplanta-
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tion studies with primary tumors and
transformed tissue culture cells indicate that large numbers of cells are required to initiate tumor growth; in
general, only after adaptation effected
by long passage in animals do small
numbers of cells produce tumors (Sjogren, 1964; Klein, 1975). In this regard,
It should be noted that there is overwhelming evidence that humans are
highly effective in averting tumorigenesis by DNA viruses. Man, and many
other vertebrates as well, are infected
repeatedly with DNA viruses (e.g., papovaviruses and adenoviruses) that
contain the transforming regions discussed above (Huebner et al., 1954;
Hilleman, 1957; Shah et al., 1973; Padgett and. Walker, 1973; Brown et al.,
1975; Shah and Nathanson, 1976).
Some of these viruses are even known
to induce tumors in laboratory rodents, yet, despite intensive search,
none of these has been reproducibly
associated with the etiology of any
malignancy in humans (Mackey et al.,
1976; Fiori and DiMayorca, 1976; Wold
et al., 1978; Israel et al., 1978b).
The risk scenario whereby a cDNA
transcript of a positive strand RNA
virus leads to infection of the host was
considered to have a finite but low
probability. In this model, extraintestinal infection by the bacterium carrying the recombinant DNA results in
the recombinant DNA molecule, or
plus strand RNA transcripts thereof,
entering into host cells with resultant
productive viral infection. Neither carries a risk if the cDNA insert is not a
complete copy of the RNA genome.
Unless a deliberate attempt is made to
select full-length cDNA molecules for
ligation to prokaryotic DNA vectors,
the vast majority of recombinant DNA
molecules will contain only a segment
of viral specific DNA and, as a consequence, the likelihood of cloning the
whole genome will be low.
The major block to synthesis of infectious RNA from the recombinant
DNA molecule either in the prokaryotic or eukaryotic cell would be the inaccurate initiation of transcription.
There is no reason to believe that the
5' terminus of the viral genome would
generate a binding site for either prokaryotic or eukaryotic RNA polymerases following reverse transcription
into DNA. Rather, RNA synthesis
would be initiated either:
(1) Internally, by a random initiation process which would yield noninfectious molecules;
(2) Upstream, either at a prokaryotic
promoter or at a random initiation
site, in the eukaryotic cell which
would generate a leader sequence lacking the appropriate recognition signals
for binding to eukaryotic ribosomes
(Shine and Dalgarno, 1974; Steitz and
Jakes, 1975; Hagenbuchle et al., 1978).
To produce infectious RNA from such

a primary transcript, a site-specific there would be no risk other than the
possible transformation of a small
cleavage would have to occur;
(3) At the 5' terminus by random ini- number of cells, in the case of oncotiation, but this undoubtedly would be genic viruses, as discussed above. Only
an extremely rare event.
If the host was sensitive to the virus
Any full-length plus strand transcripts would spread occur: this would not be
different from infection with the virus
synthesized in E. coli would have to
escape degradation by extracellular ri- Itself and would not generally reprebonucleases following their release sent a unique blohazard. Futher study
from bacteria and then initiate an in- of this type of viral DNA Insert would
fection in a sensitive cell, which, under be extremely useful.
Recapitulation. It should be noted
the best conditions in the laboratory,
is an extremely inefficient process that these model scenarios were not
constructed from an anthropocentric
(Ellem and Colter, 1961).
Further studies of this type of viral viewpoint, but apply generally to any
DNA insert would clearly be desirable. model in which vertebrates are coloThe cloning of the complete genome nized by the E. coi carrying the reof DNA viruses (including proviral combinant molecule.
To recapitulate, even assuming a
forms of retroviruses) provides a scenario felt to carry a finite probability worst case situation, this analysis
of risk, but this too is considered ex- leads us to conclude that cloning the
tremely .low. Since viral DNA mole- subgenomic segments of nononcogenio
cules are generally infectious, any situ- viruses, the complete genome of negaation in which the complete viral tive strand RNA viruses, and any part
genome, without deletion or substitu- of the genome of segmented viruses
carries no risk of generating a biohation, is excised from the recombinant
molecule could conceivably'lead to in- zard. Second: It is possible to construct
fection. In particular, circular DNA conceivable but extremely unlikely
genomes, cleaved with a single cut re- sets of circumstances resulting in a
striction enzyme and ligated to a pro- biohazard from the cloning of the
karyotic vector, provide such a condi- transforming segment of oncogenlo
tion; however, for accurate excision viruses. And, third: It is possible to enone must postulate the unlikely even- visage feasible biohazard scenarios
tuality of the recombinant molecule from cloning of the complete genome
being brought in contact with the of DNA viruses or the entire genome
same restriction enzyme used during of plus strand RNA viruses but even
the insertion of the DNA segment intb these carry little possibility of risk.
the vector. Complete viral genomes When this analysis is combined with
could also be generated from a recom- the immense unlikelihood of generatbinant molecule in the case of ol1- ing this worst case scenario in the first
gomers of viral DNA inserts; a com- place, given good laboratory practice
plete copy of the viral DNA could then and the safety inherent in use of apbe generated by intramolecular recom- proved E. coli K-12 host-vector sysbination. Full length linear DNA mole- tems (Gorbach, 1978), the group felt
cules inserted into a vector by oligo strongly justified in concluding from
available scientific information that
dA-oligo dT tailing or by addition of
other linker molecules would be un- viral genomes or fragments thereof,
likely to excise accurately terminating cloned in E. coli K-12 using approved
plasmid or phage vectors pose no more
genomes.
Given that it is conceptually possible risk than work with the infectious
to generate infectious molecules from virus or its nucleic acid and in most, if
recombinant DNA containing the com- not all cases, clearly present less risk.
plete genome of DNA viruses, it is im- In fact, the Workshop participants
portant to assess the factors that agreed that cloning of viral DNA In E.
would result in such infectious DNA coli K-12 may provide a unique opporcausing disease. The probability that tunity to study with greatly reduced
the excised molecules would infect risks the biology of extremely pathohost cells is of course relatively low in genic and virulent viruses.
The group also agreed that the clonview of the inefficiency of infection by
naked DNA (Ito, 1960; Burnett and ing of cDNA copies of viroids in E. col
Harrington, 1968; McCutchan and K-12 should be postponed until more
Pagano, 1968; Mayne et al., 1971; information Is available about their
Graham and van der Eb, 1973; Sol and molecular and cellular biology.
Recommendation. Based on these
van der Noordaa, 1977). Another important factor in such a scenario is the considerations the participants of the
susceptibility of neighboring cells to U.S.-EMBO Workshop concluded that
the virions produced by a cell infected the use of P2 (NIH guidelines) or CI
with the infectious DNA. If the sur- (Williams report) containment measrounding cells were not sensitive to ures, in conjunction with an EKl hostthe virus itself, the initially infected vector system should provide adequate
cell, producing virions, could not containment for cloning any viral
spread this infection to other cells or
genome or fragment thereof and rectissues; in the absence of virus spread iommended this as the minimum con-
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tainment levels for recombinant DNA
experiments involving eukaryotic viral
DNA inserts. However, if the virus
itself must be handled at higher levels
of physical containment it seems prudent at the present time to use the
more stringent- containment conditions. It was emphasized that containment practices must include adequate
training and the use of high quality
microbiological technique.
EXPRIM

TS WITH XUKARYOTIC HOST-

VECTORS "

1. Vertebrate host-vector systems in
which viral DNA vectors are used to
propagate other DNA segments.
The workshop participants endorsed
the portion of the NIH guidelines that
describes the features required for an
animal virus to be used as a cloning
vector (ie., the first portion of section
III.B.3.a. of the draft version, revised
NIH guidelines for recombinant DNA
research). The following is our recommended version of this section:
Because this work will be done almost exclusively in tissue culture cells, which have
no capacity for propagation outside the laboratory, the primary focus for containment
is the vector, it should be pointed out that
the risk of laboratory acquired infection as
a consequence of tissue culture manipulations is very low-Given good microbiological
practices, the most likely mode of escape of
recombinant DNAs from a physically contained laboratory is carriage by an infected
human; thus the vector with an inserted
DNA segment should have little or no ability to replicate or spread in humans. Further, a recombinant virus should not inadvertently pose a threat to any species.
For use as a vector in a vertebrate host
cell system, an animal viral DNA molecule

Ideally should display the following properties:
(a) It should not consist of the whole
genome of any agent that is Infectious for
humns or that replicates to a significant
extent in human cells In tissue culture.
(b) It should be derived from a virus
whose epldemlological behavior and biological properties are well understood.
(c) Its functional anatomy should be
known-that is. there should be a clear Idea
of the location within the molecule of:
(I) The sites at which DNA synthesis originates and terminates:
(il) The sites that are cleaved by restriction endonucleases:
(Ill) The template regions for the major
gene products.
(d) It should be defective when carrying
an Inserted DNA segment; that is. propagation of the recombinant DNA as a virus
must be dependent upon the presence of a
complementing helper genome. In almost
all cases this condition would be achieved
automatically by the manipulations used to
construct and propagate the recombinants.
In addition, the amount of DNA encapsidated in the particles of most animal viruses is
defined within fairly close limits. The Insertion of sizeable foreign DNA sequences.
therefore, generally demands a compensatory deletion of viral sequences. It may be
possible to introduce very short insertions
(50-100 base pairs) without rendering the
viral vector defective. In such a situation.
the requirement that the viral vector be defective Is not necessary.
If possible the helper virus genome
should:
(I) Be integrated into the genome of a
stable line of host cells (a situation that
would effectively limit the growth of the
vector recombinant to such cell lines); or
(ii) Consist of a defective genome. or an
appropriate conditional lethal mutant virus.
,making vector and helper dependent upon
each other for propagation.
However. neither of these stipulations is a
requirement.

The group discussed at length the
possibility that use of eukaryotic vectors under these conditions could pose
a threat to the community or environment, but could not envisage a plausible set of circumstances whereby a
risk to the community could develop.
Given the extent of the genetic deletibn required to satisfy the conditions
stated above and In table 2, and the
constraints that encapsidation places
on the size of an inserted gene seg-ment, the workshop participants saw
no way that the experiments could
generate a competent virus containing
new genetic information sufficient to
code for a functional gene product.
The group tried to conceive of ways by
which a recombinantional event between the defective recombinant
genome and the helper genome or the
genome of an indigenous virus in an
exposed laboratory worker might generate nondefective viral recombinants,
but as mentioned, was unable to identify any.
The possibility that a defective recombinant genome might be maintained in nature through complementation by a helper virus was considered
too unlikely to be a cause for concern,
given the absence of any precedent in
animal virology. The group considered
the adeno-assoclated viruses, which
are defective parvoviruses maintained
in nature, to be a unique case In that
they are known to integrate into host
cells and to have at least 33 different
potential helpers (human adenoviruses) available.
Having considered the use of the
genomes of different DNA animal viruses to propagate DNA sequences
from different sources, the group proposed the following recommendations:

TBLE 2

Precaution Level Depending on
Source of Foreign Da&
-Viral Vector D

polyaca vixus SV40 -

all or part

L or M

unconditionally

defective by deletion of

all or part of the sequences
of any of the genes

adencviruses 2 and 5

L or 1M

-

incapacitated by deletion of
at least two capsid genes

zrine adenovirus strain
FL - all or part

Herpes sirplex virus incapacitated by a large
deletion

LorM

cbc

L -or M

chc
cbC

CbC
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L corresponds to a containment level
approximately equivalent to P2.
M corresponds to a containment
level approximately equivalent to P3.
Prokaryotic sequences that are
known not to contain toxigenic genes
may be cloned in L conditions: otherwise M conditions should be used.
+ Before this viral DNA can be used
as a vector, further information is required about its host-range, particularly its interactions with cultured primate cells.
CbC these experiments should be assessed by the appropriate committees
on a "Case by Case" (CbC) basis.
The group recommended that further work on the biological properties
of recombinants formed between the
genomes of two animal viruses should
be carried out as a matter of some importance. The workshop participants
discussed the possibility that new viral
agents might be created with novel
biological properties (e.g. host range,
tissue tropism, pathogenicity) not
found in either parent. Several model
experiments were proposed to test this
possibility. The group recommended
that research in this area proceed cautiously with each case being considered on its individual merits and even
if the model experiments suggest little
cause for concern, continued careful
surveillance of new recombinants
should be maintained.
2. Vertebrate host-vector systems in
-which 7ecombinant DNAs are used to
transform cells. In these types of experiments viral DNAs carrying a foreign DNA segment will be used to
transform cells in culture and in the
process, integrate the recombinant
DNA into the host cell chromosome.
Some transformation systems are nonpermissive for progeny virus production and pose no possibility of producing laboratory infections. Other transformation systems are semi-permissive
and, in addition to the appearance of
transformed cells, allow the production of low titers of infectious virus.
When recombinant DNAs are used
to transform cells which do not yield
significant quantities of infectious

virus (e.g. SV40 in murine cells, polyoma virus in rat or hamster cells,
adenovirus 2 and 5 in rat cells) L conditions are generally sufficient; for viruses which do not infect humans,
there need be no requirement that the
vector be disabled. M conditions
should be used if the system is semipermissive (i.e., virus is produced, in
low titer) and the virus is capable of
infecting humans (e.g. SV40 in human
cell cultures). It was agreed that the
DNA to be cloned must not be derived
from another animal virus.
The use of viral genes as selective
markers offers exciting andimpbrtant
possibilities for experiments involving
cloning in eukaryotic cells. Possibly
the best of such markers would be the
herpes simplex virus thymidine kinase
gene. We recommend that special emphasis be given to cloning in prokaryotic systems a small fragment (<5KB)
of herpes viral DNA which contains
the sequences of this gene. Once available, the purified segment could be ligated to any chosen piece of DNA and
cells transformed by the recombinant
could easily be selected by virtue of
the presence of thymidine kinase.
3. Baculoviruses as -vectors. The
group discussed the use of baculovir
uses (large DNA-containing insect vir.
uses) for cloning genes in invertebrate
cells and concluded that our knowledge of the molecular and cellular biology of these viruses is too limited to
allow any genoral recommendations.
Proposals to use these viruses should
be considered case by case. The group
also recommended, however, that because of the potential exploitation of
these viruses as biological pesticides
(two have already been licensed for
this purpose) and as vectors in recombinant DNA experimentation, high
priority should be given to studies of
their basic virology, genetics, and molecular biology.
4. Cauliflower Mosaic Virus as a
vectorfor cloning genes in plant cells.
The only known plant viruses which
could serve as vectors for cloning
genes in plants and plant cell protoplasts are Cauliflower Mosaic Virus
(CaMV) and its close relatives, which

have relaxed circular double stranded
DNA genomes with a molecular weight
of 5x10 . The genoies of these viruses
are not knovm to Integrate Into host
chromosomes, or to pick up cellular
genes. CaMV Is spread In nature by
aphids, in which It survives for a few
hours. Spontaneous mutants of CaMV
that are not transmitted by aphids
arise frequently; these mutants fall to
make a transmission factor essential
for aphid transmission.
The viruses in the CaMV group have
narrow host' ranges and are relatively
difficult to transmit mechanically to
plants. For this reason, they are most
unlikely to be accidentally transmitted
from spillage of purified preparations
of the virus.
The workshop participants recom
mended that for use as a vector with
intact plants, a strain should be select
ed which Is not transmitted by aphids
The ability to produce local lesions In
an appropriate host would be an advantage in maintaining the Integrity
of the strain. The plants should be
grown in either a greenhouse or plant
growth cabinet which Is Insect-proof
Soil, plant pots and unwanted infected
plant materials should be removed
from the greenhouse or cabinet In
sealed insect proof containers and
sterilized. It Is not necessary to sterl.
ize run-off water from the Infected
plants as this Is not a plausible route
for secondary infections. Infected
plant materials to be used for further
research, which have to be removed
from the greenhouse or cabinet,
should be maintained under insect
proof conditions. These measures provide an entirely adequate degree of
containment and are similar to those
required in many countries for licensed handling of "exotic" plant viruses.
CaMV or Its DNA may also be useful
as a vector to Introduce genes into
plant protoplasts. The fragility of
plant protoplasts combined with the
properties of CaMV mentioned above
provides adequate safety. Since the
group envisaged no risks to the envi
ronment from use of the CaMV proto,
plast system, no special containment
was recommended.
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Aprmwx P.-REP ET oF
WORKMG Gnour SpoNsoRED BY TF
Rxcommnri DNA ADVisORY ComOn April 6-7, 1978, a: working group
of American virologists met in a public

meeting at the National Institutes of
Health to: (1) Review the report of the
U..-ErBO workshop to assess risks
for recombinant DNA expriments involving the genomes of animal, plant,
and insect vectors and (2) Translate

the conclusions of the U.S,-EMBO
report into recommended physical and
bilogical containment levels for consideration by the RAC for incorporation
into the revised NIH guidelines for recombinant DNA research. The 19 scientists in attendance (see attached
roster) had expertise in clinical infectious disease; epidemiology of viral dis-

ease; medical and diagnostic virology;,
the biology of virus Infection; biochemical virology; viral Immunology;
and plant, insect, and veterinary viruses. Six of the paztidpants- (Drs.
Ginsberg, Choppin, Martin, Rowe,
Summers, and Wagner) had attended
the U.S,-EMBO workshop.
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REVIEW OF THE U.S.-EIBO WORKSHOP
REPORT
The working group discussed the
U.S.-EMBO workshop report section
by section and recommended the following amendments:
(1) Page 10, line 17-delete "then
modifies" and insert "is thought to
modify."
(2) Page 16, lines 6-8-The working
group did not understand the scientifIc basis behind this short paragraph
which singled out viroids from other
RNA plant viruses and which would
postpone work in this area. Deletion of
these three lines was recommended
following a discussion about the potential risks attending the cloning of
cDNA copies of viroids in E. coli K12.
(3) Table 1.
(a) Yellow fever virus-Add "L (if
vaccinated)" under Risk of Laboratory
Infection and change "(H)" to "(L-H)"
under Community or Environmental
Impact.
(b)
Epstein-Barr
Virus-Change
"2+" to "0-2+" under Severity of
Human Disease.
After reviewing the U.S.-EMBO
report the working group unanimously
endorsed: (1) The classification of viruses with respect to their ability to
cause disease in laboratory workers
and their impact on the environment;
(2) The analysis and recommendations
for cloning viral DNA's in E. coli K12;
and (3) The analysis and recommendations for the use of viral DNA's as vectors in eukaryotic cells.
ITIPLEDIENTATION OF THE U.S.-ELBO

REPORT
A. Cloning Eukaryqtic Viral DNA in
E. coli K12 Host-Vector Systems.
After considerable discussion, the
working group recommended physival
and biological containment conditions
for experiments involving the cloning
of viral DNA in E. coli K12 as shown
in table 1. The group classified the
viral DNA for such experiments in
three categories: (1) Virion DNA of
DNA viruses; (2) cDNA copies of virion
RNA of RNA viruses; and (3) Intracellular forms of viral DNA including integrated genomes, and DNA from productively, infected cells. The viral DNA
to be cloned was then subclassified
into whether it represented the entire
viral genome or a purified subgenomic
segment thereof. Subgenomic segments were further subdivided on the
basis of whether they contained intact
transforming genes ,or not (see table
1). In addition, the working group also
assigned physical and biological containment levels for cDNA copies of cellular mRNA's for each class of viral
DNA insert (see table 1).
1. In its deliberations, the working
group was impressed with the safeguards afforded by a ban on mouth-pipetting for recombinant DNA experi-

ments involving E. coli K12 host-vectors. The group felt that the only
plausible way E. coli K12 could gain
entry into laboratory workers was by
oral ingestion. The analysis contained
in the U.S.-EMBO report was predicated on the remote possibility that E.
coli K12, containing eukaryotic viral
DNA, would be swallowed and the
viral DNA insert would be delivered to
a tissue in the body which ordinarily
would be inaccessible to the virus. A
prohibition of mouth pipetting would
clearly prevent this sequence of events
from even beginning. The working
group therefore recommended that no
mouth pipetting be allowed at any
level of physical containment (including P1) when working with E. coli
K12.
2. The group was struck by the inherent safety afforded by nonmobilizable plasmids and felt they represented an additional level of containment
when used with E. coli K12. Accordingly, the working group recommended the use of E. coli K12 in conjunction with non-mobilizable plasmid vectors (referred to in table 1 as EKlNM)
for several categories of experiments.
3. The virus working group extensively discussed the use of class III
(CDC) and "moderately oncogenic"
(NCI) viral DNA's in E. coli K12 host
vector systems. The group concluded
that vesicular stomatitis virus (VSV),
which is a widely studied negativestrand RNA virus, is classified as a
class III agent because of its ability to
produce disease in animals; VSV is not
an important human pathogen (see
table 1 of U.S.-EVIBO report). The
working group agreed that VSV possessed all of the safety features of
other negative-strand RNA viruses
(see U.S.-EMBO report) and strongly
recommended that cloning of VSV
cDNA be permitted because-of its importance as a model virus in studies of
the molecular biology of virus infection. The working group also considered the 9 viruses classified as moderately oncogenic by NCI (Appendix B)
and concluded that the only potential
biohazard associated with their use ihvolved the propagation of the viruses
themselves during the preparation of
reagents/substrated for use in recombinant DNA experiments. None of
these agents produces human disease
or has been associated with human
malignancy. The virus working group
endorsed the inclusion of these agents
as sources of eukaryotic viral DNA for
cloning in E. coli K12 and recommended that NCI guidelines be followed for
work involving the viruses themselves.
B. Viral DNA Vectors in Eukaryotic
Cells.
The working group discussed the
physical containment levels appropriate for different eukaryotic viral DNA
vectors and prepared a list of four

animal viruses and two plant viruses as
candidate vectors. In each case the
group made recommendations regarding physical containment conditions
for productive or non-productive viruscell interactions. The virus working
group, like the participants of the
U.S.-EMBO workshop, were concerned
-about alterations in host range and
tissue tropism. that 'might occur following the insertion of foreign viral
DNA sequences into eukaryotic viral
DNA vectors and were unable to specify containment levels for this type of
DNA recombinant. The group agreed
that experiments of this type could
yield useful information about viral
pathogenesis and recommended that
each be evaluated by the recombinant
DNA Molecule Program Advisory
Commitee on a "case-by-case" (CBC)
basis. The working group also recognized its inability to identify all possible viral vectors and therefore Included a category which encompassed
other potential viral DNA vectors
whose use could also be evaluated on a
"case-by-case" basis.
The virus working group regarded
the use of DNA vectors prepared from
CaMV and BGMV as posing virtually
no biohazard to plants or the ecosystem and recommended a minimum of
physical containment. The group extensively discussed the use of baculovirus DNA as vectors, and, despite
their certification as registered pesticides, considered the available information about their host range, persistence, and basic biology to be too rudimentary at the present time. A "caseby-case" evaluation was therefore recommended.
The virus working group unanimous.
ly endorsed the elimination of the requirement pertaining to the functional
anatomy of viral DNA vectors (page
49602, third column, (ii1)) since these
features are related in no way to the
inherent safety of a potential vector.
These criteria for candidate vectors
were retained in the final recommendations, however, as desirable, although not required features.
It should be noted that the recom
mendations of the virus working group
impact on two other sections of the
Revised Guidelines for Recombinant
DNA Research.
(1) Section III B la(1)(g) can be
eliminated because it Is now covered in
section III B lb(1).
(2) Section III A should be amended
to read "pathogenic organisms In
classes 3, 4, and 5 except vesicular stomatitis virus;" the prohibition of moderate risk oncogenic viruses should be
deleted.
The recommendatohs made by the
virus working group were based on the
best and most current available scientific considerations. The containment
levels proposed for cloning eukaryotic
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viral DNA inserts in prokaryotic systems pertain onZy to E. coil K12 and
its derivatives. The Working group
agreed with the participants of the
U.S.-EMBO Workshop that eukaryotic viral genomes cloned in E. coli K12
-posed less risk in nearly all cases than
work with the infectious virus itself.
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(1) Viruses of Eukaryotes
(a) DNA viruses.
1. Nontransformingviruses.
(a) Adeno-associated viruses, minute
virus of mice, and mouse adenovirus
strain FL.-P1 physical containment
Including no mouth pipetting + an
EK host-vector shall be used for DNA
recombinants produced with the
whole genome, subgenomic DNA segments, or cDNA copies of cellular
mRNA.*
(b) Otherviruses.
(i) P1 physical containment including no mouth pipetting +" an EK
host-vector shall be used for DNA recombinants produced with purified
subgenamic segments or cDNA copies
of cellular mRNA.*
(i) P1 physical containment including no mouth pipetting + an EK1 host
vector, which.in the case of a plasmid,
must be non-mobilizable shall be used
for DNA recombinants produced with
the whole genome.
2. Transformingviruses.
(a) Herpes saimiri and herpes ateles.
(i) P1 physical containment including no mouth pipetting + an EK host
vector shall be used for DNA recombinants produced with purified nontransforming subgenomic DNA segments or cDNA copies of cellular
mRNA.*
(ii) P2 physical containment + an
EK host vector which, in the case of
a plasmid, must be non-mobilizable,
shall be used for DNA recombinants
produced with purified subgenomic
DNA segments containing an entire
transforming gene.
(iii) P3 physical containment + an
EK host-vector or P2 + EK2 shall be
used for DNA recombinants produced
with the whole genome.
(b) Other viruses.
(1) P1 physical containment including no mouth pipetting + an EK1
host-vector shall be used for DNA recombinants produced with- purified
non-transforming .asubgenomic DNA
segments or cDNA copies of cellular
mRNA.*
(ii) P2 physical containment + an
EK1 host-vector which, in the case of
a plasmid, must be non-mobilizable,
shall be used for DNA recombinants
produced with the whole genome or
purified subgenomic DNA segments
containing an entire transforming
gene.
(b) RNA viruses.
1. Retroviruses.
(a) Gibbon ape and woolly monkey
viruses.
(1) P1 physical containment including no mouth pipetting + an EKI
host-vector shall be used for DNA recombinants produced with purified
non-transforming sUbgenomic DNA
segments.
(ii) P2 physical containment + an
EK host-vector which, in the case of

a plasmid, must be non-mobilizable,
shall be used for DNA recombinants
produced with purified subgenomic
DNA segments containing an entire
transforming gene or cDNA copies of
cellular mRNA.*
(ii) P2 physical containment + an
EK2 host-vector shall be used for DNA
recombinants produced with the
whole genome.
(b) Otherviruses
(i) P1 physical containment including no mouth pipetting + an EK1
host-vector shall be used for DNA recombinants produced with purified
non-transforming subgenomig DNA
segments.
(ii) P2 physical containment + an
EK host-vector which, in the case of
a plasmid, must be non-mobilizable,
shall be used for DNA recombinants
produced with purified subgenomic
DNA segments containing an entire
transforming gene, the whole genome,
or cDNA copies of cellular mRNA.*
2. Negative strand viruses.-P1physical containment including no mouth
pipetting + an EK host-vector shall
be used for DNA recombinants produced with the whole genome, subgenomic DNa segments or purified eDNA
copies of cellular mRNA.*
3-Plus-strandRNA viruses.
(a) Types 1 and 2 Sabin poliovirus
andc strain 1 7D (Theiler) of yellow
fever virus.-P1 physical containment
including no mouth pipetting + an
EKi host-vector shall be used for DNA
recombinants produced with the
whole genome, subgenomic DNA segments or purified cDNA copies of cellular mRNA.*
(b) Other viruses
(i), PI physical containment including no mouth pipetting + an EK1
host-vector shall be used for DNA recombinants produced with purified
subgenomic DNA segments.
(ii) P2 physical containment + an
EKI host-vector which, in the cse of a
plasmid, must be nonmobilizable, shall
be used for DNA recombinants produced with the whole genome or purified cDNA copies of cellular mRNA.*
4. Double-stranded segmented RNA
viruses.-PL physical containment including no mouth pipetting + an EK1
host vector shall be used for DNA recombinants produced with mixtures of
subgenomic segments, a specific subgenomic segment, or purified cDNA
copies of cellular mRNA.*
5. Viroids.-P1 physical containment
including no mouth pipetting + an
ETi host-vector shall be used for DNA
recombinants produced with the
whole genome, subgenomic DNA segments or cDNA copies of cellular
mRNA.*
*The cDNA copy of cellular mRNA must
be 99 percent pure; otherwise, physical and
biological containment specified for shotgun
experiments involving uninfected eukaryotic cellular DNA [sec. B.l.a.(1)] shall be
used.

(c) Intracellularviral DNA.-Physlcal and biological containment specified for shotgun experiments Involving
uninfected eukaryotic cellular DNA
[see. B.l.a.(1)] shall be used for DNA
recombinants produced with Integrated viral DNA or viral genomes present
in infected cells.
3. Experiments with Eukaryotic
host-vectors.
a. Vertebrate host-vector systems.Because this work will be done almost
exclusively in tissue culture cells,
which have no capacity for propagation outside the laboratory, the primary focus for containment Is the vector;
It should be pointed out that risk of
laboratory acquired Infection as a consequence of tissue culture manipulations Is very low. Given good microbiological practices, the most likely mode
of escape of recombinant DNAs from a
physically contained laboratory Is carriage by an infected human; thus the
vector with an inserted DNA segment
should have little or no ability to replicate or spread in humans. Further, a
recombinant virus should not inadvertently pose a threat to any species.
For use as a vector in a vertebrate
host cell system, an animal viral DNA
molecule should display the following
properties:
(a) It should not consist of the whole
genome of any agent that is infectious
for humans or that replicates to a significant extent in human cells In
tissue culture. If the recombinant molecule is used to transform non-permissive cells (i.e. cells which do not produce infectious virus particles), this Is
not a requirement.
(b) It should be derived from a virus
whose epidemiological behavior and
host range are well understood,
(c) In permissive cells, it should be
defective when carrying an inserted
DNA segment; (i.e. propagation of the
recombinant DNA as a virus must be
dependent upon the presence of a
complementing helper genome). In
almost all cases this condition would
be achieved automatically by the manipulations used to construct and
propagate the recombinants. In addition, the amount of DNA encapsidated
in the particles of most animal viruses
is defined within fairly close limits.
The-insertion of sizeable foreign DNA
sequences, therefore, generally demands a compensatory deletion of
viral sequences. It may be possible to
introduce very short insertions (50-100
base pairs) without rendering the viral
vector defective. In such a situation,
the requirement that the viral vector
be defective is not necessary except In
those cases in which the inserted DNA
encodes a biologically active polypep.
tide.
It Is desired but not required that
the functional anatomy of the vector
be known-that Is, there should be a
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clear idea.of the location within the
molecule of:
(a) The sites at which DNA synthesis originates and terminates.
(b) The sites that are cleaved by re"striction endonucleases.
(c) The template regions for the
major gene products.
If possible the helper virus genome
should:
(i) Be integrated into the genome of
a stable line of host cells (a situation
that would effectively limit the
growth of the vector recombinant to
such cell lines), or
(ii) Consist of a defective genome, or
an appropriate conditional lethal
mutant virus, making vector and
helper dependent upon each other for
propagation.
However, neither of these stipulations is a requirement.
_S) Polyoma,virus.
(a) Productive virus-cell interactions.
1. Defective or intact polyoma virus
genomes, with appropriate helper, if
necessary, can be used in P2 conditions
to propagateDNA sequences from:
(a) Bacteria of class 1 or class 2 (see
appendix B), or their phages or plasraids, except for species of bacteria
that produce potent polypeptide
toxins.
(b) From mice.
(c) From other eukaryotic organisms
that do not produce potent polypeptide toxins, provided the DNA segment
is purified.
2. Defective or intact virus genomes
with appropriate helper, if necessary,
can be used in P3 conditions for shotgun experiments to propagateDNA sequences from eukaryotic organisms,
provided the DNA is - obtained from
uninfected cells such as embryonic or
tissue culture cells.
3. Experiments involving the use of
defective polyoma virus genomes to
propagateDNA sequences from eukaryotic viruses will be evaluated by the
Recombinant DNA Molecule Program
Advisory Committee on a case-by-case
basis and will be conducted under
physical containment conditions recommended by that committee.
(b) Non-productive virus-cell interactions.-Defective or intact polyoma
virus genomes can be used as vectors
in P2 conditions to transform nonpermissive cells in culture.
(2) Simian virus 40.
(a) Productive virus-cell interactions.
1. SV40 DNA, rendered unconditionally defective by a deletion in an essential gene, with appropriate helper,
if necessary, can be used in P2 conditions to propagate DNA sequences
from:
(a) Bacteria of class 1 or class 2 (see
appendix B), or their phages or plasraids, except for species of bacteria

that produce potent polypeptide
toxins.
green
Uninfected African
(b)
monkey kidney cells:
2. SV40 DNA, rendered unconditionally defective by a deletion In an essential gene, with an appropriate
helper, if necessary, can be used in P3
conditions to propagate DNA sequences from eukaryotic organisms
(shotgun experiments or purified
DNA) provided the DNA Is obtained
from uninfected cells such as embryonic or tissue culture cells.
3. Experiments involving the use of
defective SV40 genomes to propagate
DNA sequences from eukaryotic viruses will be evaluated by the Recombinant DNA Molecular Program Advisory Committee on a case-by-case basis
and will be conducted under physical
containment conditions recommended
by that committee.
(b) Non-productive virus-cell interactions.-Defective or intact SV40 genomes can be used as vectors In P2 conditions to transform nonpermissive
cells in culture.
(3) Human adenoviruses 2 and 5.
(a) Productive virus-cell interactions.
1. Human adenoviruses 2 and 5, rendered unconditionally defective by deletion of at least 2 capsid genes, with
appropriate helper(s), If-necessary, can
be used in P3 conditions to propagate
DNA sequences from:
(a) Bacteria of class 1 or class 2 (see
appendix B) or their phages or plasraids except for species of bacteria
that produce potent polypeptide
toxins.
(b) Eukaryotic organisms (shotgun
experiments or purified DNA) provided the DNA is obtained from uninfected cells such as embryonic or
tissue culture cells.
2. Experiments Involving the use of
unconditionally defective human Ad 2
and 5 genomes to propagate DNA sequences from eukaryotic viruses will
be evaluated by the Recombinant
DNA Molecule Program Advisory
Committee on a case-by-case basis and
will be conducted under physical containment conditions recommended by
that committee.
(b) Non-productive virus-cell interactions.-Defective or Intact human Ad
2 and 5 genomes can be used as vectors
in P2 conditions to transform non-permissive cells in culture.
(4) Murine adenovirusstrainFL,
(a) Productive virus-cell interactions.
1. Unconditionally defective murine
adenovirus strain, FL genomes, with
appropriate helper, if necessary, can
be used in P2 conditions to propagate
DNA sequences from:
(a) Bacteria of class 1 or class 2 (see
appendix B) or their phages or plas-

mids except for species of bacteria
potent polypeptide toxins.
(b) Eukaryotic organisms (shotgun
experiments or purified DNA) provided the DNA Is obtained from uninfected cells such as embryonic or
tissue culture cells.
2. Experiments involving the use of
intact murine adenovirus strain FL
genomes to propagate DNA sequences
from prokaryotic or eukaryotic organIsms will be evaluated by the Recombinant DNA Molecule Program Advisory Committee on a case-by-case basis
and will be conducted under physical
containment conditions recommended
by that committee.
3. Experiments Involving the use of
murine
defective
unconditionally
adenovirus strain FL genomes to propagate DNA sequences from eukaryotic
viruses will be evaluated by the Recombinant DNA Molecule Program
Advisory Committee on a case-by-case
basis and will be conducted under
physical containment conditions recommended by that committee.
(b) Non-productive virus-ceill interactions.-Defective or intact murine
adenovirus strain FL genomes can be
used as vectors In P2 conditions to
transform non-permissive cells in culture.
(5) All otherpotential viralvectors.
(a) Experiments involving the use of
viral DNA vectors consisting of 25 percent or less of the viral genome shall
be used:
1. In P2 conditions to transform nonpermissive cells in culture.
2. Under physical containment conditions to be determined by the Recombinant DNA Molecule Program
Advisory Committee to propagate
DNA sequences from prokaryotic or
eukaryotic organisms.
(b) Experiments Involving the use of
other intact or defective virus genomes
to propagateDNA sequences from prokaryote or eukaryotic organisms (and
viruses) or as vectors to transform
non-permissive cells will be evaluated
by the Recombinant DNA Molecule
Program Advisory Committee on a
case-by-case basis and will be conducted under physical containment conditions recommended by that committee.
The Recombinant DNA Molecule
ProgramAdvisory Committee will also
review all experiments involving the
use of virus vectors in animals and the
physical containment conditions appropriate for such studies.
b. Invertebrate host-vector systems
in which insect viruses are used to
propagate other DNA segments.-As
soon as information concerning the
nature of the host range, infectivity,
persistence and integration in vertebrate and invertebrate cells becomes
available, experiments involving the
use of baculo-viruses to propagate
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DNA sequences will be evaluated by
the Recombinant DNA Molecule Program Advisory Committee "on a caseby-case basis and will be conducted
under physical containment conditions
recommended by the committee. Experiments should be done in established invertebrate cell lines /and
should follow, where appropriate, criteria recommended for vertebrate viral
DNA vectors [Sec. 3.a.(a-c)J.
c. Plant host-vector systems.-The
DNA plant viruses which could currently serve as vectors for cloning
genes in plants and plant cell protoplasts are Cauliflower Mosaic Virus
(CaMV) and its close relatives, which
have relaxed circular double stranded
DNA genomes with amolecuIar weight
of 4.5x101, and Bean Golden Mosaic
Virus (BGMV) and related viruses
with small (<10r daltons) singledstranded DNA genomes. These viruses
are not known to integrate into host
chromosomes, or to incorporate cellular genes into their genomes. CaMV is
spread in nature by aphids, in which it
survives for a few hours. Spontaneous
mutants of CaMV that are not transmitted by aphids arise frequently;
these mutants fail to make a transmission factor essential for aphid transmission. BGMV is spread in nature by
whiteflles, in which it survives for several days to three weeks; certain other
single-stranded DNA plant viruses are
transmitted by leafhoppers, in which
the viruses persist for days or weeks.
Single-stranded DNA plant viruses are
thought not to replicate in their insect
vector.
The DNA plant viruses have narrow
host ranges and are relatively difficult
to transmit mechanically to plants.
For this reason, they are most unlikely to be accidentally transmitted from
spillage of purified preparations of the
virus.
When these viruses are used as vectors with intact plants, the plants
should be grown in either a limited
access greenhouse- or plant growth
cabinet which is insect-proof, preferably with positive air pressure, and in
which an insect fumigation regime is
maintained. Soil, plant pots and unplant materials
wanted infected
should be removed from the greenhouse or cabinet in sealed insect proof
containers and sterilized. It is- not necessary to sterilize run-off water from
the infected plants as this is not a
plausible route for secondary infection. Infected plant materials to be
used for further research, which have
to be removed from the greenhouse or
cabinet, should be maintained under
insect proof conditions. These measures provide an entirely adequate
degree of containment and are similar
to those required in many countries
for licensed handling of "exotic" plant
viruses.

The viruses or their DNA may also
be useful as a. vector to introduce
genes into plant protoplasts. The fragility of plant protopIasts combined
with the properties of the viruses mentioned above provide adequate safety.
Since no risk to the environment from
the use of the DNA plant virus/protoplast system is envisaged, no special
containment is recommended.
Experiments involving the use of
plant virus genomes to propagate DNA
sequences from eukaryotic viruses will
be evaluated by the Recombinant
DNA Molecule Program Advisory
Committee on a case-by-case basis and
will be conducted under containment
conditions recommended by that committee.'
APPENDix G.-REoRT OF A WORKSHOP
ON RISK ASSESSIENT OF AGRICULTURAL
PATHOGENS
Conducted by: Recombinant DNA
Molecule Program Advisory Committee.
Sponsored by: U.S. Department of
Agriculture, National Science Foundation, and National Institutes of
Health, March 20-21, 1978.
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INTRODUCTION
An assessment of risk involved in recombinant DNA research on plant and
insect pathogens necessarily entails
consideration of different concerns
than those applied to risk assessment
of research with pathogens of man
and animals. This fundamental difference provided the basis on which the
recommendations of our committee
were formulated.
There was a consensus amongst the
committee members that working with
plant pathogens and baculoviruses in
recombinant DNA studies presents no
more hazard than that'which exists in
current laboratory studies with the
pathogens themselves. It is significant
that to the best of our knowledge
there have been no cases recorded in
which laboratory studies with cultures
of plant pathogens have resulted in illness in man or animals exposed to
these organisms. Neither is there a documented case in which laboratory
studies with cultures have resulted in
an escape resulting in an outbreak of
disease in plants growing under natural conditions.
We believe that any potential risk
that might arise from studies involving plant pathogens is now adequately

covered by existing federal and state
quarantine regulations. These have
evolved to enable government to deal
with the practicalities of plant disease
control (Gram, E., 1960, Chapter 0, pp.
314-356 in "Plant Pathology, An Advanced Treatise",. J. G. Horsfall and A.
E. Dimond, eds., vol. 3, Acad. Press.,
New York). They take precedence over
any other regulations since they determine whether or not an Investigator
has access to a particular pathogen.
With plants, resistance to disease is
the rule, susceptibility Is the exception. Thus, the common occurrence of
resistance poses an Important barrier
to the successful establishment of potential pathogens. There is no pathogen that Is highly virulent on all plant'
species. Rather, the majority of pathogens are restricted to a relatively small
number of host plants and within
these specific susceptible hosts varietal variation in resistance is usually
present. Breeding for disease resistance has provided a means for effecting relatively rapid changes in varieties. In the United States today, approximately 95 percent of the acreage
in crops of economic importance is
planted to varieties that carry resistance to one or more major diseases.
This is one of the key factors in the
productivity of American agriculture.
Even when a particularly destructive
new race or strain of a plant pathogen
arises, It is possible to change the
available varieties and to reduce or
minimize the threat within the space
of two or three years. This was the
case when a virulent strain of the
pathogen that causes Helminthosporium leaf blight spread throughout the
corn growing area of the United States
in 1970 and it was necessary to discontinue the growing of those hybrids
that carried the factor for male sterility which also conferred susceptibility
to the disease (Ulstrup, A. J., 1972,
Ann. Rev. Phytopath. 10:37-50).
Virulent plant pathogens commonly
are contained in nature because for
their very survival and dissemination
within a region, or for an epidemic to
develop, they require specific environmental factors (Colhoun, J., 1973,
Ann. Rev. Phytopath. 11:343-364). For
example, bacterial wilt caused by
Pseudomonas solanacearum rarely
occurs north of the Mason-Dixon line.
The causal bacterium is sensitive to
low temperatures and has a relatively
for
high
optimum
temperature
growth. Even when introduced inadvertently into Northern states it does
not overwinter in the soil or affect susceptible crops the following year
(Kelman, A., 1953, N. Carolina Agr.
Exp. Sta. Bull. 99, 194p).
In considering hypothetical risks of
recombinant DA research on plant
pathogenic organisms our committee
considered the following questions:
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All plant pathogens require state
and federal (USDA) permits for shipment across state lines.
2. Specific recommendation& The
lack of an accepted definition of exchangers caused us some difficulty in
our discussions. A majority of the committee favor a liberal definition that
would exclude all gram negative bacteria from the guidelines. However, since
this decision has still to be made by
the RAC and Dr. Fredrickson some of
our recommendations had to reflect
two alternatives: (I) On the basis that
most gram negative forms would be
excluded we present rationale for Including gram negative plant pathogens
in this exclusion; (ii) on the basis that
prokaryotic exchangers might be defined in a less liberal fashion, or that
there might be a long lag period
before plant pathologists can present
evidence satisfying whatever exchange
criteria are established, we present rationale for adopting minimal containment levels for all phytopathogenic
bacteria namely P1+EK2 or P2+EK1.
I B la. Shotgun experiments using
the E. coli K12 host-vector systems.
(2) Prokaryotic DNA recombinants.
(p. 49602 FR 42 No. 187, Sept 27,
1977). We propose that the minimum
containment levels adopted for other
bacteria be applicable to phytopathogenic bacteria, namely Pl+EK2 or
P2+EK1.
(i) Modify line 7 to read; floochemlcal, genetic, and/or pathogenic properties.
(ii) Delete the words "and plant
pathogens" from line 5 of the second
paragraph.
Rationale: Plant pathogenic bacteria
include diverse organisms principally
in the genera Agrobacterlum, Corjnebacterium, Erwinia, Pseudo- monas,
and Xanthomonas. A number of the
plant pathogenic species are soil-nhabitants and are widely distributed
throughout the United States. In general they cause economic loss only
when environmental conditions are favorable and available control practices
are not used. A number of bacteria
that cause foliage diseases can exist as
epiphytes on a variety of non-host
plants as well as on their susceptible
hosts. Other bacteria such as the
pathogen that causes halo blight of
beans are seed-transmitted, do not surHAZARD CLASSIFICATION OF PLANT
PATHOGENS
vive in soil for long periods of time
and can be controlled by the use of
Class 1A-Plant pathogens not in pathogen-free seed. The mechanisms
class lB.
by which plant pathogenic bacteria
Class 1B-All organisms that are produce disease in plants may involve
subject to quarantine restrictions for enzymes which attack substrates in
any of the following reasons:
plants such as pectic compounds. Such

1. Will the introduction of recombinant DNA from a specific plant pathogen in E. col K12 lead to the development of strains with enhanced virulence to man or animals?
2. Will strains of E. coi7 be converted
into plant pathogens?
3. wim the use of plant pathogens as
HV systems result in hazards to
plants?
W th the relatively minor reservations documented below, the committee agreed that the answer to all three
questi~hs was "No". First we 'would
point out that there is no evidence
that genetic information transferred
from plant pathogenic organisms
would enhance the capability of
strains of E. coli to harm man, animals
or plants. There are a very small
number of possible exceptions to this
generalization. These include a few
species of bacteria which have been
found in association with plants or
which have been described as weak or
minor plant pathogens and which may
be closely related to forms causing disease in man. Also, plant pathogens
such as the ergot fungus, and certain
molds that produce aflatoxins on
stored plant products are likely to be
banned on the grounds that they produce potent, albeit non-polypeptide,
toxins.
Provided that the use of plant pathogens-as HV systems-is not undertaken
with the objective of deliberately -creating forms with increased virulence
and host range beyond that which
occurs by natural genetic exchange
(these are expressly prohibited by the
guidelines) we see no hazard from
such systems-to plants.
1. Without dissent, the committee
agreed on a classification of plant
pathogens on the basis of hazard to
agriculture.
We have placed all plant pathogens
into a single class with two subgroups.
This reflects our opinion that recombinant DNA research with plant pathogens has a -negligible risk. The two
subgroups take account of existing
federal and state rluarantine regulations. We propose that this classification be appendix C in the guidelines.

(i) Plant pathogens not known to
occur in the United States.
(ii) Plant pathogens that are nor
widely distributed throughout the ecological range of their hosts.
(iii) Plant pathogens subject to federal or state eradication or suppression
programs.

'Address to obtain application to Import
or move a plant pest or pathogen: Plant Importation and Technical Support Staff.
Plant Protection and Quarantine Programs.
Animal and Plant Health Inspection ServIce, USDA. Federal Center Building, Hyattsville, Md. 20782.

enzymes would not be harmful to man
or animals. Similarly certain growth
promoting compounds and compounds
that interfere with specific physiological functions In plants, e.g. polysaccharides that block movement of
water, are not known to cause injury
to man.

Certain bacteria

which are not

known to cause disease in plants but
which are commonly present as epiphytes on leaves CLeben, C., 1965 Ann
Rev. Phytopath. 3:209-230) have been
associated with diseases of man, Le.
Erwinia herbicola also designated as
Enterobacter agglomerans (Starr, M.
P. and Chatterjee, A. R. 1972, Ann.
Rev. Mcroblol. 26:389-426). However,
there is a diversity of strains that have
been obtained from plants and there is
no conclusive evidence that the types
widespread In plants are the same
strains associated with certain infections in man.
Similarly It has been reported that a
bacterium similar to a pathogen of
onions (Pseudomonas cepacia) has
been associated with a disease of man
(Ederer, G. M. & Matsen, J. M, 1972,
J. Infect. Dis. 125:613-618; Snell, J. J.
S., Hill. L. R., LaPage, S. P. & Curtis,
M A., 1972. Internat. Symp. Systemat.
may not have useable vectors.
IILB. 3c Plant host-vector systems.
(p. 49603).
(I) Delete second paragraph. "Whole
plants or plant * * "at this time".
Rationale: This paragraph is confusing. Its intent was to define practical
size or scale limits to physical containment rather than limits to biological
containment. The committee concluded that the discussion of physical containment in the preceding paragraph
makes this redundant.
(i) Delete last sentence of fourth
paragraph "However, if the source of
the DNA is Itself pathogenic * * *
shall be carried out under P3 conditions" and substitute: "If the vector is
an unmodified virus the experiments
shall also be carried out under P2 conditions".
Rationale: This committee has reassessed the risk to man, animals, and
plants from plant pathogenic agents.
In this context we are concerned principally with the risk of DNA from
plant pathogens to plants. This paragraph now reflects our lowered assessment of these risks.
(I) Delete paragraph five. Experi* are not met.
ments on

Rationale: As for (ii).

(iv) Modify final paragraphs to read
" 0 0 permit a decrease of one step in
the physical containment to Pl'"
Rationale: The survival of plant protoplasts (see table 1) and undifferentiated cultured plant cells outside their
laboratory environment is zero because of their extremely exacting
growth requirements and fragility.
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II.D. a. HV-1 (p. 49600).
This committee proposes that the
Recombinant
Advisory Committee
consider allowing the construction of
modified HV-1 systems with conjugation proficient plasmids in addition to
other recombinant molecules of prokaryotic origin under one step higher
physical containment providing that
all the DNA segments in the cell are
derived from organisms which exchange DNA by natural physio-Lower
Eukaryotes (p. 9601)(e)2. Insert the
wordsThe remainder of the species in this
class, including plant pathogenic or
symbiotic fungi that do not produce
potent toxins: P2+EK1 or P1+EK2.
Rationale: There is no demonstrable
risk either to man or plants from cloning such DNA in E. coli. Also the present wording which refers to disease
causing microorganisms could be interpreted to call for an unreasonably
high containment level for these plant
pathogens.
f) Plants. (p. 49601). Delete the
words "carries a known pathogenic
micro-organism or"
Rationale: The risk to man or plants
from DNA of a plant pathogen is not
comparable to the risk of cloning DNA
which codes for a potent polypeptide
toxin. We have covered this risk elsewhere.
II.D. Biological containment-Host
vector systems. a.2. Other prokaryotes
(p. 49600).
We endorse the La Jolla Working
Group Draft: (Insert 111-3). "Experiments that are exempt from these
guidelines". In the event that sections
(ii) and (iv) are not adopted we propose the following:
Self-cloning of bacterial plant pathogens and symbionts:
(i) The use of an indigenous plasmid
or bacteriophage shall be exempt from
the guidelines.
(ii) The use of a foreign vector (a
non-indigenous plasmid or bacteriophage) from an organism which -exchanges DNA by natural physiological
processes shall require P2 containment.
Rationale: Many self-cloning experiments with agriculturally significant
gram-negative bacteria could be more
readily and safely carried out by using
well characterized E. coli plasmid vectors. Some plants pathogens and symbionts Bacteriol., 22:-138). Pseudomonas aeruginosa,a pathogen of man,
conversely, Has been reported to cause
a leaf-spot of tobacco but is considered

a minor and inconsequential pathogen
of plants (Cho, J. J., Schroth, M.,
Mason, M N, Komino, S. D. and
Green, S. K., 1975 Phytopath. 65:425431). These three bacteria should be
governed by regulations applicable to
human pathogens.
In our opinion it is a mistake to
equate prokaryotic plant pathogens
with Class 2 human pathogens as is
done in the revised guidelines. The
minimum containment level for those
that have been extensively characterized as to pathogenic and other properties should be consistent with that
adopted for other prokaryotes namely,
P1+EK2 or P2+EK1.
III Blb(1)(d) Viruses of plants (p.
49602). Change to P2+Ekl or P1 +Ek2.
Rationale: Because of their fastidious modes of transmission and restrictive host ranges, DNA plant viruses
were considered to present a minimal
risk to animals or agriculture when
used in shotgun experiments with the
E. coli K-12 host vector systems.
III B 3b Pesticide baculoviruses (p.
49603).
(1) Remove sentences "Two viruses
are presently registered * ° tussock
moth".
Rationale: Footnote No. 7 in the
September, 1977, draft describes the
baculovirus pesticides that have been
registered to date. The second sentence of the September, 1977, draft is
therefore repetitive. Also, it should be
made clear that any baculovirus that
is registered by the EPA may be used
as a vector since EPA registration is an
ongoing process and other baculoviruses may eventually be registered
which could be more useful for vector
work.
(2) Remove the sentence "However,
much still needs to be learned" and rewrite the final sentence of first paragraph to read "However, information
is needed on the nature of the host
range specificity, particularly the infectivity and persistence of the viral
DNA in invertebrate and vertebrate
cell cultures."
Rationale: The original sentence,
"However much still needs to be
learned," introduces ambiguity. The
background information that was
agreed to be essential in 1977 was information on the host specificity, particularly infectivity of viral DNA in
vertebrate cell cultures.
(3) Substitute for the last paragraph
in this section: When such background
information is available, and if it confirms the narrow host range specificity, a baculovirus vector may be used

for cloning DNA segments derived
from the host Insect, from another Environmental Protection Agency registered baculovirus, from an EK1 bacterium of from DNAs cloned In an ],1K1
bacterium (with the exception of any
cloned DNA derived from an animal
virus other than an EPA registered baculovirus), using P2 physical containment. Cloning of other classes of DNA
is not envisioned for the exploratory
phases of this work, but may be considered on a case-by-case basis In the
future.
Rationale: The term "EKI baterium" was originally meant to include
any DNA cloned in an EK1 bacterium,
not simply E. coli K-12 DNA. Of particular interest in this category are Lepidopteran genes already cloned In E,
coli K-12 such as the B. mori silk gene
and the chorlon genes of A, polyphemus. Also, It would be of Interest to
extract baculovirus DNA cloned in
EK1 with a plasmid vector and test Infectivity and/or effects In Insect cell
cultures. Such experimentation Is also
relevant to safety assessment of EK1
hosts.
Rationale: The revised guidelines ex.
plicitly prohibit conjugative plasmids
and generalized transducing phages in
EK-1 and HV-1 Systems. It Is Implicit
that these elements shall not be introduced subsequent to cloning. This precludes host range tests unless they are
carried out under more stringent physical containment. It also prevents plas.
mid promoted mobilization to Introduce recombinant molecules back to
the original DNA source organism or
Its mutants. Plant pathogens and Rhl.
zobia are often non-transformable.
This will effectively preclude comple.
mentation tests for traits not expressed in the cloning host such as
plant pathogenicity In EK hosts. In
effect, this creates a dilemma. In the
proposed revisions of the drafted
guidelines self-cloning in plasmids will
be excluded even though the recombinant DNA can be mobilized out of
the host strain Into other prokaryotes.
On the other hand, DNA cloned from
the donor prokaryotes Into a different
recipient prokaryote cannot be mobilized by a conjugative plasmid back
into the original donor, despite the
fact that it Is receiving Its own DNA
by this procedure. If the "exchanger"
list is based on plasmid exchange
these arguments are Irrelevant.
We have listed in table 2 our suggestions for prokaryotic exchangers that
are either plant pathogens or symbionts (Rhizobium) together with evidence for such exchange.
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PROPOSED RULES

[4110-03]
DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE
Food and Drug Administration
[21 CFR Part 808]

[Docket No. 77N-03331
EXEMPTION FROM PREEMPTION OF STATE
AND LOCAL HEARING AID REQUIREMENTS
Applications for Exemption

AGENCY: Food and Drug Administration.
ACTION: Proposed rule.
SUMMARY: In response to applications from several States, this proposal would exempt certain State and
local hearing aid device requirements
from Federal preemption. The Federal
Food, Drug, and Cosmetic Act preempts State and local medical device
requirements that are different from
or in addition to Federal requirements.
The act also provides that the agency
may, by regulation, exempt State and
local device requirements from preemption. Elsewhere in this issue, the
agency gives notice of an opportunity
for interested persons to request an
oral hearing on these proposed regulations.
DATES: Comments by September 26,
1978. The Commissioner proposes that
the final regulation based on this proposal shall be effective 30 days after
its publication in the REGISTER REGISTER.
ADDRESS: Written comments to the
Hearing Clerk (HlFA-305) Food and
Drug Administration, Room 4-65, 5600
Fishers Lane, Rockville, Md. 20857.
FOR FURTHER INFORMATION
CONTACT:
Joseph M. Sheehan, Bureau of Medical Devices (HFK-70), Food and
Drug Administration, Department of
Health, Education, and Welfare,
8757 Georgia Avenue, Silver Spring,
Md. 20910, 301-427-7114.
SUPPLEMENTARY INFORMATION:
The Commissioner of Foods and
Drugs, in a final regulation published
in the FEDERAL REGISTER of February
15, 1977 (42 FR 9286), established pro-fessional and patient labeling and conditions for sale of hearing aids. Since
this regulation became effective on
August 25, 1977, any State and local
hearing aid requirement that is different from or in addition to the requirements established by the FDA regulations is preempted under section
521(a) of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 360k(a)).
The Food and Drug Administration
issued final regulations, published in
the FEDERAL REGISTER of May 2, 1978
(43 FR 18661), establishing procedures

for considering applications for exemption from preemption. In these
regulations, the Commissioner .announced his determination that section 521 of the act does not preempt
certain types of State and local requirements. The following requirements relating specifically to hearing
aids are not preempted: (1) Requirements with respect to the licensing of
hearing aid dispensers, audiologists,
and physicians; (2) requirements that
are substantially identical to the FDA
requirements governing the labeling
and conditions for sale of hearing aids;
and (3) requirements established by
Federal, State, or local agencies to
control the expenditures of public
funds for purchasing hearing aids and
hearing health care services for the
hearing impaired.
These regulations also established
procedures for considering applications filed under section 521(b) of the
act. Section 521(b) provides -that FDA
may, by regulation issued after notice
and an opportunity for an oral hearing, exempt a State or local medical
device requirement from preemption
under such conditions as the Commissioner may prescribe if the requirement is (1) more stringent than an
FDA requirement applicable to the
device under the act, or (2) required by
compelling local conditions and compliance with it would not cause the
device to be in violation of any requirement applicable under the act.
Shortly after the FDA hearing aid
regulation became effective, several
States applied for exemption from
preemption for their hearing aid requirements. Realizing that many
other State and local governments had
requirements similar to those for
which applications had been filed, the
Commissioner, in a notice published in
the FEDERAL REGISTER of October 18,
1977 (42 FR 55648); invited all State
and local governments to file within 30
days applications for exemption from
preemption for requirements governing labeling and conditions for sale of
hearing aids. The purpose of the
notice was to expedite the consideration of these applications by encouraging simultaneous submissions by affected State and local governments. As
a result of this notice, 19 applications
are now pending. The Commissioner is
now proposing action on each of these
applications in this consolidated proceeding.
EFFECT OF EXEPION
The Commissioner emphasizes that
when FDA grants an exemption to a
State or local requirement (when FDA
reinstates a preempted State or local
law), the granting of the exemption
does not in any manner affect FDA requirements under the act, such as the
FDA regulations mentioned earlier re-

Iating to labeling and conditions for
sale of hearing aids. The FDA requirements continue in full force and effect
regardless of whether comparable or
related State or local requirements are
preempted or exempted from preemption.
The Commissioner also notes that
many State requirements do not apply
to all sales of hearing aids, as the FDA
requirements do. For example, some
State requirements apply only to sales
to minors; other State requirements
specifically do not apply to sales of replacement hearing aids. If such requirements are more stringent than
the FDA requirements, they may be
exempted from preemption. If an exemption is granted, these State or
local requirements are In addition to
and not in lieu of the FDA requirements. Therefore, a person engaged in
the sale or distribution of hearing aids
must comply with both sets of requirements to be in compliance with both
State and Federal law.

THE FDA HEARING AID REGULATIONS
In ruling on these applications, the
Commissioner has compared each of
the State requirements to FDA hearing aid requirements in §§ 801.420 and

801.421 (21 CFR 801.420, 801.421).

Section 80,.420 requires a manufacturer or distributor of a hearing aid to
provide a user instructional brochure
to accompany each hearing aid. This
brochure must contain certain information for the hearing aid dispenser
and user and instructions for use of
the hearing aid. Section 801.421 (b)
and (c) requires the manufacturer and
hearing aid dispenser to make the brochure available to a prospective user.
The dispenser is required to give a prospective user an opportunity to read
the brochure and to review the brochure with the prospective user.
Section 801.421 also prohibits a
hearing aid dispenser from selling a
hearing aid unless the prospective user
has presented to the dispenser a statement signed by a licensed physician
stating that the patient's hearing loss
has been evaluated medically, and
that the patient may be considered a
candidate for a hearing aid. The medical evaluation must have taken place
within the 6 months preceding the
sale. An informed adult, 18 years of
age or older, may waive the medical
evaluation requirement by signing a
written statement. The hearing aid
dispenser is prohibited from actively
encouraging the prospective user to
waive medical evaluation.
GENERAL ISSUES
Many of the State requirements are
similar and involve a number of recurring Issues. Later sections of this preamble will address individual State or
local requirements. The following dis-
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cussion of the recurring issues and the
Commissioner's reasons for their resolution generaly will not be repeated in
the discussion bf the individual State
laws.
1. Medical evaluation. The Commissioner has determined that good hearing health care practice requires that
p'ersons with hearing loss have a medical evaluation by a licensed physician
(preferably a physician who specializes
in diseases of the ear) before purchasing a hearing aid. A medical evaluation
by a physician is necessary to determine the cause of, and the pathology
associated witha, a patient's hearing
loss. because a medical evaluation
often includes an interpretation of a
medical history, a physical examination, and laboratory and X-ray studies,
an examination by other than a licensed physician will not satisfy this
need. Therefore, the Commissioner is
proposing to deny exemption from
preemption for any State or local requirement that does not require a
medical evaluation by a licensed physician.
2. Audiological evaluation. In the
final FDA regulation on labeling and
conditions for sale of hearing aids, the
Commissioner Tejected suggestions
that an audiological evaluatioji be
made a condition to the sale of a hearing aid. The Commissioner concluded
that the public record did not justify
requiring an audiological evaluation to
determine hearing aid candidacy. The
Commissioner also noted that such a
requirement would create an additional barrier to the receipt of a hearing
aid in those areas of the country
where audfological services are scarce
and could increase the cost of obtaining a hearing aid without providing
any conclusive assurance that the patient would benefit from -amplification. However, several States with
mandatory audiological evaluation requirements have pointed out in their
applications that audiological services
are not scarce in their jurisdictions.
These States also claim that the cost
of audiological evaluation is generally
covered by medical insurance so as not
to represent a direct additional cost to
the patient.
Although audiolbgical examinations
may be covered by insurance as a
number of States claim, the Commissioner is not persuaded that this provides a basis for granting an exemption from preemption. The consumer
ultimately pays for these examinations, if not diretly, then through increased insurance premiums. Furthermore, the Commissioner has not seen
any additional information which
would justify requiring an audiological
evaluation to determine hearing aid
candidacy. Therefore, the Commissioner is proposing to deny exemption
from preemption for State laws requir-
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ment, as provided in § 801A21(a)(2),
for persons who are less than 18 years
old. Therefore, the Commissioner, in
deference to the judgment of the
§801.420(c)(3), the Commissioner be- States, is proposing to grant exemplieves that a child with a hearing loss tions from preemption for those State
should be directed to an audiologist and local requirements that do not
for evaluation and rehabilitation be- permit a waiver when certain medical
cause hearing loss may cause problems conditions are found to exist in the
in language development and the edu- prospective purchaser. Such a requirecational and social growth of a child. ment is more stringent than the FDA
Although the FDA regulation encour- requirement and is consistent with the
ages, but does not require, audlological
DA policy of encouraging a medical
evaluation for children, the Commis- evaluation as a condition to the pursioner believes that State require- chase of a hearing aid.
4. Six-month requiremenL The FDA
ments for audiological evaluation for
children are more stringent than, and regulation in § 801421(a)(1) requires
consistent with, the Federal require- that a medical evaluation be made no
ment. Therefore, the Commlloner is more than 6 months before the purproposing to grant exemption from chase of a hearing aid. This period is
preemption for such requirements.
sufficiently long to give the purchaser
3. Waiver of medical evaluation. time to shop for a hearing aid and yet
The Federal regulation permits a pro- is sufficiently short to decrease the
spective hearing aid user 18 years of likelihood of substantial changes in
age or older to waive the medical eval- the prospective user's medical condiuation requirement provided the hear- tion.
Some States have requested an exing aid dispenser. (1) Informs the prospective user that exercise of the emption for requirements which prowaiver is not in the user's best health vide that a medical evaluation must
interest; (2) does not actively encour- take place less than 6 months before
age the user to waive; and (3) affords the sale of the hearing aid. These
the prospective user the opportunity States assert that, in their jurisdicto sign a waiver statement. This tions, hearing health care services are
waiver provision acknowledges that readily available and, therefore, it is
some persons have religious or person- reasonable to require an examination
al beliefs against a medical evaluation. within a shdrter period of time. The
The provision also allows for the rare Commissioner generally agrees with
circumstance in which an individual this position. Therefore, he is proposwould have great difficulty in obtain- ing to grant an exemption from preing a medical evaluation because of emption for those State requirements
that provide that the medical evaluathe lack of a physician in the area.
The FDA regulation (§ 801.420(c)(2))
tion must take place, less than 6
also requires that the User Instruc- months before the sale of a hearing
tional Brochure contain a statement aid; the basis for the exemption is that
warning hearing aid dispenser to such requirements are more stringent
advise the prospective user to consult than the FDA requirement.
promptly with a licensed physician if
Other States do not establish any
the dispenser determines that the pro- time period within which a medical exspective user has any one of eight amination must occur. Apparently in
medical conditions. A prospective user those States It is not a violation of
may waive medical evaluation whether State law for a hearing aid dispenser
or not any one of the eight conditions to sell a hearing aid even though the
is present. The Commissioner, howev- prospective user has not received a
er, expects hearing aid dispensers to medical evaluation for many years.
urge prospective users exhibiting any The Commissioner reiterates that all
of these conditions to consult a physi- FDA requirements remain in force
cian.
when a State statute is less stringent
The Commissioner believes that, in or silent with respect to a particular
general, an informed adult who has re- requirement. When the State requireligious or personal objections to medl- ment is more stringent, the Federal recal examination should be permitted quirement continues regardless of
to' waive the medical evaluation re- whether the more stringent requirequirement. Therefore, he Is proposing ment Is exempted from preemption..
to deny exemption from preemption
Of course, compliance with a particufor those State and local requirements lar State requirement that is more
that either do not permit any waiver stringent than the FDA requirement
of a medical evaluation requirement, will also assure compliance with the
or permit a waiver only for religious comparable FDA requirement.
reasons. However, the Commissloner
To summarize, under Federal law a
strongly believes that a medical exami- medical examination must, unless lawnation should be an integral part of fully waived, take place no longer than
the hearing aid selection process for 6 months before the purchase of a
most adults and an absolute require- hearing aid. Where the Commissioner
ng audiological evaluation for adults
before the sale of a hearing aid. *
However, as noted in the FDA hearing
aid
regulation
under

FEDERAL REGISTER, VOL 43, NO. 146-VJUDAY,.JULY 28, 1978

33182

PROPOSED RULES

grants an exemption for a State law
that establishes a shorter time period,
then under State law the shorter time
period is a valid State requirement.
5. Sales receipt. Many State laws require a hearing aid dispenser to provide the purchaser with a receipt containing certain information. Most of
the required information concerns the
terms of sale. Such requirements are
not preempted by section 521(a) of the
act because they do not relate to the
safety and effectiveness of hearing
aids. Therefore, they are not candidates for exemption from preemption.
Some State laws, however, require
that the receipt contain certain information with respect to the safety or
effectiveness of the hearing aids. For
such requirements, the Commissioner
is proposing to grant exemption from
preemption provided that the requirement does not conflict with any requirement under FDA regulation.
Many State laws also require that
the receipt include a statement as to
whether the hearing aid is new, used,
or reconditioned. Section 801.420(c)(5)
requires that, if a hearing aid is "used"
(as defined in §801.420(a)(6)), or rebuilt, this fact shall be declared on the
container in which the hearing aid is
packaged and on a tag physically attached to the hearing aid. Most of the
State laws, however, do not define the
term "used hearing aid." The Commissioner is proposing to exempt from
preemption State laws that require a
sales receipt to state whether the
hearing aid is new, used, or reconditioned, provided that the State applies
the Federal definition of "used hearing aid" when enforcing the requirement. Such requirements will be
exempted on the basis that they
impose an additional and more stringent requirement.
6. Recordkeeping. Section 801.421(d)
requires a hearing aid dispenser to
maintain a copy of the physician's
medical evaluation statement or the
signed waiver for at least 3 years from
the date of sale. The Commissioner is
proposing to exempt from preemption
those more stringent State requirements that provide that these records
must be kept for a longer period, because such requirements may assist
the States in enforcing the medical
evaluation requirements.
INDIVIDUAL STATE OR LOCAL
REQUIuRzENTS

Following are discussions of the sections of State hearing aid laws and
regulations that are subject 521 of the
act:

(s) Fitting and dispensing of a hearing aid

when dealing with a child 14 years of age or

under, without first ascertaining whether
the child has been examined by an otolaryngologist, including an otologic and audiolo-

gic examination, for his recommendation
within 90 days prior to the fitting. If such
not be the case, a recommendation to do so
must be made and this fact shall be recorded as provided by regulation. The provisions
of this subdivision shall not apply to the replacement of any hearing aid within 1 year
of its purchase.
t) Fitting and dispensing of -ahearing aid
to any individual who has a significant air
bone gap or an apparent unilateral sensorineural hearing loss without first ascertaining
that the individual has been examined by
an otolaryngologist and received an otological and audiologic examination within the
preceding 6-month period. If such not be
the case, the individual shall sign an agreement as provided by regulation, stating the
person has been informed of possible correction of his hearing loss by surgical or medical means, and that a hearing loss of this
nature could be caused by serious and life
threatening disease. The provisions of this
subdivision shall not apply to the replacement of any hearing aid within I year of its
purchase.

Subsection (s) and its implementing
regulation (A.C.R.R. R9-16-303) are
less stringent than the FDA requirements because they would allow the
parent or guardian of a child 14 years
of age or under to waive the medical
evaluation requirement for the child.
These provisions would allow the dispensing of a hearing aid to a child
without any medical examination.
Therefore, the Commissioner is proposing to deny exemption from preemption for these requirements.
Subsection t) and its implementing
regulation (A.C.R.R. R9-i6-304) require that a prospective hearing aid
user with a significant air bond gap or
apparent
unilateral
sensorineural
hearing loss be examined by an otolaryngologist and receive an otologic and
audiologic
examination within 6
months before the sale of a hearing
aid. An informed adult may sign a
written waiver of these requirements.
As stated above in the discussion of
general issues, the Commissioner is
proposing to deny exemption from
preemption for audiological evaluation
requirements for adults. However, because the Arizona statute permits a
waiver of this requirement, the Commissioner believes that the reasoning
given above does not apply. The Commissioner is proposing to exempt these
requirements from preemption because they are more stringent than
the FDA requirements.
Business

ARIZONA

Arizona Revised Statute 36-1901.7.
This section provides that unethical
conduct for a hearing aid -dealer includes:

§ 3365.6:

CALIFORNIA
and -Professions

for a hearing aid has been made by both a
board-certified, or a board.ellgible physician
specializing in otolaryngology, and by an audiologist certified by the American Speech
and Hearing Association. A replacement of
an identical hearing aid within one year
shall be an bxceptlon to this requirement.
This section is more stringent than
the FDA regulation because it requires
that a prospective hearing aid user 16
years of age or younger be examined
by an otolaryngologist and an audiologist before the sale of a hearing aid.
Therefore, the Commissioner is proposing that this section be exempted
from preemption. The Commissioner
advises, however, that in order for a
sale to be in compliance with Federal
law, it must meet all the requirements
of the FDA regulation. Thus, with specific reference to the "replacement"
provision in the final sentence of
§ 3365.6, if a "replacement" constitutes
a new sale, and is not simply a warranty-type substitution of one hearing aid
for another, all requirements of the
FDA regulation must be met including
a medical examination within the preceding 6 months.
The Commissioner is also proposing
to exempt from preemption California's Health and Safety Code, section
26463(m), which prohibits the advertising of any device represented to
have any effect in diseases or disorders
of the ear. The Commissioner especially seeks comments on this provision
because to the extent that it relates to
the safety and effectiveness of a hearing aid, it is more stringent than the
FDA requirements. However, If the
provision is not related to safety or effectiveness, but rather relates to other
forms of consumer protection, it may
not be preempted by section 521(a) of
the act.
The Commissioner notes that the
proposal here is independent of an
earlier application for exemption for
,other provisions of California law (see
FEDERAL REGISTER of February 15,
1977, 42 FR 9186, 9226). That matter Is
pending. When the proposed regulation was issued on the earlier application, the FDA hearing aid regulation
had not yet gone into effect and,
therefore, California laws relating to
hearing aids were not preempted. Because California laws relating to labeling and conditions of sale of hearing
aids that are in addition to or different from the FDA requirements are
now preempted, it is necessary to Include these provisions in the current
proceeding.
CONNECTICUT

Code

No hearing aid shall be sold by an individ-

ual licensed under this chapter, to a person
16 years of age or younger, unless within
the preceding 6 months a recommendation

Connecticut General Statutes 20403:
Anyone who has a history of (1) Visible
congenital or traumatic deformity of the
ear; (2) Active drainage from the ear within
the previous 90 days; (3) Sudden. or rapidly
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progressive,-hearing loss within the previous
90 days;, (4) Acute or chronic dizziness; (5)
Unilateral hearing loss of sudden or recent
onset within the previous 90 days; (6) audiometric air-bone gap equal to, or greater
than, 15 decibels at 500 hertz (Hz), 1,000 Hz,
and 2,000 Hz; (7) visible evidence of cerumen
accumulation, or a foreign body in the ear
canal and (8) pain or discomfort in the ear
within the previous 60 days shall be advised
by the hearing aid dealer, as defined herein.
to consult a physician or an otolaryngologist, as defined herein, prior to fitting of the
hearing aid, A written statement, stating
the consumer has been advised of such.,
shall accompany any sale of a hearing aid.

The Commissioner is proposing to
exempt this section from preemption.
The section is more stringent than the
FDA regulation because it requires the
hearing aid dispenser to advise the
prospective purchaser in writing to
consult a physician if certain medical
conditions are found to exist.
The FDA regulation only requires
that- the User Instructional Brochure
contain a statement warning hearing
aid dispensers to advise a prospective
hearing aid user to consult a physician
if these medical conditions are found

to exist.

Connecticut General Statutes 20404. This section provides that a hearing aid dealer license may be suspendedfor unethicalconduct including:
(6) Selling a hearing aid to a person under

the age ofI8 without prior ear examination
by- an-otolaryngologist and an audiological
-examination performed or supervised by an
audiologist.
The Commissioner is proposing to
exempt this section from preemption.
It is more stringent than the FDA regulation because it requires that a child
be examined by an otolaryngologist
and an audiologist, while the FDA regulation only requires that the child be
examined by a licensed physician

Dismrcr oF COLhmmA
Act 2-79, Sec. 5: "
Sec. 5 Special Provisions.
(a) No registrant shall fit, offer for sale, or
sell a hearing aid to a person unless, within
the preceding three (3) Months, the person
has received a medical clearance after an examination by an btolaryngologist and a
hearing test evaluation;
(b) No registraid shall sell a hearing aid
not conforming to the hearing test evaluation required without prior consultation and
written approval from the signer of the
hearing test evaluation.
(c) Sections 5(a) and 5(b) of this act do
not apply toCl) The purchase of an identical hearing
aid within two (2Y years of the date that the
purchaser receives the original aid; and
(2) The purchase of parts, attachments or
accessories of the telephone designed to aid
the hearing-impaired.
(d) If a prospective hearing aid user has a
bona fide religious belief which precludes
him or her from having a medical examination as required in section 5(a) of this act,
the prospective hearing aid user may waive
the medical examination requirement. Pro-

tdd, That the prospective hearing aid user
signs the following statement, printed in ten
(10)-point type:
"My religious beliefs require that I waive
the medical examination and the hearing
aid evaluation required by the 'Hearing Aid
Dealer and Consumers Act of 1977' for the
purchase of a hearing aid. I voluntarily
waive the medical emmination, notwithstanding the fact that I have been advised
by
Hearing Aid Dispenser's Name
that my best health Interest would be
served if I had a medical evaluation by a
physician who Is an ear speciallst"
No registrant shall seek to induce a prospective hearing aid user to execute such a,
waiver.

This section is more stringent than
the FDA requirements in several respects. First, it requires that the prospective purchaser be examined by an
otolaryngologist and not Just a licensed physician. Second, It requires
that the prospective purchaser receive
a hearing test evaluation in addition
to a medical examination. Third. the
section requires the prospective purchaser to obtain a medical examination and hearing test evaluation
within 3 months before the sale of the

hearing aid. Finally, this section
allows a waiver of the medical evalua-

tion requirement only for a person
who has a bona fide religious belief
which precludes a. medical examination.
As stated above in the discussion of
general Issues, the Commissioner Is
proposing to exempt this section from
preemption to the extent that it requires a medical examination by an
otolaryngologist with 3 months before
the sale of the hearing aid. However,
as also stated above, the Commissioner
is proposing to deny exemption for the
requirement of a hearing test (audiolo-

gical) evaluation before the sale of a

hearing aid.
The provision that the prospective
purchaser may waive the medical examination requirement only for a
bona fide religious belief is also more
stringent than the FDA regulation.
which permits a waiver for personal or
religious reasons. Moreover, the provision does not refer to the existence of
certain medical conditions or other.
wise provide a. basis for denying an
adult the right to decide whether to
seek or to waive a medical examination. However, because It substantially
narrows the grounds under which an
adult may waive a medical examination. the Commissioner is proposing to
deny exemption from preemption for
the District of Columbia provision
that a purchaser may waive the medical examination requirement only for
religious reasons. As a result, the Federal waiver provision will apply In the
District of Columbia; that Is, any Informed adult, 18 or over, may waive
the medical evaluation requirement.

The Commissioner notes that section 5(c) of the District of Columbia
act exempts from the coverage of sections 5(a) and 5(b) the "purchase of an
identical hearing aid within two (2)
years" of the original purchase. To be
In compliance with Federal law, however., each sale must satisfy all the requirements of the FDA regulation including a medical examination within
the preceding 6 months. Where there

is simply a warranty-type substitution
of one hearing aid for another and not
a new purchase, the FDA regulations
relating to conditions of sale do not
apply.
FLORIA

Florida Statutes § 468.135(5):
Medical Clearance: If. upon inspection of
the ear canal with an otoscope. in the
common procedure of a hearing aid fitter
and upon Interrogation of the client, there
is any recent history of Infection or any observable anomaly, the client shall be instructed to see a physician, and a hearing
aid nhall not be fitted until medical clearance is obtained for the condition noted,
Any person with a sitnificant difference be- tween hone-conduction and air-conduction
hearing must be informed of the possibility
of medical correction.
Florida Administrative Code §IOD-

48.25(26):
The registrant shall not fit or sell a hearing aid to any individual when any of the
following conditions are found to exist.
either from observation by the registrant, or
on the b=sIs of Information furnished by the
prospective hearing aid user, without first
receiving a written medical clearance for the
condition noted. Such written statement
shall be attached to the buyer's sales contract. A copy of such statement shal be retained by the registrant at his place of business for no less than three (3) years.
(a) Visible. congenital or traumatic deformlty of the ear;
(b) History of, or active drainage from the
ear within the previous ninety (90) days,
(c) History of sudden or rapidly progressive hearing lo-s within the previous ninety
(90) days:
(d) Acute or chronic dfziness
(e) Unilateral hearing loss of sudden or
recent onset within the previous ninety (93)

days;

(f) Any hearing loss In which there is a 1
db or greater difference between the airconduction threshold and the bone-conduction threshold at 500 hertz (Hz), 1,000 Hz,
and 2.000 Hz:
(g) Visible evidence of cerumen accumulation or a foreign body in the ear canal(h) Pain or discomfort In the ear.
The statute and Its implementing
regulation are more stringent than the
FDA regulation because of the requirements that a prospective user exhibiting one of several medical conditions obtain a written medical clearance. Moreover, the section does not
contain a waiver provision, whereas
the FDA regulation allows for a
waiver. The Commissioner notes, however, that Florida law does not specify
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a time period before a sale during
which the medical examination must
have taken place. Therefore, the Commissioner is proposing that the Florida
statute and the implementing regulation be exempted from preemption.
The Commissioner advises, however,
that the medical examination must
take place within 6 months before the
sale of the hearing aid in order for the
sale to be in compliance with the FDA
regulation.
KENTUCKY

Kentucky Revised Statutes § 334.200:
Requirements for sale or dispensing of
hearing aids.-(1) It is unlawful for an individual licensed under this chapter to sell or
dispense a hearing aid to any person uInless
within the preceding ninety (90) days:
(a) The person has been examined by and
received a written, signed, and dated approval for a hearing aid from a duly licensed
physician. The written approval shall include, but not be limited to, a statement
that the person examined has no known ear
diseases or conditions of the ear which
might make the fitting and wearing of a
hearing aid useless, or harmful to the per'son's health, or which might interfere with
the proper fitting and wearing of a hearing
aid; and,
(b) The person has received a hearing aid
evaluation, and a written, signed, and dated
recommendation for a hearing aid from a
physician or an audiologist licensed or authorized to practice audiology pursuant to
KRS 334A. The written recommendation
may take the form of a specific recommendation as to the make and model of a hearing aid or may include a listing of specifications for a hearing aid.
(c)Any person eighteen (18) years of age
or older may elect to sign a waiver to the requirements of subsections (a) and (b) of this
section before the purchase of a hearing aid.
The waiver shall be on a separate sheet of
paper, shall be read to the prospective purchaser of a hearing aid, and shall recite: "I
am eighteen (18) years old or older, and I
voluntary sign this waiver which indicates
that I do not wish to have ,a hearing aid
evaluation by a physician or an audiologist
prior to purchasing this hearing aid(s)."
L These requirements are more stringent than the FDA regulation in two
respects: The prospective user of a
hearing aid must have been examined
by a licensed physician within 90 days
before the sale, and the Kentucky
statute requires a prospective user to
receive an audiological evaluation by a
licensed physician or audiologist in
addtion to a medical clearance. As
stated in the discussion of general
issues above, the Commissioner is proposing to deny exemption from preemption for audiological evaluation requirements. How~ever, because the
Kentucky statute permits a waiver of
the requirements, the Commissioner
believes that the reasoning given
above does not apply. Therefore, he is
proposing to grant exemption from
preemption for this entire section.

MAIN
Maine Revised Statute Annotated 1658-D,
1658-E:
§ 1658-D Medical or audiological examination. 1. Minors, No dealer may sell or furnish a hearing aid to a person of 18 years of
less without a written statement, signed by
a physician with specialized training in the
field of otolaryngology or by an audiologist,
that such person has had an ear or hearing
examination within 90 days of the purchase
of furnishing of a hearing aid and that a
hearing aid is recommended for such
person.
2. Adults. The department shall by regulation list and define certain medical conditions affecting hearing. If a dealer has
notice of the existence of any one or more
of such conditions in the case of a prospective purchaser of a hearing aid, whether by
the dealer's observation of the prospective
purchaser or by informition furnished by
the prospective purchaser, fitting of the
hearing aid shall be delayed until the purchaser has had an ear or hearing examination administered by a physician with specialized training in the field of otolaryngology or by an audiologist who, as a result of
such examination, recommends in writing a
hearing aid for the prospective purchaser.
§ 1658-E Personsand practicesnot affected. This chapter is not intended to prevent
any person from engaging in the practice of
measuring human hearing, provided that
such person does not intend to sell hearings
aids and accessories unless under the direct
supervision of a llcensee.
This chapter does not apply to a person
who is a physician or osteopath duly licensed under the laws of the State of
Maine.
Persons holding a master's or doctoral
degree from an accredited university program which includes at least 24 credits in
audiology at the graduate level and 150 supervised clinical hours in clinical audiology
may test or measure human hearing but
shall not demonstrate, with the- intent to
sell, hearing aids and accessories, except ear
molds.
Nothing in this chapter shall be construed
to require an ear or hearing examination by
a physician or audiologist of a person who
objects thereto on the ground that such examination conflicts with the tenets and
practices of a church or religious denomination of which he is a member or adherent.
Section 1658-D is less stringent than
the FDA regulation in its requirements for both minots and adults because it permits the sale of a hearing
aid on the recommendation of an audiologist without a medical evaluation
by a licensed physician. Although the
last sentence of section 1658-E may be
more stringent than the FDA waiver
provision because it applies only to
those who object to examination by a
physician or audiologist for religious
reasons, the effect of this provision is
to require that only those persons who
do not object for religious reasons be
examined by a licensed physician or
an audiologist. Therefore, the Commissioner is proposing to deny exemption from preemption for section 1658D and the last sentence of section
1658-E.

The Commissioner has determined
that the first three sentences of section 1658-E are not preempted because
they are licensing provisions, and
therefore, not requirements with respect to a device within the meaning
of section 521 of the act.
Maine also requests an exemption
from preemption for section 1658-C,
which requires a hearing aid dispenser
to give a notice containing certain information to the purchaser at the
time of sale. Most of the provisions of
this section are not requirements with
respect to a device within the meaning
of section 521 of the act, and, therefore, are not preempted. Section 1658C(3)(c), however, requires that the
notice contain a statement as to
whether the hearing aid is new, used,
or reconditioned. This provision is preempted because it is different from
the requirements of the FDA regulation. However, as indicated in the general discussion above, the Commissioner is prbposing to exempt from preemption this portion of section 1658C. As a result, if the exemption is
granted, none of the section will be
preempted.
MINNESOTA

Minnesota Statutes §§ 145.43 and 145.44:
§145.43 Hearing aids;* restrictions on
sales. Subdivision 1. Definition. "Hearing
aid" means any instrument or device designed for or represented as aiding defective
human hearing, and its parts, attachments,
or accessories, including but not limited to
ear molds. Batteries and cords shall not be
considered parts, attachments, or accessories of a hearing aid.
Subdivision 2. Prescription or written recommendation required. No hearing aid shall
be sold by any person in this State except
upon the prescription or other written and
signed recommendation of an authorized
person who is neither employed by, or in a
business relationship with, a seller of hear
ing aids. For purposes of this section, "au.
thorized person" means an audiologist, otolaryngologist, otologist, or licensed medical
doctor. "Audiologist" means an individual
who holds a master's degree or doctor's
degree in audiology from a college or university that Is fully accredited by the North
Central Association of Colleges and Second.
ary Schools or an equivalent accrediting association. Any person selling a hearing aid
as provided in this section shall maintain
for not less than one year, in a file under
the name of the person to whom the hearing aid was sold, a true copy of the prescription or other written recommendation, as
provided herein, upon which such sale was
made. Nothing in this act shall apply to a
sale solely limited to either repair services
or replacement parts, or both, for a hearing
aid already owned by a consumer or to the
sale of a replacement hearing aid to an aid
already owned by a consumer.
§145.44 Conditions requiring consultation of doctor or audiologist"waiver of sale
restrictions.Subdivision 1. When a hearing
aid vendor finds the following conditions In
any person either by observation or being
told by said person, said vendor shall not fit
or sell a hearing aid until that person has
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consulted with a licensed medical doctor or
audiologist:
(i) Visible congenital or traumatic deformity of the ear.
(2) History of, or active drainage from the
ear within the previous 90 days.
(3) History of sudden or rapidly progressive hearing loss within the previous 90
days.
(4) Acute or chronic dimies.
(5) Unilateral hearing loss of sudden or
recent onset within the previous 90 days.
(6) Significant air-bone gap.
Subdivision 2. Adults under 60 years who
are legally competent may be exempted
from the provisions of § 145.43, subdivisions
2 and 3, if they sign a waiver acknowledging
that.they have been provided a copy of this
law printed in large typeface (at least 14point) and that the law has been read aloud
to then by the hearing aid vendor. A copy of
the signed waiver will be kept on file for
three years from the date of sale.
Section 145.43 'is less stringent than
the FDA requirements because it
allows the dispensing of a hearing aid
upon the recommendation of an audiologist alone. Therefore, the Commissioner is proposing to deny exemption
from preemption for this section.
Similarly, subdivision 1 of §145.44
will allow the sale of a hearing aid
upon the recommendation of an audiologist alone. Although the waiver provision in subdivision 2 of § 145.44 is
limited to adults under 60 years of age,
the effect of this provision is merely to
require that children and adults 60
years of age and older be examined by
a physician or an audiologist Therefore, § 145.44 is less stringent than the
FDA requirements because it does not
require examination by a physician.
The Commissioner is proposing to
deny exemption from. preemption for
this section.

Mrssissrlpr
Mississippi Code 73-14-3(g). This
section defines "unethical conduct"
for hearing aid dealers. Included in
this definition is the following:
(9) Dispensing and selling ahearing aid to
a child under the age of ten (10) years who
has not been examined and cleared for
hearing aid use by a board of eligible or certified otolaryngologists or evaluated by an
audiologist certified by the American
Speech and Hearing Association unless
stated as unnecessary for further evaluation
by either within a ninety-day period.
This requirement is less stringent
than the FDA regulation because it
would allow the sale of a hearing aid
to a child under the age of 10 upon the
recommendation of an audiologist
alone. Therefore, the Commissioner is
proposing to deny exemption from
preemption for this section
Nebraska. Revised Statutes 71-4712(2)(c).
This section prohibita unethical conduct In
hearing aid dealers including=
(vi) Fitting and selling a hearing aid to a
child under the age of sixteen who has not

been examined and cleared for hearing aid
use within a six-month period by an otolaryngologlst. The provisions of this subdvislon shall not apply to the replacement with
an Identical model of any hearing aid within
one year of Its purchase;
(vii) Selling a hearing aid to any individual who has a significant air bone gap or a
unilateral sensorineural hearing loss unless
that individual has been examined by an
otolaryngologist within a six-month period
or has signed a statement In duplicate, also
signed by the retailer, that he has been informed that he may have a medically or surgically remediable hearing loss and should
seek the advice of an otolaryncologst. One
copy of such statement shall be filed with
the department. The provisions of this subdivision shall not apply to the replacement
with-an Identical model of any hearing aid
within one year of Its purchase.
Subdivision (vi) Is more stringent
than the FDA requirement because It
requires examination and clearance by
an otolaryngologist while the FDA
regulation requires examination and
clearance by any licensed physician.
Similarly, subdivision (vil) is more
stringent than the FDA requirement
because it requires that an individual
with a significant air bone gap or a
unilateral sensorineual hearing loss be
examined by an otolaryngologist or
sign a waiver of that requirement
Therefore, the Cornmissloner Is proposing to exempt these requirements
from preemption.
The Commisioner advises, however,
that in order for a sale to be In compliance with Federal law, It must also
meet all the requirements of the FDA
regulation. Thus, with specific references to the replacement provision in
the final sentences of subdivisions (vi)
and (vii), if a "replacement" constitutes a new sale and not simply a warranty-type substitution of one hearing
aid for another, all requirements of
the FDA regulation must be met, Including a medical examination within
the preceding 6 months.
Nsw'JE.ssr
New Jersey Statutes Annotated 45:9A-24.
25: 45:9A-24, Writen recommendation to
consult licensed physician. condiiong signaturefor receipt,list of Physidcan.
Whenever any of the following conditions
are found to exist either from observations
by the licensee or on the basis of information furnished by the prospective hearing
aid user, a licensee shall, prior to fitting and
selling a hearing aid to any individual, suggest to that Individual n writing that his
best Interests would be served If he would
consult a licensed physician specializing In
diseases of the ear or If no such licensed
physician is available In the community
then to a duly licensed physician:
(a) Visible congenital or traumatic deformity of the ear,
(b) History of. or active drainage from the
ear within the previous,90 days,
(c) History of sudden or rapidly progresive hearing loss within the previous 90
days,
(d) Acute or chronic di Iness,

(e) Unilateral hearing loss of sudden or
recent onset within the previous 90 days.
(f) Significant air-borne gap.
A person receiving' the written recommendation to purchase a hearing aid shall sign a
receipt for the same.
The licensee shall provide the prospective
hearing aid user with. a list of at least three
physicians specializing in diseases of the
ear, practicing In the area, and their-addresces or If none are practicing In the area.
then a list of at least three physicians and
their addresscs
45:9A-25 Sale of hearing aid to peron
under 18. No hearing aid shall be sold by an
individual licensed under this chapter. to a
percon less than 13 years of age unless
within the preceding 6 months a recommendation. for a hearing aid has been made by a
board-certied, or a bcard-eligible physician
specializing In otolaryngology. or by an audiloogist certified by the American Speech
and Hearing Association after examination
and diagnosis by a board-certiffed or boardeligible otolaryngologst. A replacement or
an Identical hearing aid within one year
shall be an exception to this requirement.
Section 45:9A-24 Is more stringent
than the FDA regulation because it requires the hearing aid dispenser to
advise the prospective 'purchaser to
consult an otolaryngologist or other licensed physician If any of the listed

conditions Is found to exist. The Federal regulation requires only that the
User Instructional Brochure contain a
statement warning hearing aid dispensers to advise a prospective hearing
aid user to consult a physician if certain medical conditions are found, to
exist. Therefore, the Commissioner is
proposing to exempt this section from
preemption.

Section 45:9A-25 Is more stringent
than the FDA regulation because it
prohibits the sale of a hearing aid to a
person under the age of 18 without a
recommendation by an otolaryng- ologist or by an audiologist after the pro-

spective user has been examined by an
otolaryngologist, while the Federal
regulation only requires, examination
by a licensed physician. Therefore- the
Commissioner is proposing to exempt
this section from preemptio7.
The Commissioner notes that the
New Jersey requirement does not
apply to the sale of a replacement or
identical hearing aid within I year.
The Commissioner eiterates that if a
"substitution!" is in reality a new sale,
all requirements of the FDA regulation, including the medical examination provisions, must be met.
New Jersey also requests an exemption from preemption for section
45:9A-23, which requires the dispenser
to make certain statements to the purchaser and to give to the purchaser a
receipt containing certain information.
Most of the provisions of this section
are not requirements with respect to a
device within the meaning of section
521 of the act and therefore are not
preempted. Section 45:9A-23(bC4),
however, requires that the receipt
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must include a statement as to whether the hearing aid is used or reconditioned. This provision is preempted because it is different from the Federal
requirements. As indicated in the discussion of general issues above, the
Commissioner is proposing to exempt
this provision from preemption. As a
result, the entire section will not be
preempted.
NgW MxEco
New Mexico Statutes Annotated 67-3616F prohibits: F. Selling or fitting of the
first hearing aid of any child under sixteen
(16) years of age, who has not been examined and cleared for the aid by both an otolaryngologist and an audiologist, certified
competent by the American Speech and
Hearing Association.
This provision is more stringent
than the FDA regulation for the situations to which it applies because it requires examination and clearance by
both an otolaryngologist and an audiologist. Therefore, the Commissioner is
proposing that this provision, be
exempted from preemption.
NEW Y6Rx
New York General Business Law Article
37: § 784 Special provisions. 1. No hearing
aid shall be sold to any individual unless
within the preceding six months the individual as been examined by an otolaryngologist
or a licensed audiologist, and a written recommendation for a hearing aid has been
made by such physician or audiologist
except, however, that this subdivision shall
not apply to any individual who signs a written waiver based upon a religious objection:
Provided, however, That any licensed physician may conduct such pure tone and
speech audiometry and issue a written recommendation for a hearing aid if neither an
otorhinolaryngologist nor licensed audiologist is available or if the hearing impaired
individual is unable to reach such
otorhinolaryngologist or licensed audiologist by reason of physical incapacity or infirmity and such reason is attested to on the
written recommendation by the licensed
physician who conducted the pure tone and
speech audiometry; except however, that
this subdivision shall not apply to any other
individual over the age of sixteen who has
undergond his first pure tone and speech
audiometry, and has received his first written recommendation and has purchased his
first hearing aid and who within the preceding three years has been examined by an
otorhinolaryngologist or a licensed audiologist or other licensed physician pursuant to
the provisions of this subdivision and to
whom a written recommendation has been
issued by such otorhinolaryngologist, licensed audiologist or other licensed physician. This subdivision does not apply to the
replacement of parts or accessories or to the
replacement of a hearing aid resulting from
the loss, damage or theft of the individual's
hearing aid occurring within the preceding
three years of the individuals' examination
by an otorhinolaryngologist or a licensed
audiologist or other licensed physician pursuant to the provisions of this subdivision
and the issuance of a written recommendation by such otorhinolaryngologist, licensed
audiologist or other licensed physician.

This provision is less stringent than
the FDA regulation because it allows
the sale of a hearing aid on the recommendation of an audiologist alone.
Therefore, the Commissioner is proposing to deny exemption from preemption for this provision and its implementing regulations.
New York also requests exemption
from preemption for section 785-a(3)
and its implementing regulations,
which require the dispenser to give
the purchaser an itemized receipt containing certain information. Most of
the provisons of this section are not
requirements with respect to a device
within the meaning of section 521 of
the act and therefore are not preempted. Sections 785-a(3) and 191.11(a) of
the implementing regulations, however, require that this receipt contain a
statement as to whether the hearing
aid is new, used, or reconditioned. This
provision is preempted because it is
different from the Federal requirements. As 'indicated in the discussion
of general issues above, the Commissioner is proposing to exempt this provision from preemption. As a result,
the entire section will not be preempted.
The Commissioner has also determined that section 785-a(4), which requires the dispenser to give the purchaser a 30-day return privilege, is not
preempted because it is a consumer
protection provision beyond the scope
of § 801.421 of the FDA regulations.
OHIO
Ohio Revised Code 4747.09: Sec. 4747.09
Each licensed hearing aid dealer or fitter
shall furnish each person supplied with a
hearing aid a receipt showing the licensee's
signature, the number of his license certificate, the complete address of his place of
business, a complete description of the
make and model of hearing aid furnished,
the full terms of sale, including the terms of
guarantee, if any, and if the hearing aid
sold is not new, the receipt shall also be
clearly marked "used" or "reconditioned."
whichever is applicable.
Each receipt shall also bear, in type no
smaller than that used in the body- of the
receipt, the following legend: "the purchaser is advised that any examination, fitting,
recommendation, or representation made by
a licensed hearing aid dealer or fitter in connection with the sale of this hearing aid is
not an examination, diagnosis, or prescription made by a person licensed to practice
medicine in this state and therefore must
not be regarded as medical opinion or
advice."
Each licensed hearing aid dealer or fitter
shall, when dealing with a child sixteen
years of age or less, ascertain whether such
child has been examined by an otolaryngologist prior to being fitted for a hearing aid.
If the licensee determines that such examination has not taken place, he shall recommend to the person legally responsible for
the custody of such child that such examination take place and shall so state on a
waiver to be specified by the Board.

This provision is less stringent than
the FDA requirements because it requires only that the hearing aid dispenser advise the parent or guardian
that the child should be examined by
an otolaryngologist and apparently
allows the parent or guardian to waive
this examination for the child. Therefore, the Commissioner is proposing to
deny exemption from preemption for
this section.
The first two sentences of this section require the dispenser to give to
each purchaser a receipt containing
certain Information. Most of the information required does not relate to the
safety or effectiveness of hearing aids
and therefore the requirements are
not requirements with respect to a
device within the meaning of section
521 of the act and are not preempted.
The requirement, however, that the
receipt be clearly marked "used" or
"reconditioned" is preempted because
it is different from the Federal requirements. As indicated in the discussion of general Issues above, the Commissioner is proposing to exempt this
section -from preemption. As a result,
all of the provisions with respect to
the receipt will not preempted.
OREoON

Oregon Revised Statute § 694,136 provides
that a person registered to deal in hearing
aids may have the certificate of registration
revoked for several reasons including the
following,
(6) Fitting or dispensing a hearing aid for
use by any person without first determining
through direct observation and personal in.
terview whether any of the following conditions exist and, if so determined, failing to
refer the person to a licensed medical physi.
clan specializing in diseases of the ear or if
no such licensed physician is avallable in
the community, to any licensed medical
physician:
(a) Visible congenital or traumatic deformity of the ear;
(b) History of, or active drainage from, the
ear within the previous 90 days:
(c)History of sudden or rapidly progressive hearing loss within the previous 90
days;
(d) Acute or chronio dizziness;
(e) Unilateral hearing loss of sudden or
recent onset within 90 days;
(f) Significant air-bone gap (greater than
or equal to 15 decibels, American National
Standards Institute, 500, 1,000 and 2,000 Hz
average); or
(g) Any other condition that the division
may by rule establish.
However, if the person or the parents or
guardians of the person refuse for good
cause, to seek medical opinion, the person
dealing in hearing aids shall obtain from
the person or the parents or guardian of the
person a certificate to that effect in a form
as prescribed by the division. It is a violation of this subsection for any person dealing in hearing aids or his employees and putative agents, upon making such required
referral for medical opinion, to in any
manner whatsoever disparage or discourage
a prospective hearing aid user from seeking
such medical opinion prior to the fitting
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and dispensing of a hearing aid. Nothing required to be performed by a person dealing
in hearing aids under this subsection means
that the person is engaged in the diagnosis
of illness or the practice of medicine or any
other activity prohibited by the provisions
of ORS 694.036, 694.095 and this section.
(7) Fitting or dispensing a hearing aid for
use by any person under 16 years of age
unless within 90 days of-such sale the child
has been referred:
(a) To an otolaryngologist for examination and for a recommendation of corrective
measures which may be required; or
•(b) To a properly licensed medical physician for like examination and recommendation; or
(c) To an audiologist licensed by the State
of Oregon for an evaluation of the child's
hearing and for a recommendation of corrective measures which may be required:
Provided, That the child is also examined
by a properly licensed medical physician
who gives approval for possible hearing aid
use.

If the parents or guardian of such person
refuse for good cause to seek medical opinion, the person dealing in hearing aids shall
obtain from such parents or guardian a certificate to that effect in a form prescribed
by the division. However, the replacement
of an identical hearing aid within one year
is not subject to this subsection.
Subsection (6) is less stringent than
the FDA regulation because it appar- ently permits the parent or guardian
of a minor 16 or 17 years of age to
waive the medical -examination requirement for. the child. Therefore,
the Commissioner is proposing to deny
exemption from preemption for this
subsection.
Subsection (7)also provides that the
parent or guardian of the child may
waive the medical evaluation requirement for the child. To this extent,
subsection (7) is less stringent than
the FDA requirement. The Con issioner is proposing to deny exemption
from preemption for this subsection.
Oregon also requests exemption
from preemption for section 694.036
which requires the dispenser to give
the purchaser a receipt containing certain information. Most of the provisions of this section are not require-ments with respect to a device within
the meaning of section 521 of the act.
However, section 694.036(e) requires
that this receipt contain a statement
as to whether the hearing aid is new,
used; or reconditioned. This provision
is preempted because it is different
from the Federal requirements. As in-dicated in the discussion of general
issues above, the Commissioner is proposing to exdmpt this section from
preemption. As a result, none of section 694.036 will be preempted.
FEWSYLVA
35 Purdon's Statutes § 6700:
Section 402. Referral to physician,
Whenever any of the following conditions
are found to exist either from observations
by the registrant or on the basis of information furnished by the prospective hearing

.

aid user, a registrant shall prior to fitting
and selling a hearing aid to any individual.
sbggest to that individual in writing that his
best interests would be served if he would
consult a licensed physician specializing In
diseases of the ear, or If no such licensed
physician Is available, then to a duly 11censed physician:
(1) Visible congenital or traumatic deformity of the ear.
(2) Active drainage from the ear within
the previous 90 days or history of this symptom.
(3) Sudden or rapidly progressive hearing
loss within the previous 90 days.
(4) Acute or chronic dzzines.
(5) Unilateral hearing loss of sudden or
recent onset within the previous 90 days.
(6) Visible evidence of cerumen accumulation or a foreign body in the ear canal
(7) Significant air-bone gap, when generally acceptable standards have been established.
(8) Pain in the ear within the previous 90
days.
Whenever any of the aforementioned conditions ae found to exist either from observations by the registrant or on the basis of
information furnished by the prospective
hearing aid user, the registrant shall not
sell or fit a hearing aid to such person without a written recommendation from a licensed physician that a hearing aid may be
beneficial to such person.
Section 403. hfedical eramination No
hearing aid is to be sold to any individual
unless, wrthin the preceding six months,
the individual has been examined by an otologist or otolaryngologlst or any licensed
physician, and a written recommendation
has been made by such physician that the
use of a hearing aid may be beneficial to the
physician's patient.
This section does not apply to (i) the replacement of parts or accessories or of a
worn out or damaged hearing aid, or (l) any
individual who signs a written waiver as set
forth in this section. The waiver form must
be in at least 10 point type. The waiver must
be read and -explained in such a manner
that the purchaser will be thoroughly aware
of the consequences of signing the waiver.
The waiver form shall read as follows:
"I have been advised that my best interests would be served If I had a medical examination by an otologist or otolaryngologist or any icensed physician before my
purchase of a hearing aid.
(Registrant's Name)
has fully and clearly Informed me of the
value of such medical examination. After
such explanation, I voluntarily sign this
waiver. I choose not to seek a medical *examinatlon before the purchase of the hearing
aid."
(Signature of Registrant)
(Signature of Purchaser)
Section 506. Sale to Minors. No hearing
aid shall be sold by an individual registered
under this act to a person 18 years of age or
younger, unless within the preceding 6
months a recommendation for a hearing aid
has been made by a physician specializing in
otolaryngology or otology. A replacement of
art Identical hearing aid within 6 months
shall be an exception to this requirement.
Section 402 is more stringent than
the FDA requirement because it prohibits the hearing aid despenser from

selling a hearing aid when certain
medical conditions are found to exist,
unless the prospective user receives a
written recommendation from a licensed physician; no waiver of this requirement is permitted. The Commissioner is proposing to exempt this section from preemption.
Section 403 is not preempted because it is substantially identical in
most respects to the FDA requirements in that It requires that the prospective user obtain medical clearance
within 6 months before the sale of a
hearing aid and permits an informed
adult to waive this requirement.
The Commissioner advises, however,
that in order for a sale to be in compliance with Federal law, It must also
meet all the requirements of the FDA
regulation. Thus, with specific reference to the replacement provision in
the first sentence of the second paragraph of section 403, if a "replacement
of parts or accessories or of a worn out
or damaged hearing ald" constitutes a
new sale and not simply a warrantytype replacement of parts or substitution of one hearing aid for another, all
requlrem nts of the FDA regulation
must be met including a medical examination within the preceding six
months.
The requirement in section 506 that
a prospective hearing aid user 18 years
of age or younger must be examined
by an otolaryngologist or otologist is
more stringent than the FDA requirement of examination by any licensed
physician. Also, section 506 does not
permit anyone 18 years of age to waive
the requirement while the FDA regulation permits a waiver for those 18
years of age or older. The Commisoner is proposing to exempt section 506
from preemption because it is more
stringent than the Federal regulation.
TEXAS
Vernon's Civil Statutes. Article 4566. SecUon 14:
(d) Every license must, when dealing with
a child 10 years of age or under, ascertain
whether the child has been examined by an
otolaryngoloaist for his recommendation
within 90 days prior to the fitting. If such is
not the case, a recommendation by the i1censpe to do so must be made and this fact
noted on the bill of sale required in subsection (b) of this section.
This section is less stringent than
the FDA requirements because it requires only that the hearing aid dispenser recommend that the child be
examined by an otolaryngologist and
apparently would allow the dispenser
to sell the hearing aid even though
the child has not been medically examined. The Commissioner is proposIng to deny exemption from preemption for this section.
Texas also seeks exemption from
preemption for section 14(b), which requires the dispenser to give to the pur-
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chaser a bill of sale containing certain
information. Most of the information
required by this-section does not relate
to the safety or effectiveness of hearing aids and therefore these provisions
are not preempted. However, section
14(b) requires that the bill of sale include a statement as to whether the
hearing aid is new, used, or rebuilt.
This provision is preempted because it
Is different from the Federal requirements. As indicated in the discussion
of general Issues above, the Commissioner is proposing to exempt this provision from preemption. As a result'
none of section 14(b) will be preempted.

months by a physician specializing in otolaryngology except in the case of replacement
instruments or except in the case of the parents or guardian of such person refusing,
for good cause, to seek medical opinion; Provided, That should the parents or guardian
of such person refuse, for good cause, to
seek medical opinion, the licensee shall
obtain from such parents or guardian a certificate to that effect in a form as prescribed
by the department;
(iII) Fitting and dispensing a hearing aid
to any person under eighteen years of age
who has not been examined by a clinical audiologist for his recommendations during
the previous six months, without first ldvis-ing such person or his parents or guardian
in writing that he should first consult a
clinical audiologist.

Subsection (2)(e)(1) is less stringent
WASHINGTOYthan the FDA regulation because it reRevised Code of Washington 18.35.110:
quires only that the hearing aid dis§ 18.35.110 Grounds for suspension of li- penser advise the prospective user to
censee. Any person licensed under this chap- consult an otolaryngologist
or other Iiter may have his license suspended for a
fixed -period or be placed on probation by .censed -physician if one of the listed
the department for any of the following -conditions is found to exist and appar-ently allows the sale of the hearing aid
causes:
without a medical evaluation or a written waiver of a medical evaluation.
Therefore, the Commissioner is pro(2)(e)(i) Whenever any of the following posing to deny exemption from pre,conditions are 'found or should'have been
emption for this requirement.
found to exist either from observations by
Subsection (2)(e)(ii) is less stringent
the licensee or on the basis of information
furnished by the prospective hearing aid than the FDA regulation because it
user, prior to fitting and dispensing a hear- allows the parent or guardian of a
Ing aid to any such prospective hearing aid
child under the age of 18 to waive the
user, failing to advise that prospective hear- medical evaluation requirement for
ing aid user in .writing that he should first the child. Therefore, the Commissionconsult a licensed physician specializing in
er is proposing to deny exemption
diseases ,of the ear or if no such licensed
physician is available in the community from preemption for this requirement.
Subsection (2)(e)(iii), if it is considthen to any duly licensed physician:
(A) Visible congenital or traumatic defor- ered to be in addition to the FDA
mity of the ear;
medical evaluation requirement, is
(B) History of, or active-drainage from the more stringent than the FDA requireear within the previous ninety days;
ment because it imposes an additional
(C) History of -sudden or rapidly progres- requirement of examination by an ausive hearing loss within the previous ninety
-diologist for a prospective hearing aid
days;
user under the age of 18. The Commis(D) Acute or chronic dizziness;
sioner is proposing to exempt subsec(E) Unilateral hearing loss of sudden or
tfon (2)(e)(iii) from preemption.
recent onset within ninety days;
(F) Significant airbone gap (when generalWEST Vni o IA
ly acceptable standards have been established);
West Virginia Code §30-26-14:
(G) Any other conditions that the departSection 30-26-14 Matters to be ascerment may by rule establish: Provided, That -tained-bylicensee priorto the sale or fitting
it shall be a violation of this subsection for ' of hearing aids. (a) Every licensee engaged
any licensee or his employees and putative
in the practice of dealing in or fitting of
agents upon making such required referral hearing aids shall, prior to the sale or the
for medical opinion to in any manner what- fitting of a hearing aid intended to be worn
soever disparage or discourage a prospective
or used -by any person, first ascertain
hearing aid user from seeking such medical
whether such person has within the precedopinion prior to the fitting and dispensing
ing six months been examined for the defecof a hearing aid: And provided further,That
tive-or -impaired hearing condition sought to
no such referral for medical opinion need be be relieved by an otolaryngologist or other
made by any licensee in the instance of re- duly licensed physician. If such person has
placement only of u hearing aid which has been so examined, the licensee shall, prior
been lost or damaged beyond repair within
to the sale or fitting of such hearing aid, deone year of the date of -purchase: And pro- termine the recommendations and consult
vided further, That nothing in this section
with such otolaryngologist or physician. If
required to be performed by a licensee shall such person has not been so examined, the
mean that the licensee is engaged in the di- licensee shall not proceed to the sale or fitagnosis of illness or the practice of medicine
ting of a hearing aid until after such person
or any other activity prohibited by -the pro- has been so examined.
visions of this code;
(b) Prior to the sale of a hearing aid, every
(ii) Fitting and dispensing a hearing aid to
licensee shall be required to advise in writany person under eighteen years of age who
ing, in the manner and form prescribed by
has not been examined and cleared for
the board, the person to whom he intends
hearing aid use within the previous six to sell or fit with such hearing aid that such

person's best Interest would be served by
consulting an otolaryngologist or other physician specializing in diseases of the ear, or
any other physician duly licensed to practice medicine in this State, if any of the following conditions are found upon examination of such person:
(1) Visible congenital or traumatic deformity of the ear,
(2) History of active ear discharge within
the previous ninety days;
(3) History of a sudden or rapidly progres.
sive hearing loss within the previous ninety
days;
(4) Acute or chronic dizziness,
(5) Unilateral hearing loss of sudden or
recent onset " within the previous ninety
days; or
(6) Significant air-bone gap.
(c) A copy of any writing or form required
to be given to a prospective purchaser or
other person by the terms of this section
shall be retained in the records of the licensee for a period of seven years following
the issuance of each writing.
Subsection (a) Is more stringent
than the Federal regulation because It
does not permit the prospective user
to waive the medical evaluation roquirement. However, as stated above,
the Commissioner believes that Informed adults shouldbe permitted to
waive the medical evaluation requirement if the prospective user has religious or personal objections to a medical evaluation. Therefore, the Commissioner Is proposing to deny exemption from preemption for this subsection. As a result, the Federal waiver
provision will apply in West Virginia:
that is, any informed adult, 18 or
older, may waive the medical evalua
tion requirement.
Subsection (b) of this section is more
stringent than the Federal regulation
because it requires the hearing aid dispenser to consult a physician If one of
six warning signs is present. The Federal regulation (§801.420(c)(2)) requires that the user instructional brochure contain a statement warning
hearing dispensers to advise the prospective user to consult promptly a
physician if one of eight conditions Is
observed in the prospective user. Since
the West Virginia statute requires the
dispenser to advise the prospective
user in writing, It Is more stringent
than the Federal requirement and the
Commissioner Is proposing to exempt
it from preemption.
Subsection (c) of this section is more
-stringent than the Federal requirement because it requires the hearing
aid dispenser to maintain for 7 years
copies of the physician's clearance
statement and the written warnings
required by subsection (b), while the
Federal regulation requires the dispensers to maintain copies of medical
clearance statements and waivers for
only 3 years. Therefore the Commissioner is proposing to exempt subsection (c) from preemption.

FEDERAL REGISTER, VOL -43, NO. 146-FRIDAY, JULY 28, 1978

33189

PROPOSED RULES
Comi

T

The Commissioner has made his decisions on these applications based on
the plain meaning of the language of
the requirements. The Commissioner
invites comments on whether he has
interpreted these requirements correctly and on whether these requirements are interpreted or applied differently by the States. The Commissioner also invites comments on those
State statutes that require mandatory
audiological evaluation and those that
also limit waiver of the medical evaluation requirements.
Therefore, under the Federal Food,
Drug, and Cosmetic Act (sees. 521, 01,
52 Stat. 1055-1056 as amended, 90
Stat. 574 (21 U.S.C. 360k, 371)) and
under authority delegated to him (21
CFR 5.1), the Commissioner proposes
that part 808 be amended as follows:
1. In § 808.1 by adding a new paragraph (f) as follows:

§808.1 Scope.
*

*

*

*

*

(f) The Federal requirement will
apply at all times regardless of whether the State or local requirerdent is
preempted or exempted from preemption. As a result, if a State or local requirement exempted from preemption
is not as broad in its application as the
Federal requirement, the Federal requirement will apply to those circumstances not covered by the State or
local requirement. .
2. In §808.55 California by adding
new paragraphs (a) (13) and (14) as
follows:
§808.55 California.
(a) * * *
(13) Business and Professions Code,
sections 3365 and 3365.6.
(14) Health and Safety Code, section
26463(m).
*

*

*

*

3. In subpart--C by adding new
§§808.53, 808.57, 808.59, 808.67, 808.69,
808.73, 808.74, 808.77, 808.80, 808.81,
808.82, 808.85, 808.87, 808.88, 808.93,
808.97, 808.98, and 808.101 as follows:

§808.53 Arizona.
(a) The following Arizona medical
device requirements are enforceable
notwithstanding section 521 of the act
because the Commissioner of Food
and Drugs has granted an exemption
from preemption under section 521(b)
of the act:
(1) Arizona Revised Statutes, chapter 17, §36-1901.7(t).
(2) Arizona Code of Revised Regulations, title 9, article 3, section R9-16304.

(b) The following Arizona medical
device requirements are preempted by
section 521 of the act and have been
denied an exemption from preemption:
(1) Arizona Revised Statutes, chapter 17, §36-1901.7(s).
(2) Arizona Code of Revised Regulations, title 9, article 3, section R9-16303.

§808.57 Connecticut.
The following Connecticut medical
device requirements are enforceable
notwithstanding section 521 of the act
because the Commiloner of Food
and Drugs has granted an exemption
from preemption under section 521(b)
of the act: Connecticut General Statutes, sections 20-403 and 20-404.
§ 808.59 Florida.
The following Florida medical device
requirements are enforceable notwithstanding section 521 of the act because
the Commissioner of Food and Drugs
has granted an exemption from preemption under section 521(b) of the
act:
Florida statutes, §468.135(f) and
Florida Administrative Code, §10D48.25(26). on the condition that the
medical evaluation required by thse
sections take place no more than 6
months before the sale of the hearing
aid.
§808.67 Kentucky.
The following Kentucky medical
device requirement is enforceable notwithstanding section 521 of the act because the Commissioner of Food and
Drugs has granted an exemption from
preemption under section 521(b) of
the act: Kentucky Revised Statutes,
section 334.200(1).
§ 808.69 Maine.
(a) The following Maine medical
device requirement is enforceable notwithstanding section 521 of the act because the Commissioner of Food and
Drugs has granted an exemption from
preemption under section 521(b) of
the act: Maine Revised Statutes, title
32, section 1658-C, on the condition
that, in enforcing this requirement,
Maine applies the definition of "used
hearing aid" in § 801.420(a)(6) of this
chapter.
(b) The following Maine medical
device requirements are preempted by
section 521 of the act'and have been
denied an exemption from preemption: Maine Revised Statutes, title 32,
section 1658-D and the last sentence
of section 1658-E.
§ 808.73 Minnesota.
The following Minnesota medical
device requirements are preempted by
section 521 of the act and the Commissioner of Food and Drugs has denied

an exemption from preemption for
these requirements: Minnesota Statutes, §§ 145.43 and 145.44.

§ 808.74 MississippL
The following Mississippi requirement is preempted by section 521 of
the act and the Commissioner of Food
and Drugs has denied an exemption
from preemption for this requirement:
Mississippi Code, section 73-14-3(g)(9).

§ 808.77 Nebraska.
The following Nebraska medical
device requirements are enforceable
notwithstanding section 521 of the act
because the Commissioner of Food
and Drugs has granted an exemption
from preemption under section 521(b)
of the act: Nebraska Revised Statutes,
sections 71-4712(21(c) (vi) and (vii).

§ 808.80 New Jersey.
The following New Jersey medical
device requirements are enforceable
notwithstanding section 521 of the act
because the Commissioner of Food
and Drugs has granted an exemption
from preemption under section 521(b)
of the act:
(1) New Jersey Statutes Annotated,
section 45:9A-23, on the condition that
New Jersey, In enforcing this requirement, applies the definition of "used
hearing aid" in § 801.420(a)(6) of this
chapter.
(2) New Jersey Statutes Annotated,
sections 45:9A-24 and 45:9A-25.
§ 808.81 New Mexico.
The following New Mexico medical
device requirement is enforceable notwithstanding section 521 of the act because the Commissioner of Food and
Drugs has granted an exemption from
preemption under section 521(b) of
the act: New Mexico Statutes Annotated, section 67-36-16(F).
§ 808.82 New York.
(a) The following New York medical
device requirements are enforceable
notwithstanding section 521 of the act
because the Commissioner of Food
and Drugs has granted an exemption
from preemption under section 521(b)
of the act:
(1) General business law, article 37,
section 785-a(3).
(2) Official Compilation of codes,
rules and regulations of the State of
New York, chapter V, title 19, subchapter G, §§ 191.10 and 191.11, on the
condition that New York, in enforcing
this requirement, applies the definition of "used hearing aid" in
§ 801.420(a)(6) of this chapter.
(b) The following New York medical
device requirements are'preempted by
section 521(a) of the act and the Commissloner of Food and Drugs has
denied an exemption from preemption:
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(1) General business law, article 37,
section 784.
(2) Official compilation of codes,
rules and regulations of the State of
New York, chapter V, title 19, subchapter G, §§ 191.6, 191.7, 191.8, and
191.9.
§ 803.85 Ohio.
The following Ohio medical device
requirement is enforceable notwithstanding section 521(a) of the act because the Commissioner of Food and
Drugs has granted an exemption from
preemption under section 521(b) of
the act: Ohio Revised Code, § 4747.09;
for the last two sentences, with respect to medical examination of children, on the condition that Ohio,
when enforcing this requirement, applies the definition of "used hearing
aid" in § 801.420(a)(6) of this chapter.
§ 808.87 Oregon.
(a) The following Oregon medical
device requirements are enforceable
notwithstanding section 521(a) of the
act because the Commissioner of Food
and Drugs has granted an exemption
from preemption under section 521(b)
of the act: Oregon Revised Statutes,
§ 694.036.
(b) The following Oregon medical
device requirements are preempted by
section 521 of the act and the Commissioner of Food and Drugs has denied
an exemption from preemption:
Oregon Revised Statutes, §§ 694.136 (6)
and (7).
§ 808.88 Pennsylvania.
The following Pennsylvania medical
device requirements are enforceable
notwithstanding section 521(a) of the
act because the Commissioner of Food
and Drugs has granted an exemption
from preemption under section 521(b)
of the act: 35 Purdon's Statutes 6700,
section 402; section 504(4) on the condition that Pennsylvania, when enforcing this requirement, applies the
definition of "used hearing aid" in
§ 801.420(a)(6) of this chapter; section
506; and section 507(2).

§ 808.93 Texas.
(a) The following Texas medical
device requirement is enforceable notwithstanding section 521(a) of the act
because the Commissioner of Food
and Drugs has granted an exemption
from preemption under section 521(b)
of the act: Vernon's Civil Statutes, Article 4566, section 14(b), on the condition that Texas, when enforcing this
requirement, applies the definition of
"used hearing aid" in § 801.420(a)(6) of
this chapter.
(b) The following 'Texas medical
device requirement ii preempted by
section 521(a) of the act and the Commissioner of Food and Drugs has
denied an exemption from preemption: Vernon's Civil Statutes, Article
4566, section 14(d).
§ 808.97 Washington.
(a) The following Washington device
requirement is enforceable notwithstanding section 521(a) of the act because the Commissioner of Food and
Drugs has granted an exemption from
preemption: Revised Code of Washington 18.35.110(2)(e)(iii), on the condition that it is enforced in addition to
the applicable requirements of this
chapter.
(b) the following Washington medical device requirements are preempted
by section 521(a) of the act and the
Commissioner of Food and Drugs has
denied an exemption from preemption: Revised Code of Washington
18.35.110(2) (i) and (ii).
§ 808.98 West Virginia.
The following West Virginia medical
device requirement is preempted by
section 521(a) of the act and the Commissioner of Food and Drugs has
denied an exemption from preemption: West Virginia Code, section 3026-14.
§ 808.101 District of Columbia.
(a) Except as provided in paragraph
(b) of this section, the following District of Columbia medical device requirements are enforceable notwith-

standing section 521 of the act because
the Commissioner of Food and Drugs
has granted an exemption from preemption under section 521(b) of the
act: Act 2-79, section 5 and section 6,
on the condition that the District of
Columbia, in enforcing the requirement in section 6(a)(5), applies the
definition of "used hearing aid" In
§ 801.420(a)(6) of this chapter.
(b) The following District of Columbia medical device requirement is preempted by section 521(a) of the act
and the Commissioner of Food and
Drugs has denied an exemption from
preemption: Act 2-79 to the extent
that It requires a hearing test evaluation for adults 18 years or older and
does not allow adults to waive the
medical evaluation requirement for
personal, as-well as religious reasons.
Interested persons may, on or before
September 26, 1978, submit to the
Hearing Clerk (HFA-305), Food and
Drug Administration, Room 4-65, 5600
Fishers' Lane, Rockville, Md. 20857,
written comments regarding this proposal. Four copies of all comments
shall be submitted, except that individuals may submit single copies of
comments, and shall be identified with
the Hearing Clerk docket number
found in brackets in the heading of
this document. Received commments
may be seen in the above office between the hours of 9 a.m. and 4 p.m.,
Monday through Friday.
In accordance with Executive Order
12044, the economic effects of this
proposal have been carefully analyzed,
and It has been determined that the
proposed rulemaking does not involve
major economnic consequences as defined by that order. A copy of the regulatory analysis assessment supporting this determination is on file with
the Hearing Clerk, Food and Drug Administration.
Dated: July 20, 1978.
DONALD KENNEDY,
Commissionerof Food and Drztgs.
[PR Doe. 78-20862 Filed 7-27-7-8; 8:45 am]
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of Agriculture, Washington, D.C.

[3410-02]

20250, 202-447-4824.
DEPARTMENT OF AGRICULTURE
SUPPLEMENTARY INFORMATION:
Prior documents in this proceeding:
Agricultural Marketing Service
Notices of hearing: Issued February
[7 CFR Parts 1071, 1073, 1097, 1102, 1104,
11, 1977, published February 14, 1977
1106, 1108, 1120, 1126, 1132, 1138]
(42 FR 9674); issued March 3, 1977,
published March 25, 1977, published
[Docket Nos. AO-231-A45,etc.]
March 31, 1977 (42 FR 17130). Notice
of extension of time for filing briefs:
MILK IN THE TEXAS AND CERTAIN OTHER
Issued May 18, 1977, published May
MARKETING AREAS
23, 1977 (42 FR 26217).
Decision on Proposed Amendments to
Notice of recommended decision:
Orders
and
Marketing Agroements
Issued December 20, 1977, published
December 29, 1977 (42 FR 65088). Notices of extension of time for filing exDocket Nos.
Marketing area
7 CFR
ceptions: Issued January 20, 1978, pubParts
lished January 26, 1978 (43 FR 3568);
issued February 15, 1978, published
AO-227-A34
1071 Neosho Valley ..............................
AO-173-A35
1073 Wichita, Kars ..............................
February 22, 1978 (43 FR 7327).
AO-2191097 Memphis, Ten ...........................

A34-RO1
PRELIMINARY STATEMENT
AO-2371102 Fort Smith, Ark...........................
A28-ROI
hearing was held upon propublic
A
AO-208-A28
1104 Red River Valley .........................
posed amendments to the marketing
AO-210-A41
1106 Oklahoma Metropolitan ............
agreements and to the orders regulatAO-2431108 Central Arkansas ........................
A52-RO1
ing the handling of milk in the aforeAO-328-A21
1120 Lubbock-Plainvlew. Tex .............
marketing areas. The hearing was
said
AO-231-A45
1126 Texas ............................................
held pursuant to the provisions of the
1132 Texas Panhandle ...........AO-262-A30
1138 Rio Grande Valley .......... AO-335-A26. Agricultural Marketing
Agreement

AGENCY: Agricultural Marketing
Service, USDA.
ACTION: Proposed rule.
SUMIVIARY: This decision would provide for a "base-excess" plan for
paying producers under 11 southwestern Federal milk orders, beginning October 1, 1978. The plan was proposed
by a major cooperative association at a
public hearing held in April 1977.
Under the plan, each producer's average daily delivery of milk during September through December (October
through December for 1978 only)
would be his "established base. In the
following March through July, each
producer would be paid a higher uniform baseprice for milk deliveries up
to his base, and a lower price for any
excess milk. During August through
February, producers would receive the
blend price for all their deliveries. The
intent of the plan is to provide an incentive to producers to even out their
milk production during the year.
DATE: See supplementary information under "Referendum Order to Determine Producer Approval."
FOR FURTHER INFORMATION
CONTACT:
Robert F. Groene, Marketing Specialist, Daily Division, Agricultural
Marketing Service, U.S. Department

Act of 1937, as amended (7 U.S.C. 601
et seq.), and the applicable rules of
practice (7 CFR 900), at Irving, Tex.,
on April 5-8, 1977, pursuant to notices
thereof.
Upon the basis of the evidence introduced at the hearing and the record
thereof, the Deputy Administrator,
Program Operations, on December 20,
1977, filed with the Hearing Clerk,
U.S. Department of Agriculture, his
decision containing
recommended
notice of the opportunity to file written exceptions thereto.
The material issues, findings and
conclusions, rulings, and general findings of the recommended decision are
hereby approved and adopted and are
set forth in full herein with the following modifications:
INDEX OF CHANGES

1. Under the heading "1. The need
for a common base-excess plan in the
11 markets," paragraphs 1 and 3 are
revised, two new paragraphs are added
following paragraph 3, two new paragraphs are added following paragraph
12, paragraphs-13 and 36 are revised,
one paragraph is added following
paragraph 40, one paragraph is added
following paragraph 44, paragraph 45
is revised, one paragraph is added following paragraph 56, three paragraphs
are added following paragraph 58, two
paragraphs are added following paragraph 163, three paragraphs are added

following paragraph 64, one paragraph
is added following paragraph 72, paragraph 76 is revised, one paragraph is
added following paragraph 83, two
paragraphs are added following paragraph 85, on paragraph Is added following paragraph 87, one paragraph is
added following paragraph 88, and
forty-seven paragraphs are added following paragraph 89.
2. Under the heading "2. Order provisions Implementing the base-excess
plan," paragraph 1 Is revised, In paragraph 10 the number 111" Is changed to
"10," one paragraph Is added following
paragraph 10, two paragraphs are
added following paragraph 17, paragraph 26 is revised, eleven paragraphs
are added following paragraph 30, and
one paragraph Is added following
paragraph 31.
The material Issues on the record of
the hearing relate to:
1. The need for a common baseexcess plan in the 11 markets, and
2. Order provisions implementing
the base-excess plan.
FINDINGS

AND CONCLUSIONS

The following findings and concltsions on the material Issues are based
on evidence presented at the hearing
and the record thereof:
1. The need for a common base-excess
plan in the 11 markets. A common
base and excess plan for distributing
returns for milk among producers
should be provided under each of the
11 orders included in this proceeding.
The plan should be made effective on
October 1, 1978.
A base-excess plan is a means of apportioning among producers on the
basis of their deliveries of milk to handlers the money due them from such
handlers. The plan In no way affects
the cost of milk purchased by handlers. Producers in total receive the
same amount of money under a baseexcess plan as they would receive
under a blend price payment procedure. The plan is designed to encourage production in the fall months of
seasonally low production and to discourage excess production in the
spring months of seasonally high pro.
duction.
Except for the Initial base-making
period in 1978, the base-excess plan
adopted herein would provide that
each producer under the 11 orders
would receive a daily base equal to the
average of his daily deliveries of milk
to all handlers under such orders
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during the 4-month period of Septem- viding the total deliveries of such prober through December. The daily base ducer to handlers regulated under the
of a producer who delivered less than three orders by the number of days in
90 days' production to all handlers such period beginning with the first
under such orders during the 4-month day during September-January milk
period would be computed by dividing was delivered to handlers regulated
his total deliveries during such period under one of the orders, but not less
by 90. This base would.then be used than 120 days. During the base-andduring the following months of March excess payment period a producer's
through July to determine how much daily base is multiplied by the number
of the producer's milk is to be priced of days in the month to obtain a
at -the base and excess, prices. The monthly base, which Is used to deterquantity of milk which a producers de- mine how much of the producer's delivers during each of the months of liveries is base milk and excess milk.
March through July which is in excess
The producer's base and excess milk
of his base milk for the month, would is apportioned among handlers, and
be paid for at the excess price,, which ultimately amqng the three orders, acwould be the Class I price for the cording to the percentage that the
month. The quantity of milk not in- producer's deliveries to each handler Is
excess of the producer's base milk of his total deliveries to handlers reguwould be paid for at the base price.
lated under the three orders.
For the initial base-making period in
The value of excess milk under the
1978, a base for each producer would Central Arkansas, Fort Smith. and
be established by adding the pounds of Memphis orders is computed by asproducer milk delivered by him under signing excess milk in series, beginning
each of the 11 orders during the with Class IIr milk. to the producer
months of October through December mil in each class and multiplying the
and dividing such amount by the quantities of mil so assigned to,each
nfumber of days' production represent- cla
by the respective class prices.
ed by such producer milk or by 60. The total value of the excess milk Is
whichever is greater.
then divided by the total pounds of
The quantity of milk which a pro- excess milk and the answer Is rounded
ducer delivers during each of the to the nearest cent. Under the Central
months of March through July which Arkansas order, 4 cents per hundredis in -excess of his base milk for the weight, is deducted to maintain a remonth would be paid for at the excess serve in the producer-settlement fund.
price, which would be the Class III
Under the Central Arkansas order.
price for the month. The quantity of which provides for marketwide poolmilk not in excess of the producer's ing the base price Is computed by subbase milk would be paid for at the tracting the total value of the excess
base price.
milk from the total obligation of pool
The base price for each market handlers and dividing the resulting
using marketwide pooling would be de- amount by the pounds of base milk.
termined by subtracting the total The resulting price is reduced between
value of all excess milk in the market
4 and 5 cents to maintain a reserve In
from the total pool obligation of all the producer-settlement fund
handlers and dividing- the resulting
Under the Fort Smith and Memphis
amount by the pounds of base nilk
orders, which are individual handler
The base prices for milk received by pool orders, the base price for each
individual handlers in the Memphis, handler Is computed by subtracting
Tenm., and Fort Smith, ArL orders, the value of the excess milk received
which provide for Individual handier by the handler from his total obliga.pooling, would be determined by sub- tion to producers and dividing such
tracting the total value of all excess amount by the quantity of base milk.
milk received at the plant of each hanIt should be noted that in. computing
dler from the- total. obligation. of such the base-and excess prices adjustmenthandier to producers and dividing the are made for purposes of applying loresulting amount by the pounds of cation adjustments and funding the
base milkadvertising and promotion pro-rams.
Eight of the 11 orders under consid- These adjustments to, the prices reeration provide that producers shall ceived by producers are neces=y
receive a blend price during all months during alt months and do not affect
of the year. The three other orders the operation of the base-excess plan.
under consideration (Memphis, Fort
The Southern Region Division of AsSnith, and Central Arkansas) present- sociated Milk Producers, In (AMPI).
ly provide for a base-excess, plan for proposed that.a base plan for the 11
paying- producers. The -base-forming orders be made effective September 1.
months in the three orders are Sep- 197. The Southern Region Division
tember through January and the base- markets the milk of Its members to
paying months are March through handlers located In a seven-state area
July The base-excess plans of the who are regulated under the 11 orders
three orders provide for the computa- under consideration. The cooperative
tion of a producer's daily base by d- proposed a base plan patterned, after

the provisions of the base plan in the
Central Arkansas order. Under its proposal, milk from an individual producer that is received as producer milk
during the base-forming months by
handlers fully regulated under any of
the 11 orders would be used to compute a base for such producer. The
producer's base would be computed by
dividing the total pounds of milk delivered to such handlers during September-December by the number of days
In such period beginning with the first
day on which milk was first received
from such producer, but not less than

90 days.

Proponent proposed that producers
receive base and excess prices for their
deliveries during the months of February through July. The excess price
would be the Class IEE price for the
month. The value of base milk in the
individual markets would be determine
by subtracting from the total obligation of pool handlers the value of the

excess milk. To determine the base

price. the value of the base milk would
be divided by the quantity of base
milk, and the resulting amount,would
be reduced. between 4 and 5 cents to
provide a reserve in. the producer-settlement fund.
ANTI contended that a common
base plan should be adopted in each of
the 11 markets to provide an incentive
for all producers in these markets to
bring their seasonal milk production
pattern more in line with the fluid
milk needs of handlers. Proponent
pointed out that since August 1968 it
had been using a somewhat, different
type of base plan as a means of
making payment to its member producers under the 11 orders. The cooperative indicated that the objective of
its payment plan was to provide its
members with an incentive to gear
their production to the demand of
handlers for class r milk, including a
reserve milk supplyAMPI claimed that its plan was reasonably successful for a number of
years during which the "vast majorIty" of producers In the n marketswere members of ALIPL The cooperative contended, however, that the effectivenem of its payment plan in
terms of meeting the needs of the
markets had diminished in recent
years as a result of the cooperative's
position that a production incentive
plan could be applied equitably to its
members only If the plan were to
apply on a marketwide basis. Accordingly. AMPI requested that the orders
be amended to provide all producers
under the 11 orders with, the Incentive
to improve the seasonal pattern of
their milk production.
Proponent claimed that a sufficilnat
supply of mik is 'not available in the
11 markets during the fall months to
meet the Class I. requirements of han-
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dlers. It contends that the proposed
during October 1976 under more than
plan will increase production during one of the 11 orders. Because of this
the fall months, thereby assuring han- intermingling of producers among the
dlers of an adequate supply of milk 11 markets, proponent contended that
during such period. Proponent con- the plan should be adopted on a
tends also that the production leveling common basis under all 11 orders so
aspect of the plan will diminish the that the milk delivered by a producer
large reserve milk supplies during the to one or more of the 11 markets is
spring and summer months.
taken into account in the computation
The cooperative stated that because of his base and in the payment for
supplies are inadequate in the fall it base and excess milk.
has been necessary for it to acquire
A cooperative association opposed
milk from outside the 11-market area the adoption of a base-excess plan on
in supplying the fluid milk needs of the basis that such plans do not level
handlers. Proponent indicated, howev- production during the year. Opponent
er, that it has not been able to procure claimed instead that the plan would
sufficient milk from outside sources provide an incentive for producers to
and thus has been forced to allocate expand production annually. The coits available supply among the han- operative argued that additional quandlers supplied by the cooperative.
tities of milk are not needed in these
Proponent contends that It has the 11 markets because Class I utilization
primary burden of maintaining a re- in 1976 ranged from a low of 58 perserve milk supply for the 11 markets cent in the Wichita market to a high
and of allocating the available milk of 88 percent in Central Arkansas. It
supplies to handlers for Class I and contended that the plan would cause
Class II uses. AMPI alleges that it dairy farmers to participate in a "race
bears a disproportionate share of the for base," i.e., make an extra effort to
costs of maintaining a reserve milk increase milk production during the
supply. It pointed out that some pro- base-forming months. It alleged that
ducers in the 11 markets bear none of such efforts would result in too much
the expenses of maintaining the re- production in the fall months and add
serve milk supply because of the milk to the excess reserve milk supplies in
procurement practices of certain han- other months.
dlers. These handlers buy milk from
The cooperative's representative
producers who deliver all of their milk contended that dairy farmers located
production to such handlers on six or on the fringe of the production areas
seven days during the week. These might shift to another market if the
same handlers then buy supplemental base-excess payment plan resulted in a
milk supplies from AMPI on only lower per hundredweight return than
those days of the week when their the blend price received by neighborplants bottle milk. The cooperative ing dairy farmers shipping to other
then has the responsibility of market- Federal order markets. Thus, the coing on the remaining days of the week operative was concerned that the prothe milk production of the coopera- posed payment plan might result in
tive's members who deliver to such disorderly marketing conditions.
handlers.
The cooperative contended further
Proponent indicated that because of that the plan would restrict the movethe cooperative's role in handling the ment of producers from one market to
reserve milk supply its members have another. It indicated that a producer
had their pay prices for milk reduced would not want his milk moved to a
to cover the cost of such operations. market outside the 11 markets during
During the fall months, the coopera- the base-forming period since he
tive pointed out, its members have had would not earn a base for that producto bear the costs of shifting milk from tion. During the spring months it
market to market to meet the fluid would not be feasible for producers to
milk requirements of handlers. During shift to the 11 markets from other
the spring months the cooperative's
markets since they would not have a
members have had the expense of base and, thus, would not be eligible to
moving to manufacturing plants that receive the base price for 'their milk.
milk which is surplus to the fluid milk The cooperative also stated that the
requirements of handlers.
plan would present administrative and
Proponent contended that the pro- enforcement problems for the market
posed plan should be adopted in each administrator. It suggested that, in
of the 11 orders because the procure- order to obtain additional base, dairy
ment area of the handlers regulated farmers would add water to milk,
by such orders constitutes one area of borrow milk cows from a dairy farmer
reserve milk supply for the 11 mar- shipping to a manufacturing plant, or
kets. Proponent indicated that most, if exchange milk with another dairy
not all, of its member milk associated farmer.
with its Southern Region Division is
Several proprietary plant operators,
disposed of in the 11 markets and that cooperatives, and producers expressed
1,307 of its 4,895 members associated opposition to a common base-excess
with the 11-market area were pooled plan on the basis that such plan would

restrain outside milk supplies from entering the 11 markets. They contended
that, because only dairy farmers who
begin delivering milk to one of the 11
markets in either August or September would be able to earn a base reflecting their average daily production
during the fall months, the proposed
plan would preclude other dairy farmers from entering the markets during
other months of the year. Several also
were concerned that cooperatives that
deliver to handlers regulated by an
order other than the 11 under consideration could tend to keep their members from Joining cooperative's supplying the 11 markets by having them
sign membership contracts expiring in
months other than August or September.
A large number of producers testifled individually in opposition to a
base-excess plan, indicating that the
plan should not be adopted for various
reasons, including the following:
a. The plan'is sought by ANPI to Increase milk production so that the cooperative can operate its manufacturing facilities throughout the year.
b. The plan is a means of restricting
entry of new producers to the market,
or forcing independent producers to
join AMPI.
c. More producer milk Is not needed
during the fall months because producers currently receive the Class III
price for a portion of their milk during
the fall.
d. Cows calving in September and
October will produce more milk in the
spring months relative to the preceding fall months if good pasture is
available for grazing during the
spring.
e. It takes from 3 to 5 years to
change the milk production pattern of
a herd through breeding practices.
f. Moving a cow from one herd to another herd to build base would decrease the yearly milk production of
that cow by 2,000 pounds.
g. The Dairy Herd Improvement Association claims that a cow calving In
the fall will yield $110-$114 more net
return than a cow calving in the
spring months, In which case such a
return in itself provides sufficient incentive for fall production.
h. The base plan would be an extreme hardship on those producers
whose dairy herd Is or has been affected by Bang's or other diseases affecting milk production.
I. July and August are not good
months for a cow to have a calf due to
high daytime temperatures and an Infestation of flies.
J. The blend price, which Is usually
higher in the fall months than in the'
spring months, provides sufficient incentive to produce additional milk in
the fall months.
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Several handlers opposed the adoption of a base-excess plan in the 11
markets. One handler stated that his*
seasonal pattern of Class I sales in the
Corpus Christi area is contrary to that
of other handlers in other markets. He
indicated that his Class I sales are
greater in the spring than in the fall
because of the tourist trade and that
the proposed base-excess plan would
not be compatible with this sales pattern. The handler claimed that such a
plan would discourage new dairy farmers from entering the market, that it
would decrease the local producer milk
supply and force a greater reliance on
milk supplies from the northern part
of the United States, and that consumers would be forced to pay a higher
price for milk. The handler also
trgued that a base-excess plan would
help the proponent cooperative gain
additional market control.
Another handler opposed the adoption of a base-excess plan on the basis
that the seasonal fluctuation in milk
production in the 11 markets is not
significant, pointing out that in the
spring of 1975 and 1976 milk ppoduction was 114 and 110-percent, respectively, of production in the immediately following fall months. The handler
also noted that a base-excess plan was
terminated in the North Texas order
in 1963 because mi& production had
increased 85 percent in a 10-year
period of time while Class I sales had
increased only 41 percent.
Several handlers with own-farm production opposed the application of the
proposed base-excess plan to their
own-farm production and suggested
the following alternatives if such a
plan is adopted: (1) delay the effective
date of the plan for 2 years, (2)
exempt own-farm production from the
-base-excess plan, and (3) exempt from
the base plan that portion of ownfarm production equivalent to the
amount of packaged milk sold to consumers.

A common base-excess plan should
be included in each of the 11 markets
under consideration. The base plans
will provide a means of encouraging a
more level seasonal production pattern
in the 11 markets so that there will be
,,a better seasonal coordination of milk
supplies with the Class I demand.
Milk production in the 11-market
area fluctuates seasonally, with supplies increasing in the spring and declining in the fall. Such changes are
portrayed, for example, in the producer delivery data for 1975 and 1976 that
were included in the record. In the
spring of 1975, average daily deliveries
of producer milk reached 109 percent
of the average daily deliveries for 1975
and 1976 combined. For 1976, this
figure was 108 percent. Similar downward swings occurred in the fall, with
average daily deliveries dropping to 92

,percent in 1975 and 95 percent In 1976
of the 2-year daily average.
Although it was argued by some that
such seasonal fluctuations In production are not severe, such changes are
much more meaningful when viewed
in terms of the somewhat opposite
swings in Class I sales. When supplies
were lower in the fall, average daily
Class I sales fluctuated upward to 107
percent in 1975 and 105 percent in
1976 of the average daily Class I sales
for the 2-year period. During the
sales
production months,
heavy
dropped off considerably. In 1975,
average daily Class I sales In the 11market area were only 90 percent of
the 2-year daily sales average. In 1976,
the amount was 92 percent.
When the production and sales data
are put together, it is quite evident
that production is not in seasonal balance with the Class I sales of regulated handlers. In 1975, the relationship
of average daily producer deliveries to
the 2-year average of daily Class I
sales ranged from a low of 121 percent
in October and November to a high of
144 percent in May. Similarly, in 1976,
this relationship ranged from 125 percent in November to 142 percent in
April.
It is recognized that the productionsales data do not portray the samde seasonal relationship for each of the 11
markets individually. However, the
producer delivery data for each
market do not necessarily reflect the
seasonal production patterns of Individual producers. This is because producers are shifted extensively from
market to market by the proponent
cooperative in balancing the fluid milk
needs of handlers throughout the
entire 11-market region. For this
reason, the only meaningful analysis
of producer delivery data is that which
is based on producer deliveries for all
11 markets combined.
A number of parties contended in
their exceptions to the recommended
decision that there is no seasonal
shortage of milk in the 11 markets but
merely daily shortages of milk resulting from the 4- and 5-day bottling
schedules of handlers. It Is true that
daily variations in the quantity of milk
demanded by handlers tend to accentuate milk shortages during the fall
months. However, there is little reason
to expect that the bottling schedules
of handlers will change significantly,
and the milk shortages that result
from such bottling schedules pose a
supply problem for those cooperatives
committed to supplying the fluid milk
needs of handlers.
Because of tle seasonal changes In
production and Class I sales, It has
been necessary for the proponent cooperative to take various actions in response to the marketing problems that
arise from such seasonal changes.

Such actions have centered on obtaining adequate supplies of milk for handlers' fluid needs during the fall and
disposing of excess supplies during the
spring and early summer.
For example, in the fall of 1976 the
cooperative found It necessary to acquire substantial quantities of milk
from outside the 11-market area.
About 22 million pounds of supplemental milk were obtained from the
Central Arizona Federal order market,
for instance. Most of this was needed
to meet the fluid milk requirements of
handlers In the Dallas/Fort Worth,
Houston, and San Angelo areas of the
Texas market. Also, supplemental
milk was moved into the 11-market
area from Missouri, primarily for use
by handlers In the Memphis market.
In most cases, the supplemental supplies moved into the 11-market area
were not moved directly to the shortage areas but instead were used to
supply handlers nearest the out-ofarea source in order to minimize transportation costs. Supplies regularly associated with the 11-market area were
then redirected (in what proponent referred to as a "stairstepping" arrangement) to the shortage areas. Even
with the acquisition of out-of-area
milk supplies, the proponent cooperative was not always able to fulfill the
needs of handlers and was forced to allocate Its limited supplies to its regular
buyers. ,
Additional efforts by the proponent
cooperative to balance the Class I
needs of handlers include the shifting
of producers from one market to another within the 11-market area. Such
efforts are directed primarily toward
having sufficient supplies available for
the Texas market. Relative to the
number of producers on the Texas
market In February 1977, the following numbers of additional producers
were associated with the Texas market
In the Immediately preceding months:
551 In September, 539 In October, 458
in November, 669 in December and 492
In January. Suci additional numbers
resulted largely from the proponent
cooperative's shifting of producers,
which was done in part to implement
the "stairstepping" arrangement referred to earlier in connection with
the out-of-area supplies and also to redirect the movement of milk supplies
within the 11-market area to the areas
of greatest need.
In addition to its balancing activities
necessitated by seasonal shortages in
milk production, the proponent cooperative also handles much of the
excess milk that results from the seasonal Increases in milk production.
The major outlets In the 11-market
area for reserve milk supplies are manufacturing plants operated by proponent. Such plants are located at Sulphur Springs and Muenster, Tex.;
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Tulsa and Oklahoma City, Okla.; and
Hillsboro, Kans. Milk supplies not
needed at distributing plants are redirected to these plants for surplus disposal. At times, the proponent cooperative assumes the handling of a somewhat greater proportion of the surplus
in the 11-market area than would normally be associated with its share of
the area's total producer milk. It is not
unusual for some handlers to buy milk
on a regular basis from producers not
belonging to a cooperative association
and then obtain supplemental milk
from the cooperative on heavy bottling days. Also some handlers pur-'
chase milk from the cooperative only
during the fall months when the supplies of milk are traditionally short in
these 11 markets.
In his exceptions, a party held that
there is no evidence on the record that
AMPI bears the "burden" of surplus
disposition. The record reveals, however, that proponent cooperative handles the reserve requirements and the
related surplus disposition for handlers who receive milk produced by
nonmembers on 7 days a week and rely
on the cooperative to supply milk on a
lesser number of days. To the extent
that proponent cooperative handles a
disproportionate share of the market
surplus, it bears the "burden" of surplus disposition in the market.
In carrying out the various balancing activities associated with the seasonal fluctuations in milk production,
the proponent cooperative incurs operating costs that are passed on to its
members through reduced returns
from the sale of their milk. As a marketing organization attempting to
obtain the highest possible returns for
its members, the cooperative has
sought to reduce such costs. For a
number of years, the cooperative has
operated a type of base plan among its
own members for the purpose of tailoring production on the part of these
producers to meet the fluid needs of
the 11 markets. The effectiveness of
the plan in reducing balancing costs
has been limited, however, because the
cooperative's balancing activities are
affected also by the production pattern of other producers in the 11market area. Also, there has been
some reluctance on the part of the
cooperative's members to impose an
effective production Incentive plan on
themselves when other producers in
the 11 markets are not operating
under a similar plan. As an aid to minimizing the costs of marketing the milk
of its members, the cooperative is
seeking the adoption of a common
base-excess plan under the 11 orders.
It is in the interest of orderly marketing that a base-excess plan be applicable under each of the 11 orders
under consideration. Such plans are
specifically authorized by the act as a

marketing arrangement that produc-"
ers may use under a Federal order. It
is recognized that not all producers
who would be affected by the adopted
base plan favor its use. Nevertheless,
considerable weight must be given to
the fact that a very significant
number of producers in each of the
markets believe that such a plan can
materially aid in the marketing of
their milk. The proponent cooperative
alone represents
roughly threefourths of the producer milk in the 11
markets combined, and about 85 percent or more of the producer milk in 8
of the 11 individual markets. In the
other three markets-Wichita, Rio
Grande Valley, and Texas-the proponent cooperative markets at least twothirds or more of the milk in each
market. In view of the seasonal fluctuations in milk production and the attendant marketing problems for these
producers, the adoption of a common
base-excess plan for the 11 markets is
appropriate.
Opposition to the proposed base
plan was limited primarily to the
Texas market, which has about half of
the milk in the 11-market area. It is. in
the Texas market, however, where the
proponent cooperative is heavily en-

gaged in balancing activities associated
with the seasonal swings in production, and wliere it is significantly affected by the fluctuating production
of producers outside its membership.
The fact that there was opposition to
the base plan should not be an overriding consideration in this case in determining whether or not the proposal
should be adopted.
,The base plan for each order should
permit the interchange of producers
among all 11 markets without affecting their establishment of base or payments for base milk. Such an arrangement is now applicable under the central Arkansas, Fort Smith, and Memphis orders. A similar arrangement is
needed for the 11-market area because
of the extensive and continuing shifting of producers among the individually regulated markets. Such shifts
occur largely in connection with the
proponent cooperative's balancing activities referred to earlier. Under the
"stairstepping" arrangement, for example, producers associated with the
Rio Grande Valley market may be redirected to the Texas Panhandle and
Lubbock-Plainview markets. Producers
associated with the latter two markets
might then be redirected to the Texas
market. Similarly, producers may be
shifted from the Wichita market to
the Oklahoma metropolitan market,
and then from the latter market to
the Texas market. In October 1976,
for example, 1,307 of the proponent
cooperative's 4,895 member-producers
on the 11 markets that month were

producers under more than one of the
11 orders.
A producer representative and a
handier regulated under the Memphis
order, which permits deliveries by producers to central Arkansas, Fort
Smith, and Memphis markets to be
used in the computation of a producer's base, opposed a comparable provision for the 11 markets. Both stated
that such a provision is not authorized
in the Act.
There is nothing in the Act stating
that a base-excess plan in a market
cannot include deliveries by producers
to plants regulated under another
Federal order in determining the
quantities of base milk of an individual producer. As indicated, the Memphis, central Arkansas, and Fort
Smith orders all presently contain
such provisions.
The handler also opposed the inclusion of the central Arkansas, Fort
Smith, and Memphis orders in the
proposed 11-market base plan. He was
not opposed, however, to the continuation of the present base plan in each
of the three orders or in an order
merging the three orders. It was his
position that the three markets receive their milk supply from a
common production area. Others testifying at the hearing argued that the
Lubbock-Plainview market should not
be included since that market is a
growth area and additional class I
milk is needed from one year to the
next.
These arguments are not persuasive.
These markets are an integral part of
the area being supplied by the proponent cooperative. For the reasons already set forth, recognition should be
given to the cooperative's request that
a base plan be adopted in these and
nearby markets for the purpose of
aiding It in the marketing of its members' milk.
Various parties suggested that is
would not be appropriate to limit the
computation of a producer's base to
deliveries only within the 11 markets.
They noted that one or more of the 11
markets draw milk from a production
area that also serves markets outside
of these 11 markets. They pointed out .
that a dairy farmer residing In such
common production area would be disadvantaged unless his total production
is used in computing his average daily
base.
Producers in the 11 markets who are
not members of a cooperative usually
deliver their milk to the same handler
throughout the month. Consequently,
their total production for the month
would be used in computing their base.
Producers who are members of a cooperative association which markets the
milk of its members under one of the
11 markets and a market outside of
the 11 markets could be affected. Such
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producer would not be disadvantaged
in the computation of his base if at
least three-fourths of his production
were delivered during the basemaking
period to one of the 11 markets. The
plan provioles that a producer who delivers milk at least 90 days out of the
122 days during September through"December would receive a base equal
to his average daily production. Such
provision will permit a limited interchange of producers'between the .11
markets and other Federal order markets.
Several parties noted that climatic
conditions and production patterns
vary throughout the 11 markets. For
that reason, they suggsted that whatever months are used as the basemaking and basepaying months for the 11market area might not be appropriate
for each of the individual orders,
The production area of each of the
11 orders is in reality a part of a
common production area used to
supply the needs of all 11 markets. It
is for this reason that.the 11 markets
must be considered on a combined
basis in establishing the basemaking
and basepaying months.
In their exceptions to the recomnmended decision, several parties.
argued that if the 11-market area is in
fact a common production area the 11
orders should be combined into one
order. This proceeding does not provide the forum for deciding whether
there should be only one order or 11
orders. Such a decision would have to
be made on the basis of a hearing held
for that purpose.
A number of those who testified
were concerned that the adoption of a
base plan would result in a "race for
base." They contended that the adoption of the plan would result in excessive fall production, thereby reducing
the level of thb blend price in the fall
months. They alleged also that the
plan would increase milk production
during the flush months and thus increase total milk production rather
than level nilk production throughout
the year.
-There is no means of foretelling how
producers will react to a common base
plan in the 11 markets. If a "race for
base" occurs and results in excess fall
production or in a -large increase in
milk pr6duction annually, marketing
conditions can be reviewed at such
time..
Several parties filed exceptions to
the finding in the recommended decision that "there is no means of foretelling how producers will react to a
common base plan in the 11 markets."
They pointed out that the experience
that the Department has had with
base plans in other markets, particularly north Texas, should have caused
the Department to conclude that
adoption of the plans vould lead to

chaotic marketing conditions. They
also held that the decline In the
number of base plans under Federal
orders during the period from 19671977 was further evidence of the failure of base-excess plans as a feasible
marketing tool.
It is true that there has been a decline in the number of orders with
base-excess plans. In some instances,
the base plans were terminated because they resulted in an ncrease in
yearly milk production. These past
events, however, provide no conclusive
evidence that producers within the 11market area will react in a similar
manner to the adoption of the proposed base-excess plans.
In this regard, parties excepting to
the recommended decision held that
base plans in the 11 markets will increase rather than decrease reserve
milk supplies during the spring and
summer months. If producers attempt
to increase fall milk production by expanding their present herd size, then
it is likely that milk production will increase during the spring and summer
months. However, if producers change
the production of their current herds
to conform with the production pattern that a base-excess plan attempts
to achieve (by expanding fall milk production and decreasing milk production during the flush months), the Increase in reserve milk supplies that exceptors anticipate should not result
during the spring and summer
months.
Several parties claimed that the proposed base-excess plans could result in
only nonmember producers receiving
base and excess prices. They contended that because a cooperative association has the privilege of reblending
its proceeds, the association would not
be required to pay Its members upon
the basis of their deliveries of base
milk and excess milk.
Proponent cooperative indicated
that it intends to pay Its members
using the base-excess payment plan. It
was not revealed on the record what
payment procedures other cooperatives would use. Irrespective of the
payment procedures utilized by cooperatives during the months when
base and excess prices are paid, the
payment that the cooperative association receives from the producer-settlement fund for all of Its member producer milk will reflect the respective
quantities of Its member producer
milk that is base milk and excess milk.
For that reason members of a cooperative association will find It advantageous to produce milk with the same
seasonal pattern as other producers.
Otherwise, the prices received by the
cooperative's producers could decline
relative to the prices received by other
producers as a group during the
months of March through July.
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Opponents of the base plan argued
that such a plan would restrict the
entry of new producers into the 11market area during certain times of
the year since new producers would
not have a base and would receive only
the excess price for their milk. It was
claimed that such restrictiveness was a
restraint of trade in violation of
§ 608c(5)(G) of the act.
It is recognized that any base-excess
plan will tend to provide a disincentive
at certain times of the year for producers to come onto the market,
either as new producers who have just
started dairying or as producers who
have been shipping to other markets
outside the 11-market area. This is
why It is necessary to establish a
common base plan for the 11 markets
that permits the interchange of producers within this area. Nevertheless,
the time when producers just coming
onto the 11 markets would be adversely affected the most would be during
the base-paying months. This is when
supplies are customarily in excess of
the class I requirements of handlers
and handlers normally would not be
seeking new producers. The influx of
new producers at this time would be
expected to be mininmal.
The use of a base-excess plan under
the order is not in violation of
§ 608c(5)(G) of the act. The latter provision specifies that an order shall not
prohibit or in any manner limit the
marketing in a Federal order area of
milk produced in any production area
in the United States. Congress, in providing specific authorization in the act
for base-excess plans, did not intend
that their use be nullified by
§ 608c(5)(G) of the act.
Exceptors reiterated claims made at
the hearing and In post-hearing briefs
that the proposed base plan is in violation of § 608c(5)(G) of the act. For the
reasons already indicated, such claims
are not valid and do not warrant a
denial of the proposal for base plans
In the 11 markets.
Exceptors held that the adoption of
the base plans would allow AMPI to
"manipulate" an order through "pool
loading" I.e., shifting unneeded milk
supplies from one market to another
for the purpose of depressing the returns to producers in the second
market who are not members of the
cooperative. Neither the exceptions
nor the record provide a basis, however, for concluding that base plans
would facilitate socalled pool loading.
It appears instead that a cooperative's
ability to load a pool would be weakened by the adoption of the proposed
base plans. If, for example, a cooperative were to bring additional milk supplies onto one of the 11 markets
during the basepaying months from
dairy farmers not regularly associated
with the 11 markets, such dairy farm-
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ers would receive only the excess price
for their milk. Thus, it seems likely
that a base plan would deter a cooperative from loading a pool rather than
facilitating such action.
As outlined earlier, producers testifying against a base-excess plan raised
numerous reasons as to why such a
plan should not be adopted. Much of
the opposition centered on the difficulties and additional expense that
producers would experience in adjusting their production operations under
a base plan.
In their exceptions, certain parties
held that the base plans would insulate A MPI from competition for membership by making it more difficult for
a producer to switch cooperatives
while at the same time qualifying for a
full base. As the recommended decision pointed out, there are some disincentives under a base plan which
might deter a new producer from entering the 11 markets under consideration during certain months of the
year. To the -extent that these disincentives exist, a dairy farmer who
markets his milk outside the 11 markets might be deterred from joining a
cooperative that markets its milk entirely within the 11 markets. However,
a producer under one of the 11 orders
who is a member of a cooperative
could transfer to any other cooperative in the area during any month of
the year and continue to market his
milk under one of the 11 orders without any loss of base as a result of such
transfer. This would be possible since
a base is earned by the producer and
not by the cooperative of which the
producer is a member. Thus, the transfer of a producer from one cooperative
to another would not affect the ability
of the producer to earn a full base, as
suggested in the exceptions.
In other exceptions, it was contended that the Department was insensitive to "competitive considerations" in
adopting the base plans. This is not
the case. Consideration has been given
to the extent to which the base plans
might tend to limit a cooperative's
ability to compete for members and
market outlets for milk. The claims
are without merit.
Also, approximately 200 individuals,
primarily dairy farmers, submitted
comments to the Department opposing the base-excess plans. For the
most part, the individuals reiterated
the same objections voiced by dairy
farmers at the hearing. Some of the
200 individuals also signed the exceptions filed by Concerned Dairymen, a
group of dairy farmers opposed to the
adoption of uniform base-excess plans.
Approximately 500 individuals signed
such exceptions.
It is recognized that producers may
need to make some added expenditures and special adjustments in their

operations under the adopted baseexcess plan if they desire to maximize
their returns under the plan. As indicated, the purpose of the plan is to encourage a more level seasonal pattern
of production. Seasonal fluctuations in
production occur because this production pattern is normally the least
costly and most natural production
pattern for farmers. Any change In
this normal production pattern comes
about only through the special efforts
of farmers, which usually entails.
added costs and operating difficulties.
Farmers are not inclined to change
their production pattern in the absence of any special incentive. The
purpose of the base plan is to provide
this incentive.
Questions arose at the hearing concerning the application of an 11market uniform base-excess plan
under the Texas order in conjunction
with, that order's "dairy farmer for
other markets" provision. The "dairy
farmer for other markets" provision
provides that a cooperative or pool
plant operator may not pool milk of a
dairy farmer on the Texas market
during the months of February
through July if the cooperative association or pool plant operator caused
milk from the same dairy farmer to be
associated with another market anytime during the immediately preceding months of September through November. The provision is intended to
preclude the association of reserve
supplies of surrounding Federal order
markets with the Texas market during
the months of Febru1ary through July
when the milk is not needed if the producers involved were not on the Texas
market during the fall months when
supplies are customarily short.
The application of the "dairy farmer
for other markets" provision in conjunction with the base-excess plan
could cause a dairy farmer who earned
base'during the months of September
through December not to receive the
base price on any of his milk delivered
to the Texas market during the basepaying months of March through
July. Under that provision a dairy
farmer who is a "dairy farmer for
other markets" could not qualify as a
producer. As a consequence, the dairy
farmer would not be eligible to have
his milk priced under the order and
thus would have no assurance of what
price he would receive for his milk. If
the order required such dairy farmer
to be paid the base price on any of his
deliveries to the Texas market, such
payment would conflict with the
"dairy farmer for other markets" provision and defeat the purpose of that
provision.
The "dairy farmer for other markets" provision, however, would not
peclude producers delivering to a plant
which was a nonpool -plant under the

Texas order during the months of Sep.
tember-November but which is a pool
plant during the next March-July
period from benefiting under the base.
excess plan. Also, an individual dairy
farmer could shift to the Texas
market from any of the other 10 mar-kets during March-July and retain his
earned base provided that he does not
deliver milk at a plant operated by the
same handler to whom he shipped
milk during the preceding SeptemberNovember period.
The operators of pool plants with
own-farm production and dairy farmers whose herds consist s6ley of registered dairy animals should not be accorded an exemption, from the baseexcess provisions of the orders. At the
hearing, several such individuals set
forth varying reasons why their operations should be treated differently
than those of other producers, However, if an exemption were granted, it
would not comfort with the purpose of
the base-excess plan, which is to encourage all producers on the 11 markets to even out their production
during the year.
Three producer representatives and
a handler representative urged that a
uniform base-excess plan not be adopted in the 11 markets because of the declining use of base-excess plans. They
pointed out that the number of Federal order markets with a base-excess
plans has declined from 23 markets in
1967 to 5 in 1977. It was claimed that
from 1963 to 1971 base-excess plans
were discontinued in five orders because the plans had provided an incentive for excezsive production relative
to class I needs, especially during the
base-forming months.
Whether or not base-excess plans
should be applicable in the 11 markets
under consideration must be based on
the record evidence of the current
hearing as it relates to present marketing conditions in these markets. As
described previously in this decision,
the record evidence In this proceeding
justifies the use of a base-excess plan
in each of the 11 markets.
A cooperative association and a handler opposed the adoption of a baseexcess plan on the basis that proponent did not develop studies on the
impact of the proposed plan on the
markets involved and thus provided
for the record only limited evidence
regarding Its proposal. The relevant
point here is not the extent to which
proponent studied the issue at hand
but rather whether or not the evidence in the record adequately supports the adoption of the proposal. As
already indicated, the record does Justify the use of a common base-excess
plan for the 11-market area.
Exceptors reiterated previous contentions that ANMPI presented no studies or data which would indicate that a
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base plan would improve the seasonal in months other than August or Sep- posed change would tend to effectuate
production pattern. For the reasons tember to discourage any shifting of the declared policy of the act.
Moreover, the Department's "Rules
just cited, their arguments are without members to other cooperatives.
merit.
It is recognized that the proposed of Practice and Procedure Governing
One cooperative association main- base-plan could be a disincentive for Proceedings to Formulate Marketing
tained that the "economic incentive to dairy farmers in other areas to become Agreements and Marketing Orders" (7
obtain base creates a major adminis- producers under 1 of the 11 orders, CFR part 900) specifically provide for
trative burden in policing the plan." and that dairy cooperatives supplying the submission of proposals by persons
Its representative alleged that many the 11 markets could have some diffl- other than the Secretary. Section
farmers Would be tempted to expand culty in obtaining new members. How- 900.3 states that a "marketing agreetheir production during the fall ever, this presumably would be a limit- ment or a marketing order may be promonths by adding water to milk, bor- ed problem since dairy farmers usually posed by the Secretary or by any
rowing cows from dairymen shipping maintain their membership in a coop- other person."
The motion by a cooperative associto grade B manufacturers, and ex- erative over a period of years and do
changing milk with someone who is not switch membership from one coop- ation to render the entire hearing void
not pooled in the market, for example. erative to another. In any event, the and the motion by another cooperaIn support of his argument that the inability of a cooperative to obtain tive association to reconvene the hearplan would be an administrative new members readily should not be an ing at a later date because proponent
burden, the cooperative's representa- overriding consideration in deciding -altered provisions of its proposal at
tive indicated that the decline in the whether a base-excess plan should be the hearing are denied. No statutory
or administrative rules preclude appronumber of base plans under Federal adopted.
*
priate revisions of a proposal at the
orders was the best evidence of the deconfarmers
Counsel for 30 dairy
ficiencies of such plans.
tended that the proposed base-excess hearing. Furthermore, the hearing
Speculation by the cooperative's rep- plans should not be adopted because notice stated that the purpose of the
kesentative that the base plan provi- present marketing conditions in the hearing was to receive evidence with
sions would create an administrative markets are in conformity with respect to the economic and marketing
burden is not sufficient reason for § 602(4) of the act He contended that conditions which relate to the prodenying implementation of the pro- the proposed plans would result in posed amendments and any appropriate modifications thereof. Thus, interposed plan. Furthermore, none of the conditions that are contrary to this.
ested parties were given the opportupotential problems cited would be an
Section 602(4) states that It Is the
administrative burden for the market declared policy of Congress for the nity to modify the proposed baseadministrator in computing bases. The Secretary to establish and maintain excess plan during the course of the
market administrator would rely on such orderly marketing conditions as hearing to the extent that no new
the handlers who receive the produc- will provide an orderly flow of the issue outside the scope of the hearing
ers' milk to report the amount of milk supply to market throughout its was raised. In fact, as described elsepooled by, each producer during the normal marketing season to avoid un- where In this decision, several handler
month. Additionally, none of the rea- reasonable fluctuations in supplies witnesses did propose certain modificasons set forth by opponent for termi- and prices. As one of the means of ob- tions.
Exceptors reiterated claims made"at
nating base plans were related to the taining this objective, the act specifithe hearing and in post-hearing briefs
administration of such plans. The
the adoption of that a modification at the hearing of a
need for the base plan in the 11 mar- cally provides for
kets as a means of leveling production base-excess plans in Federal order provision contained in the notice of
throughout the year overrides any po- markets. The record of this proceeding hearing did not .allow sufficient time
tential administrative problem noted indicates that the use of base-excess to introduce testimony in opposition
to the modification. There was no indiat the hearing that might arise in the plans in the 11 markets would, in fact
foster orderly marketing as contem- cation in the exceptions, however, of
operation-of the base plan.
what significant market information
Several cooperative associations al- plated under § 602(4) of the act.
This representative for 30 dairy may have been precluded from the
leged they would not be able to obtain
as members dairy farmers who are farmers also claimed that the hearing record. In the absence of such a showmembers of other cooperatives operat- was improperly called. He contended ing, It cannot be concluded that exceping outside the 11-mbrket area unless that § 608c (3) and (17) of the act per- tors have a valid complaint.
associations
cooperative
Two
the members' contracts expired in mits hearings to be called only under
either August or September. They in- 'two conditions: (1) The Secretary may claimed that the administrative law
dicated that, if the members' contract call a hearing if he has reason to be- Judge erred in not dismissing the hearexpired at any other time, a dairy lieve that the Issuance of an order will ing on the proposed base-excess plans.
farmer would be reluctant to change tend to effectuate the declared policy These cooperatives maintained that
cooperatives since he would be at a of the act; and (2) the Secretary is re- because proponent had submitted aredisadvantage in becoming a producer quired to call a hearing under speci- vision to Its original proposal and the
.on one of the 11 markets. They noted fied conditions when one-third or Department had issued a revised
that if the dairy farmer entered the more of the producers as defined in an notice of hearing reflecting the reviorder apply as individuals and in writ- sion, proponent and the Department
market in October-December, he
would not be able to obtain a base ing for a hearing. The representative were involved in an ex parte communiequal to his average daily deliveries in thus concluded that a hearing could cation which is prohibited by the
the base-making period. If he entered not be called to consider a proposal "Government in the Sunshine Act."
The communications which took
submitted by a cooperative association
market during March-July, he
- the
place between proponent and Departwould receive 'the excess price for his on behalf of producers.
This is not the case. The act does ment officials in this instance involved
milk during such period of-time.
The manager of one cooperative was not preclude parties in the industry, the receipt of revisions from propoconcerned that, if a base-excess plan such as a cooperative association. from nent to previously submitted proposals
were adopted, a cooperative which petitioning for a hearing. The Secre- and the Department's acknowledgetary may call a hearing either on his ment of the receipt of such revisions.
presently has a 30-day contract with
its members would begin signing its own volition or at the request of other The initial proposals had been acceptmembers to 1-year contracts expiring parties if he concludes that. the pro- ed by the Department for consideraFEDERAL REGISTER, VOL 43, NO. 146-FDAY, JULY 28, 1978
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tion at a hearing and had been set
forth in a hearing notice. The revised
proposals represented modifications of
the initial proposals that could have
been made during the course of the
hearing. Because such changes were
made available to, the Department
prior to the hearing, it was possible to
provide the industry with advance
notice of the modifications intended to
be supported at the hearing. In the absence of the communications which
took place, interested parties would
have 'had to wait until the hearing to
be made aware of the modifications.
The communications involved were
made a part of the record of this proceeding. Such communications prvided no basis for dismissing the hearing and the administrative law judge
acted properly in not doing so. Interested parties were not disadvantaged
through these communications but in
fact were aided by virtue of having advance notice of the modifications that
the proponent.cooperative was making
in its initial proposals. This afforded
all interested parties the opportunity
to safeguard their interests, through
full participation in all aspects of the
rulemaking proceeding, which is 'the
very thrust of the regulations on ex
parte communications.
Exceptors reitereated their contention that the presiding officer's rejection of a motion to require AIPI to
show cause why the plan should not
be dismissed under "Government in
the Sunshine Act" was ih error. The
views expressed by exceptors were
fully considered 'in the recommended
decision and, as noted, are without
merit.
One of the exceptors further stated
that all ex parte communications between any party and the Department
subsequent to the hearing should be
made available to all interested parties. A number of letters were received
by Department officials from persons
opposed to the base plan and from
other individuals on behalf of persons
opposeol to the plan. Such letters and
the Department's replies to them have
been made a part of the official record
in this proceeding and are available
for viewing by the public.
Counsel for a cooperative association
objected to the Dpartment's failure
to disclose the basis for its prehearing
conclusion that the proposed uniform
base.excess plans would tend to effectuate the purposes of the act. Such
disclosure, however, is not required.
Following a public hearing, the Secretary may adopt only those proposals
considered at the hearing that, if- supported by the record evidence, would
tend to effectuate the purposes of the
act. It would be useless, then, to inelude in the hearing notice proposals
that obviously would not be consistent
with the act and thus could not be

adopted. For this reason, the Department must make a preliminary evaluation of all proposals submitted to it for
consideration at a hearing to determine if the proposals would carry out
the intent of the act. The Department
is not required to reveal publicly the
various- considerations involved in
making an affirmative determination
on the proposals. It should be emphasized, though that the inclusion of. a
proposal in. a hearing notice in no way
means that the proposal will be adopted. The adoption of a proposal by the
Secretary must be based solely on the
evidence presented at the hearing.
In his exceptions, counsel reiterated
his objection to the Department's failure to disclose the basis for its prehearing conclusion that the uniform
base-excess plans would tend to effectuate the purposes'of the act. For the
reasons just noted, the objection is not
valid.
Counsel for "the cooperative association alleged also that § 554(d) of the
Administrative Procedure Act precludes an employee of the Department
who investigated the initial proposal
and participated, in the hearing from
being involved in the subsequent decisionmaking process. This is not the
case. There is no requirement that
those employees involved in the decisionmaking process in a rulemaking
proceeding must not have participated
in other activities related to the proceeding.
In his exceptions, counsel restated
his previous contention. However, he.
provided no additional basis for such
contention in renewing his objection.
As indicated, Counsel's claim is without foundation.
Two cooperative associations and a
handler maintained that the baseexcess plan did not have the support
of producers and would not be approved if dairy farmers'were to vote
individually on the proposal. The
record does not indicate how each producers feels about the proposal. Testimony at the hearing, however, indicated that the proposal was supported by
the proponent cooperative, which represents a major portion of the producers that would be affected. The act
provides that a cooperative association
mar€ vote on behalf of its members. If
a cooperativb elects to -vote in this
manner, which is, commonly referred
to as "bloc voting," the Department Is
required to accept the cooperative's
vote as the approval or disapproval of
all its producer-members, even if some
members do not support the vote. In
this case, an affirmative vote by the
proponent
cooperative
apparently
would assure the approval of the proposed base-excess plan in all 11 markets because proponent represents
more than two-thirds of the producers
in the 9 marketwide pool orders and

three-fourths of the producers In the 2
individual-handier pool orders.
Exceptors reiterated contentions
made at the hearing and in post-hearing briefs that AMPI should not be allowed to bloc vote on the base plans
because a considerable number of Its
members are opposed to the plans. Eceptors' positions have been fully considered but for the reasons Just cited
cannot be accepted. *
An exceptor noted that the Secretary failed to consider a "Louisville"
seasonal incentive payment plan to
level production In lieu of the baseexcess plan. Consideration of such a
plan vas not within the scope of this
hearing since a Louisville plan was not
proposed by any party.
-One exceptor held that proponent
had narrowed the scope of the statistics offered at the hearing to the point
that proponent had not set forth a realistic, factual representation of the
actual marketing situation. For that
reason, exceptor requested a reopening of the hearing "so that additional
statistical material, of a broader based
sampling, maybe presented and thereby show that the desired effects enunciated by proponent may in flict be
emerging through the present program* * *."
The arguments for reopening the
hearing are not persuasive. The initial
hearing provided ample opportunity
for all parties to present whatever statistics they believed would be relevant
to the Issue under consideration. Any
reopening of the hearing would need
to be based on a strong demonstration
that any new information submitted
would be of a very significant nature
and wQuld be likely to change the outcome of the proceeding. The arguments set forth in the exceptions do
not provide such a demonstration. Accordingly, the request to reopen the
hearing Is denied.
In his exceptions, a party requested
that the Department Inform each producer prior to his voting on a base
plan of how It intends to curb abuses
of the base plan. Exceptor did not
specify, however, any particular abuse
that he believed might occur. Any
abuses of the base plan can be reviewed, of course, through the hearing
procedure.
This exceptor also requested a list.
ing of all producers who might be
voting on a base plan so that those op-posed to the base-excess plan could ascertain the eligibility under the Act of
each potential voter. The task of determining the eligibility of voters In
this circumstance Is delegated to the
referendum agent whom the Secretary
selects to conduct the vote among producers. Such voting eligibility is deter.
mined in accordance with the Department's rules as set forth In 7 CPR Part
900.
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Counsel for a cooperative which was
opposed to the adoption of the proposed uniform base plans requested in'
his exceptions that official notice be
taken of the following items:
1. The Texas Milk Market Report of
December 1977 which was published
by the Market Administrator of the
Texas order;,
2. Base Plans in U.S. Milk Markets:
Development, Status, and Potential
(Market Research Report No. 957,
USDA, ERS);
3. Notice by AMPI to ."All Handlers
Regulated Under Texas Marketing
Area-Order No. 1126," dated April 22,
1977.
The request for official notice of the
,three items is denied. The rules governing this pioceeding specify that
"interested persons shall be given adequate notice, at the hearing or subsequent thereto, o matters so noticed
and shall be given adequite opportunity to show that such facts are inaccurate or are erroneously noticed."
Taking official notice of the above
items in-this final decision would preclude interested parties from having
an opportunity to comment through
exceptions on any of the information
contained in these several items.
Counsel for this cooperative -also requested rulings on 18 proposed findings of fact which he set forth in his
post-hearing brief and which in his
opinion were not ruled upon in the
recommended decision. The proposed
findings and the Department's rulings
are as follows:
(1) "The base-excess plans in the
North Texas, Red River, LubbockPlainview, Northern Louisiana, and
New Orleans orders were discontinued
because of excessive production depressing the blend price to the farmer
in a 'race for base'."
The reason why the base-excess
plans were discontinued in the five
orders were set forth in the final decision or, termination order relative to
the discontinuation of such plans in
the respective orders. In some cases, a
"race for base" was indicated as a partial reason for discontinuing the base
plan.
(2) "The AMPI base-excess plan for
11 federal market orders covers precisely an area where AMPI holds ollgopolistic control of milk supply."
The membfrs of the Southern
Region Division of AMPI market their
milk primarily, if not entirely, in the
11 -markets for -:which -base-excess
plans were proposed. The extent to
which AMPI markets milk in the 11-"
market area was set forth specifically
on the record. The percent of the producer milk marketed in each of the 11
markets by AMPI varied from more
than 2/3 to 100 percent of the total
producer milk in the respective markets. It is noted that in the Texas
-

market, where about half of the milk
in the 11-markei area is priced, there
are a number of cooperatives as well as
a large number of nonmember producers who market their milk individually. Whether or not AMPI has "oligopolistic" control of the milk supply In
the 11-market area need not be determined in this proceeding.
(3) "The eleven-market area dra*s
milk supply from production areas
that serve adjoining markets which
AMPI does not control."
As noted earlier, one or more of the
11 markets draw milk from a production area that also serves markets outside of these 11 markets. Also, the
record indicates that one of such production areas serves the St. LouisOzarks market in which members of
AMPI, according to one of Its spokesmen, represent less than 2 percent of
the producers on the market.
(4) "Seasonality of milk production
for the fluid market (spring production over fall) of 15 percent or less reflects effective management In achieving reasonably even production."
This proposed finding is discussed in
the response to the following proposed
finding.
(5) "The 11-market area as a whole
had, in 1976, seasonality of production
of 9.5 percent, spring over fall production, and 13.8 percent In 1975, which
seasonality is well within reasonable
and achievable limits of effective management."
Changes in production In the 11market area from fall to spring must
be viewed in light of class I sales
during such periods to gain some persepective of the problem of meeting
the fluid milk requirements of handlers. The production changes from
fall to spring are accentuated by somewhat opposite swings in class I sales.
In 1975, the relationship of average
daily producer deliveries to the 2-year
average of daily class I sales ranged
from a low of 121 percent in October
and November to a high of 144 percent
in May. Similarly, in 1976, this relationship ranged from 125 percent In
November to 142 percent In April.
Thus, it is evident that the production
pattern in the 11-market area Is not In
line with the sales pattern of regulated handlers.
(6) "It is not probable that a baseexcess plan would materially Improve
upon the present seasonality, of production."
It is not possible to determine the
extent to which producers may change
their production pattern in respone to
the payment incentives of a base plan.
In the case of those producers with
relatively level production, there Is not
likely to be much change. The record
indicates, however, that a number of
producers have substantially greater
production in the spring than In the

33201
fall. A base-excess plan can be expected to provide an incentive for these
produceri to take steps to level out
their production.
As indicated earlier, it is recognized
that the seasonal swings in production'
for the 11-market region are not unusually severe. It must be kept in
mind, of course, that a type of base
plan has been operated by the proponent cooperative for a number of
years, with the plan applying to a very
large proportion of the producers in
the 11 markets. This undoubtedly has
had some leveling effect on milk production in this region. Because of this,
the opportunity for a further leveling
of production Is perhaps somewhat
less than might otherwise have been
the case. It is desirable, of course, that
any initiative gained toward evening
out production not be lost. A base plan
under the orders should maintain the
already
of production
leveling
achieved plus encouraging further
production changes for the markets as
a whole, particularly since the base
plans would apply to producers who
have not been subject to any seasonal
payment Incentive plan.
It also must be kept in mind that the
production data for the 11-market
region include data for three markets
In which base-excess plans have been
In effect under the orders for a
number of years. The regional data
thus are influenced by the leveling effects of those three plans.
(7) "A reasonable reserve supply of
fluid milk over Class I sales is 15 to 20
percent."
The exact amount of reserve milk
supply needed for each of the 11 markets, or for the- 11-market area as a
whole, cannot be determined from this
record.
(8) "Reserves of fluid milk to accommodate plants, receiving milk four or
five days a week only, occasion a 14
percent reserve for each day of non-receipt. The cost of this reserve is of economic benefit to the handlers so operating and is not a cost of marketing
properly to be borne, by producers
through a diminution of their blend
price."
It Is recognized that daily balancing
costs of this nature are properly
chargeable to fluid milk distributors.
Nevertheless, this does not diminish
the desirability of encourging producers to bring their production on a seasonal basis more n line with the fluid
milk needs of the market.
(9) "The 11-market area has an adequate reserve supply of fluid milk to
meet the reasonable needs of handlers
in the market."
This finding is contrary to the
record evidence, which indicates that
milk supplies during the fall are not
adequate to meet the Class I demand
of handlers.
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(10) "AMPI does not disproportionately bear the burden of carrying the
reserve supply for the 11-market'area.
In fact, many of the inarkets dominated by AMPI draw upon i]eserv~s
pooled upon the Texas and Wichita
markets thereby depressing the blend
price to nonmembers and imposing the
burden of reserves for markets monopolized by AMPI on the. nonmembers
serving the Texas and Wichita markets."
The manner in which AMPI bears a
disproportionate .share of the reserve
milk for the Texas market was discussed earlier in this decision. With respect to the other point in the proposed finding, it is noted that the
"diary farmer for other markets" provision of the Texas order was adopted
specifically to-assure that the Texas
market would not carry the reserve
milk supplies for other markets.
(11) "The base-excess plan would
stimulate a 'race for base' In the fall
base-forming period."*
This proposed finding was discussed
earlier in this decision.
(12) "Added production stimulated
in the fall would depress the blend
price paid in the fall causing loss of
income to the farmers."
If it is assumed that the only variable in this instance is the quantity of
milk produced, it is true that an increase in production would lower the
average blend price. However, this presumably would be offset by an 'improvement in producer pay prices in
the spring and summer months as a
result of less production (in response
to the base plan incentive).
(13) "Increased fall production will
stimulate increased spring production
because baseholders will strive to
obtain full payment for the base acquired in the fall and because of natural factors of breeding and pasturage,
thereby depressing the _blend price to
the farmers in the spring."
To obtain full payment in the spring
months for base.earned during the fall
months, a producer would need to produce only as much milk in the spring
months as he produced in the fall
months. The base plan would provide
a disincentive (through the payment
of the surplus price) for any production in excess of a producer's base. It
does not follow, therefore, that an increase in fall production will necessarily result in a proportionate increase
in spring production.
(14) "The proposed base-excess plan
would create an economic barrier to
the entry of new producers except for
entry during the months of August
and September."
As indicated earlier, it is recognized
that any base-excess plan will tend to
provide a disincentive at certain times
of the year for producers to come onto
the market.

(15) "The fall of the year is the most
expensive time for a new producer to
enter into dairy farming."
Several producers testified that this
was true in the areas in which they
were located. In such areas, a dairy
farmer who began operations in the
fall months might have to make a
large cash outlay to purchase feed for
his cows until such time as they could
be placed on pasture the next spring
and until he could raise his own feed
grains. In a "dry lot" operation, it does
not seem likely that the cost of the beginning operations ifi the fall months
would differ materially from beginning operations at any other time of
the year.
(16) "The base-excess plan would
make it difficult for new and young
dairy farmers to enter the dairy business in the 11-market area."
As noted earlier, there may be a disincentive for producers to come onto
the market at certain times of the
year. Those disincentives apply to all
producers whether they are new or experienced and whether they are young
or old.
(17) "The base-excess plan may lend
itself to manipulation to strehgthen
the oligopolistic control of the marketby A1PI."
The provisions of an order are intended to promote the orderly marketing of milk and must carry out the
intent of the act. If it is b6lieved at
any time that such provisions, including the base plans adopted herein, are
not meeting these requirements, a
review of such provisions at a hearing
may be sought.
(18) "In a free vote by individual
dairy farmers, the base-excess plan
would probably not be adopted."
There is no basis on the record for
establishing that a base plan would be
adopted or defeated if individual dairy
farmers were permitted to cast their
votes on the proposed amended orders.
As pointed out elsewhere in the decision, cooperatives have the option to
bloc vote for their members.
2. Order provisions implementing
the base-excess plan. Except for the interim provisions established for 1978
that are described later, the baseexcess plan adopted in this decision
wold establish a base for dach producer by adding the pounds of producer milk delivered by him under each of
the 11 orders during September
through December (the base-forming
period) and dividing such amount by
the number of days' production represented by such producer milk or by 90,
whichever is greater. Under usual conditions, a producer would deliver milk
throughout the base-forming period
(122 days). It is possible that a producer would not deliver milk to any of the
11 markets for a limited number -of
days during the base-forming period

(perhaps because of a temporary suspension of a health permit, or shipments to a market other than the 11
markets). The 32-day grace periQd provided herein should accommodate
most situations in which a producer's
milk would be withheld from delivery
to one of the 11 markets.
Requiring a producer to supply one
or more of the 11 markets in the baseforming months in order to earn a full
base provides an incentive for him to
ship to these markets instead of other
markets. This will tend'to assure that
sufficient milk is available to supply
handlers in the 11 markets during the
fall months when production Is lowest
relative to the demand for Class I
milk. -A producer who delivers at least
90 days' production, diring the fourmonth base-forming period to the .1
markets can be considered as being
primarily associated with this 11-market area. A producer who delivers
less than 90 days' productfon should
have his'base determined by dividing
his total producer milk in the baseforming period by 90. This will assure
that a producer who may have been
.supplying the Class I needs of a
market other than the 11 markets for
a substantial part of the base-forming

period will receive a base that reflects

his contribution as a producer supplying the needs of the 11 markets in
such period.
Dairy farmers who deliver to a plant
that becomes a pool plant under one
of the 11 orders after the beginning of
the base-forming period should be as.
signed bases in the same manner as if
they had been producers under these
orders during the base-forming period.
Their bases would be calculated from
their deliveries to that plant in the
preceding
September-December
period.
It is expected that when such a
plant acquires pool blant status It Will
add Class I sales to the market comparable to such sales in prior periods
when it was not a pool plant. It is appropriate, therefore, that those dairymen who have been supplying the
plant have bases computed for them
according to their deliveries to the
plant in the base-forming period.
As proposed by the cooperative advocatirig the base plan, the months of
September through December should
be used as the base-forming period. It
is during these months that milk production tends to be at its lowest level
throughout the year. The need for encouraging more level production
during this. period Is adcentuated by
the tendency for Class I sales to swing
upward during this same period.
In addition to these four months,
January is also now being used as one
of the base-making months under tlhe
Central Arkansas, Fort Smith, and
Memphis orders. Data for the 11 mar-
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kets for 1975 and 1976 indicate that
milk production during January exceeded Class I. disposition by approximately the same amount that milk
production exceeded Class I disposition during the months of September
through December. Thus, the use of
January as a base-making month
would not be inappropriate in the 11
markets. The production leveling effects of a base plan, however, can be
sufficiently achieved through the use
of the four-month base-making period
advocated by the proponent cooperative. Moreover, the shorter time period
will provide producers somewhat more
flexibility in accommodating to the
operation of the base plan.
The base-paying months should be
the months of March through July.
Presently, these months are used as
the base-paying months under the
Central Arkansas, Fort Smith, and
Memphis orders. Proponent cooperative, however, supported the use of
February through July as the basepaying months.
The period of March througtJuly is
/when milk production tends to be at
its highest level during the year and
when the base plan should be encouraging a more level seasonal production
pattern. This is particularly so since
within this period there is usually a
seasonal decline in Class I sales.
Data for 1975 and 1976 which the cooperative relied on in support of its
proposal does not support the use of
February as one of the base-paying
months. Producer receipts for such
month on an daily basis were less than
the daily average for each calendar
year. There is no need to be discouraging the production of milk during this
month. Producers would establish new bases
each year. The bases would be computed by the market administrator of
the respective orders to be effective in
the -following March through July
(the base-paying period). By February
10 of each year, the market administrator would notify each producer and
the handler reveiving his milk of the
producer's base. The market administrator would notify a cooperative, if so
requested by the cooperative, of the
base established by its member producers.
The recommended decision provided
that the market administrator would
notify each producer of his new base
by February 1. Upon further review, it
appears questionable whether this
deadline can be reasonably met due to
the large number of producers involved and the extent of the intermarket shipments of milk by individual
producers. Accordingly, the respective
orders should provide that the producers must be notified of their new base
no later than February 10.

Base milk would mean the producer
milk of a producer in each month of
March through July that is not in
excess of an amount equal to the producer's base multiplied by the number
of days in the month. Excess milk
would mean the producer milk of a
producer in each month of March
through July in excess of the producer's base milk for the month. Excess
milk would also include all the producer milk in March through July of a
producer who has no base.
Since the base a producer receives
would be determined by the quantity
of milk shippeil in the base-forming
months, he would have an incentive to
maximize his shipments in September
through December. In these months
production for the market is normally
shortest relative to Class I needs. This
would not be the case in the basepaying months when production for
the market is substantially more than
its fluid milk requirements. In these
months a. producer would receive, in
effect; only the manufacturing milk
value for his l roduction in excess of
his base milk. for the month and thus
would be encouraged to limit his production during such period.
The base-excess plan proposed
herein provides that milk sold by a
producer during March-July which is
in excess of his base would be priced at
the Class III price. The quantity of
producer milk sold during the same
months which does not exceed the
producer's base would be priced at the
base price. The base price for milk for
each marketwide pool order would be
determined by subtracting the value
of the excess milk delivered by producers under such order from the total
value of all milk delivered by producers and dividing such amount by the
pounds of base milk delivered by producers. -The precise level of the base
price would depend upon the classified
use of milk in the market and the percentage of base milk in the market.
The base price for producer milk received by individual handlers under
the Memphis, Tennessee and Fort
Smith, Arkansas orders would be determined by subtracting the total
value of all excess milk received at the
plant of each handier from the handler's total obligation to producers and
dividing such amount by the pounds
of base milk. The base price for milk
received by individual handlers would
vary according to .the classified use
value of the handler's producer milk
and the percentage of base milk received by the handler.
The base and excess prices adopted
herein were proposed by proponent cooperative. A handler regulated under
the Memphis order objected in his
brief to the proposed method of pricing and requested that the base and
excess prices be patterned after those

In the Central Arkansas, Fort Smith
and Memphis orders. Under such
orders the excess price is usually a
blend of the Class Ili, Class I and
Class I.prices. Opponent noted that, if
the excess price is the Class III price
as proposed herein, the base price
would exceed the Class I price. It was
his position that such base price would
be improper.
Under the base plan provisions
adoptd herein, the base price for the
month would exceed the Class I price
whenever the quantity of excess milk
is greater than the amount of producer milk utilized for Class II and Class
III uses. However, if the quantity of
excess milk were less than the amount
of producer milk utilized In Class II
and Class I
uses, the base price
would be less than the Class I price
but would exceed the weighted aver-'
-,
age price.
Those who opposed pricing excess
milk at the Class I price level offered
no basis for their conclusion that a
base price higher than the Class I
price would be improper. Furthermore, pricing of excess milk at the
Class I price will provide a greater
incentive for a producer to even out
his production than by pricing excess
milk at the higher level suggested by
opponents of the proposed pricing
method. It is concluded, therefore,
that excess milk should be priced at
the Class MIprice level
An exceptor reiterated a contention
made at the hearing and in his posthearing brief that the excess price
should be a blend of the class I, class
II, and class III prices according to the
pro rata use of the excess milk in such
classes. He indicated that unless such
change is made the base price could
conceivably exceed the class I price.
Exceptor held that a base price higher
than the class II price would be improper but failed to indicate a basis
for such opinion.
The arguments advanced In the exceptions provide no basis for revising
the recommended decision in this
regard.
Proponent requested that the location adjustment for producer milk
apply only to the base milk delivered
by a producer. The cooperative noted
that the application of a location adjustment to the excess price would
reduce such price (the Class I price)
below the value of milk in manufacturing uses. Proponent contended that
it would be inappropriate to pay producers less than the Class III price for
milk.
Milk for manufacturing uses has
practically the same value to milk processors wherever located. This is reflected under the order program
through the use of a uniform surplus
price in virtually all orders which is
equal to the average price per hun-
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dredweight for the month of manufacturing grade milk f.o.b. plants in Minnesota and Wisconsin. It a location adjustment were applied to the excess.
price, it would result in an excess price
at various plant locations that is less
than the value of manufacturing
grade milk delivered to-those same
plant locations. Such pricing would
not be consistent with the location
value of milk for manufacturing uses.
Consequently, the location adjustment
for producer milk should apply only to
the base milk delivered by a producer.
The Central Arkansas order presently provides for a 4-cent deduction in
the computation of the excess price.
The money accumulated from the 4cent deduction is added to the producer-settlement fund reserve.
'The producer-settlement fund is a
necessary adjunct of the Central Arkansas order and all orders with marketwide pooling. It is maintained by
the market administrator for the purpose of accumulating payments from
pool handlers whose utilization of
milk in Class I uses is in excess of the
marketwide average. Disbursements
from the fund are made to those pool
handlers whose utilization of milk in
Class I uses is less than the marketwide average. A portion of the
funds accumulated (4 to 5 cents per
hundredweight) is retained each
month as a reserve. This reserve is
maintained to provide funds for the
market administrator to pay handlers
in the event an audit adjustment, for
example, results in money due a handler.
It is concluded that a reserve deduction of 4 to 5 cents should continue to
apply to each hundredweight of base
milk under the Central Arkansas
order. The same deduction should
apply to base milk .under .the other
marketwide pool orders under consideration. There is no need, however, to
apply a 4-cent deduction, as under the
Central Arkansas order, in computing
the excess price under such orders: In
most instances excess milk will be classified as Class III milk. The 4-cent reduction could result in excess milk
being priced to the producer, in effect,
at less than the Class III price under
. the order. There is no justification on
this record for pricing any. milk at less
than the Class III price.
Proponent proposed that the base
transfer rules of the base-excess plan
permit the transfer of all or any part
of the base by a producer only in the
event of death of the baseholder or
upon termination of milk production
and the complete dispersal of the
herd. In the case of a jointly, held
base, It was proposed that, upon termination of the joint ownership, the base
be apportioned among the joint holders.

Limitations on base transfers are
necessary, according to proponent, to
prevent circumvention of the purpose
of the base plan and to insure that the
plan will provide producers with the
incentive to increase their production
of milk during the base-forming
months. Proponent indicated that the
proposed base transfer rules are not
intended to prevent a producer who
transfers his base upon the complete
dispersal of his herd from immediately
resuming production in the same or
another area. Such producer would be
free to reenter production apd eai-n a
base during the next base-forming
period. Proponent noted that if the
producer should reenter production
during any period other than the baseforming period, then all milk that he
markets would be priced as excess
milk.
One handler and a cooperative association proposed that producers be
permitted to transfer any portion of
their base to other producers at any
time.
Bases should be transferable in their
entirety or in amounts of not less than
100 pounds (unless the transfer involves the remaining portion of such
base). Such transfer, which could be
made from one market to another, will
facilitate the transfer of" property
when a baseholder dies or when the
farm of a baseholder is sold. In addition, the transfer of base will facilitate
adjustments by those producers desiring to expand or contract their operations and will make it easier for new
produ~ers to enter the market during
the base-paying period.
A 100-pound'minimum on transfers
of base is provided herein (unless the
transfer involves the remaining portion of a producer's base) as a means
of limiting the administrative work
that could be connected -with the frequent transfer of only a few pounds of
base for a producer. The transfer of
such minimum amounts would provide
only minimal benefit for the producers
involved and increase the cost of administering the program. The 100pound minimum herein provided will
aid in reducing the administrative expense involved in the transfer of bases
without limiting to any significant
extent the practical transferability of
bases among producers.
As provided herein, a base may be
timnsferred to be effective on the first
day of the month following the date
on which an application for such
transfer is received by the market administrator. Such application would be
required to be on a form approved by
the market administrator and signed
by a baseholder or his 'heirs and the
person to whom the base is to be
transferred. If a base is held jointly, it
would be required that the application
be signed by all joint holders or their

heirs. These provisions will minimize
the possibility of a misunderstanding
between the parties Involved concerning transfers.
The base established by a partnership may be divided between partners
on any basis agreed on In writing by
them if written notification of the
agreed upon division, signed by each
partner, is received by the market administrator prior to the first day of
the month in which the division is to
be effective. This will facilitate the division of the assets of a partnership
that is dissolved during the basepaying period. The division of the base '
will in no way affect the total quantity
of base milk in the pool, Irrespective of
the manner in which the division of
the base is made between the partners,
Bases assigned to producers who
supplied a plant which was not a pool
plant under one of the 11 markets In
the base-forming period but which becomes a pool plant prior to or during
the following base-paying period
should not be transferable. Such restriction Is necssary to deal with those
instances in which a plant regularly
associated with another market becomes regulated under one of the 11
orders for onlk a single or several
months before shifting back to the
originating market or to another
market outside the 11-market area
under consideration. In those Instances in which a plant becomes
newly regulated and remains as a pool
plant during all of the base-paying
period, the producers delivering to
that plant would want to retain their
bases in order to receive a base price
for such milk. If, however, the plant
were to lose Its pool plant status
before the end of the base-paying
period, producers delivering milk to
such plant would have no need for the
bases and would offer such bases for
sale. It would not be appropriate to
permit the transfer of bases in such Instance snce Class I sales in the market
would be reduced by the amount of
the plant's Class I sales in the month
the plant lost Its pool plant status
while the aggregate producer bases for
the month would remain inflated by
the bases that had been assigned to
the producers associated with such
plant. If producers were permitted to
purchase such bases, they would benefit by receiving a greater share of the
value associated with the Class I sales
in these 11 markets at the expense of
other producers in these markets who
did not choose-to buy addtional base.
AMPI excepted to the base rules
adopted in the recommended decision.
The cooperative argued that the unlimited transfer of base would frustrate the purpose and objective of the
base plan by reducing the Incentive for
producers to increase production
during the base-forming period and
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would enable producers to circumvent
the base plan and other order provisions. In particular, AMPI stated that
"producers with wide seasonal production patterns who fail to increase production during the base-forming
inonths--will be able> to cover and
market as base milk all or part of their
excess production by simply purchasing sufficient base from other producers."
It is possible that some producers
will make little or no attempt to alter
their seasonal production pattern but
instead will purchase additional base
to cover what otherwise would be
"excess" production. It would be largely a matter.of economics, of course, as
to whether a producer is better off to
build his own base or purchase base.
Uae more that producers choose not
to build their bases but rely instead on
purchased base, the more likely that
the value of base will increase. This
should dampen any substantial reliance on purchased base and, thus, give
producers a greater incentive to build
their own base rather than buy it.
AMPI also argues that the unlimited
transfer of base will encourage producers to transfer their bases to other
producers during March through July
and market their milk to plants regulated under orders outside of the 11marliet area where they would be able
to receive the blend price for all their
milk Moreover, AMPI states, a cooperative could organize the transfer of
base of its members to other members
having excess milk. The cooperative
could then market the milk of the
members- from whom. base -was transferred to plants regulated under nonbase-excess orders. Thus, itis argued,
the cooperative would be able to draw
the base price on more of its iiember
milk being marketed under the 11
base-excess plan-orders than would
otherwise be the case; while at the
same time depressing the blend, price
levels under the other orders.
It is recognized that the potential
for these situations exists. From a
practical standpoint, however, it is
questionable whether much milk
would shift to markets outside the 11market area during the March-July
period. This is the time in most markets when handlers are seeking ways
to dispose of milk that is surplus to
their fluid needs rather than seeking
additional supplies. Presumably, there
would be little opportunity for cooperatives or individual producers in the
11-market area to find continuing outlets for milk in-outsidemarkets.
Another possible problem cited by
AMPI is that the unlimited transfer of
bases could nullify the "dairy farmer
for other markets" provision of the
Texas order. In short, that order provides that if -a dairy farmer is not a
"producer" under the order through-

out the months of September through
November he cannot qualify as a "producer" under the order during the following months of February through
July. It is claimed by AMAPI, however,
that a person who could not qualify as
a producer under th&Texas order in
this situation nevertheless could have
earned a base under that order in the
fall months which he could sell to producers, on the Texas market. The cooperative contends that the sale of
base in this case would undermine the
purpose of the "dairy farmer for other
markets" provision.
The purp6se of the "dairy farmer
for other markets" provision is to keep
milk not regularly associated with the
Texas market from being "dumped"
there in the heavy production months
when the milk is not needed elsewhere. The base transfer provisions
adopted herein would not nullify this
basic purpose. In most cases, dairy
farmers who were not on the Texas
market during the entire SeptemberNovember period still would not be
able to have their milk pooled under
the Texas order during the FebruaryJuly period.
A final argument made by AMPI is
that a cooperative, such as Itself,
whose members supplied 100 percent
of the producer milk pooled under one
of the 11 base-excess plan orders could
circumvent the provisions by arrang- ing for the transfer of base from those
producers to members with excess production on one or more of the other 10
orders. In that event, It was claimed,
the cooperative representing 100 percent of the producer milk under the
order. would continue to draw the
same total dollar value on member
milk marketed under that order
during March through July, while at
the same time increasing its members'
total returns under the other orders
where the cooperative represents less
than 100 percent of the producers.
There is no doubt that AMPI could
arrange for the transfer of base among
its members on the 11 markets in the
manner described so as to enhance Its
returns at the expense of other producers. However, if this were to occur,
the purpose of the base plan In the affected markets would be seriously undermined. The continued use of the
base plans in this case would need to
be seriously questioned.
In his exceptions, a handier urged
that an individual dairy farmer who
shifts from outside the 11-market area
to one of the 11 markets during any of
the months of October through July
be accorded a full base. This presumably would parallel the arrangement
adopted herein whereby a producer
who is associated with a plant that becomes newly pooled under one of the
11 orders during such month would be
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accorded a full base, as determined
from prior marketings.
This situation Is not comparable to
one in which a dairy farmer becomes a
new producer on one of the 11 markets
as a result of a plant shifting from one
market to another. In such instance,
the plant that becomes newly regulated adds Class I sales to the market. It
is appropriate that the producers supplying such plant should receive bases
based upon their delivery of milk
during the Immediately prior basemaking period.
This should not be the case with
producers. who may com~e onto the
market on an individual basis. As provided herein, such a producer who
enters one of the 11 markets during
the period of October-December will
earn a base proportionate to the
number of days that he delivers milk
during the 3-mohth period, ie. his
total deliveries would be divided by 90
days. A producer who enters the
market during the period of JanuaryJuly will not earn a base at alL This in
in recognition of the fact that such
producer would be entering the
market during a period when additional milk is normally not needed to
supply the fluld market.
It Is necessary that the reporting
sections of.the orders be revised to require handlers under the 11 orders to
submit reports to the market administrator of the amounts of producer
milk and base milk received from each
producer at each plant location. Cooperative associations in their role as
handlers should report the quantities
of producer milk and base milk delivered by their members to each pool
plant and non-pool plant under the respective order as well as the producer
milk deliveries of each member under
the other 10 orders. The reporting by
cooperatives under each of the orders
of individual member deliveries in the
11 markets will facilitate the computation under the individual orders of the
base milk of members delivering milk
under more than one order.
Because of the time required to complete the remaining procedures in this
proceeding, the proposed amended
orders adopted herein, if approved by
producers, could not be made effective
until October 1, 1978. Therefore, it is
necessary to provide a shorter basemaking period for 1978 than would
otherwise be the case. As provided
herein, a base for each producer would
be established by adding the pounds of
producer milk delivered by him under
each of the 11 orders during October
through December 1978 and dividing
such amount by the number of days'
production represented by such producer milk or by 60, whichever is
greater. The base established for each
producer during the October-December 1978 period would then be used in
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determining the payments to producers during the base-paying months of
March through July 1979.

such exceptions are hereby overruled
for the reasons previously stated in
this decision.

RULINGS ON PROPOSED FINDINGS AND
CONCLUSIONS

MARKETING AGREEMENT AND ORDER

Annexed hereto and made a part
hereof are two documents, a Marketing Agreement regulating the handling of milk, and an Order amending
the orders regulating the handling of
milk in the marketing areas specified
above, which have been decided upon
as the detailed and appropriate means
of effectuating the foregoing conclusions.
It is hereby ordered, That this entire
decision, except the attached marketing agreement, be published in the

Briefs and proposed findings and
conclusions were filed on behalf of certain Interested parties. These briefs,
proposed findings and conclusions and
the evidence in the record were considered in making the findings and conclusions set forth above. To the extent
that the suggested findings and conclusions filed by interested parties are
inconsistent with the findings and conclusions set forth herein, the requests
to make such findings or reach such
conclusions are denied for the reasons
previously stated in this decision.

Valley, Oklahoma Metropolitan, Cen.
tral Arkansas, Lubbock-Plainview,
Te=t; Rio Grande Valley, Texas Panhandle, and Texas marketing areas,
FINDINGS AND DETERMINATIONS

The findings and determinations
hereinafter set forth are supplementary and in addition to the findings
and determinations previously made In
connection with the issuance of each
of the aforesaid orders and of the previously Issued amendments thereto:
and all of said previous findings and
determinations are hereby ratified and
affirmed, except Insofar as such find.
FEDERAL REGISTER. The regulatory proings and determinations may be In
visions of the marketing agreement
are identical with those contained in conflict with the findings and determithe orders as hereby proposed to be nations set forth herein.
amended by the attached order which
(a) Findings. A public hearing was
is published with this decision.
held upon, certain proposed amendREFERENDUMr
ORDER To Dsm-mNE ments to the tentative marketing
agreements and to the orders regulat"PRODUCER APPROvAL; DETERMINATION
ing the handling of milk in the aforeOF REPRESENTATIVE PERIOD; AND DESsaid marketing areas. The hearing was
IGNATION OF REFERENDUM AGENTS
held pursuant to the provisions of the
It is hereby directed that referenda
Agricultural Marketing Agreement
be conducted and completed on or
Act of 1937, as amended (7 U.S.C. 601
before the 30th day from the date this et seq.), and the applicable rules of
decision is issued, in accordance with practice and procedure <7 CFR Part
the procedure for the conduct of refer- 900).
enda (7 CFR 900.300 et seq.), to deterUpon the basis of the evidence intromine whether the issuance of each of duced at such hearing and the record
the attached orders as amended and as thereof, It is found that:
hereby proposed to be amended, regu(1) The said orders as hereby amendlating the handlihg of milk in each of
and all of the terms and condithe -aforesaid marketing areas, is ap- ed,
tions,
thereof, will tend to effectuate
proved or favored by producers, as de- the declared
policy of the act;
fined under the terms of each of the
(2) The parity prices of.milk, as deorders (as amended and as hereby proposed to be amended), who during the termined pursuant to section 2 of the
representative period were engaged in act,.are not reasonable in view of the
'the production of milk for sale within price of feeds, available supplies of
feeds, and other economic conditions
the aforesaid marketing area.
The representative- period for the which affect market supply and
conduct of such, referenda is hereby demand for milk in the said marketing
areas, and the minimum prices specidetermined to be January 1978.
The agents of the Secretary to con- fied in the orders as hereby amended,
duct such referenda are hereby desig- are such prices as will reflect the
nated to be Richard E. Arnold for aforesaid factors, insure a sufficient
Parts 1071, 1073, 1104, 1106, 1120, quantity of pure and wholesome milk,
1132, and 1138; C. E. Dunham for Part
and be in the public interest; and
1126; and Charles S. McDonald for
(3) The said orders as hereby amendParts 1097, 1102, and 1108.
ed regulate the handling of milk in the
(An Impact Analysis relative to this deci- same manner as, and are applicable
only to persons in the respective
sion is available from the Deputy Adminisclasses of industrial or commercial actrator for Marketing Program Operations,
Agricultural Marketing Service.)
tivity specified in, a marketing agreemont upon which a hearing has been
Dated: July 23, 1978.
held.
P. R. "BOBBY" SMITH,
Order relative to handling. It Is
AssistantSecretaryfor
therefore ordered that on and after
MarketingServices.
the effective date hereof the handling
OrderI amending the orders, regulat- of milk in, the aforesaid marketing
ing the handling of milk in the Neosho areas shall be in conformity to and in

GENERAL FINDINGS
The following findings and determinations are made for each of the
orders in this proceeding. They supplement those that were made when
the orders were first issued and when
they were amended. The previous
findings andl determinations
are
hereby ratified'and confirmed, except
where they may conflict with those set
forth below.
t
(a) The tentative marketing agreement and the 'order, as hereby proposed to be amended, and all of the
terms and conditions thereof, will tend
to effectuate the declared policy of
the act;
(b) The parity prices of milk as determined pursuant to section 2 of the
act are not reasonable in view of the
price of feeds, available supplies of
feeds, and other economic conditions
which affect market supply and
demand for milk in the marketing
area, and the minimum prices specified in the tentative marketing agreement and the order,* as hereby proposed to be amended, are such prices
as will reflect the aforesaid factors,
insure a sufficient quantity of pure
and wholesome milk, and be in the
public interest; and
(c) The tentative marketing agreement and the order, as hereby proposed to be amended, will regulate the
handling of milk in the same manner
as, and will be applicable only to persons in the respective classes of industrial and commercial activity specified
in, a marketing agreement upon which
a hearing has been held.
RULINGS ON EXCEPTIONS

In arriving at the findings and conclusions, and the regulatory provisions
of this decision, each of the exceptions
received was carefully and fully considered in conjunction with the record
evidence. To the extent that the findings and conclusions, and the regulatory provisions of this decision are at
variance with any of the exceptions,

Valley, Wichita, Kans.; Memphis,
Tenn., Fort Smith, Ark; Red River

-

'This order shall not become effective
unless and until the requirements of
§ 900.14 of the rules of practice and procedure governing proceedings to formulate
marketing agreements and marketing orders
have been met.

compliance with the terms and conditions of each of the orders, as amended, and as hereby amended, as follows:
The provisions of the proposed marketing agreement and order amending
the orders contained in the recommended decision Issued by the Deputy

FEDERAL REGISTER, VOL 43, NO. 146-FRIDAY, JULY 28, 1978

33207

PROPOSED RULES
Administralor, Program Operati6ns,
on Decemb er 20, 1977, and published
REGISTER on December
in the FEDE
29, 1977 (42 FR 65088) shall be and are
the terms nd provisions of this order,
amending t ;he orders, ahd are set forth
in full herein with the following modia
fications:
1. In -ect tion 90 of all 11 orders, in
non-substar as been made.
language he
2. Sectionis 92 (a) and (b) of all 11
orders have been revised.
3. In sect ion 94 of all 11 orders, the
announcem ent of base has been
changed fr om February I to February
10.

§1071.61 CoMputatIon of uniform price
(including weighted average price and
uniform prices for base and excess
milk).
(a) The market administrator shall
compute the weighted average price
for each month and the iiniform price
for each of the months of August
through February per hundredweight
for milk of 3.5 percent butterfat con-

§ 1071.31 PaLyroll reports,

than one-half of the unobligated balance in the producer-settlement fund;
(4) Subtract an amount computed by
multiplying 'the total hundredweight
of producer milk included pursuant to
paragraph (a)(1) of this section by 5
cents;
(5) Divide the resulting amount by
for all hanof the
the
included
infollowing
these computations:
dlerssum
(I) The total hundredweight of pro-

tent as follows:
(1) Combine into one total the
values computed pursuant to § 1071.60
for all handlers who filed the reports
prescribed by §1071.30 for the month
and who made the payments pursuant
to §§ 1071.71 and 1071.73 for the prePART 1071- -MILK INTHE NEOSHO VALLEY . ceding month;
(2) Add an amount equal to the total
MARKETING AREA
1.-In §107
value of the location adjustments com71.31, paragraph (a) (2) and puted pursuant to § 1071.75;
(3) Add an amount equal to not less
(4)is revise d as follows:
(a) * * *

2)The t otal pounds of milk received
from sucth producer and during the
months of March tlirough July the
pounds of b'ase milk;
•
. *
•
*
price
per
hundredweight
(4) The months of March through
(during the miceper.hundredweight for
July the pr
base milk and for- excess milk), the
gross- amoumnt due, the amount and
nature of any deductions, and the net
-amount paid.
*
is re(b)
paragraph
71.32;
2. In §10
vised and a new paragraph (c) is added
to read as fcollows:,
•

*

*

§ 1071.32 O her reports.
(b) In a( Idition to the reports required pursnant to-paragraphs (a) and
(c)of this section and §§ 1071.30 and
1071.31, -ea
ch handler shall report
such other information as the market
administrat r- deems necessary to
verify or es tablish such handler's obligation undeer the order..
(c) Each handier who receives milk
from prodiacers shall rdport to the
market adn initrator on or before the
7th day-aft r the end of each of the
months of March through July the
fQllowing i iformation:
, (1) The nname and address or'other
appropriate -identification of each producer, and
(2) The t otal pounds of milk and the
pounds of 1base milk of such producer
delivered, t4 -each pool plant (and diverted to e ach plant that is'not a pool
plant) und er any of the orders speciflied in § 107'1.92.
3. -Sectioin 1071.61 is revised as follows: -

ducer milk: and
(ii) The total hundredweight for
which a value is computed pursuant to
§1071.60(f); and
(6) Subtract not less than 4 cents
nor more than 5 cents per hundredweight.
(b) For each of the months of March
through July, the market administrator shall compute the uniform prices
per hundredweight for base milk and
for excess milk, each of 3.5 percent
butterfat content, as follows.:
(1) Compute the uniform price for
excess milk by deducting 5 cents from
the Class MII price for the month.
(2) Compute the uniform price for
base milk as follows:
(i) From the axiount resulting from
the computations" pursuant to paragraphs (a) (1) through (4) of this section,'sibtract an amount computed by
multiplyiing the hundredwelight of
milk specified in paragraph (a)(5)(1l)
of this section by the weighted average price;
(ii) Subtract an amount computed
by multiplying the uniform price for
excess milk for the month times the
hundredweight of excess milk;
(ill) Divide" the resulting amount by
the total hundredweight of base milk
included in these computations; and
(iv) Subtract not less than 4 cents
nor more than 5 cents.
4. Section 1071.62 is revised as follows:

§ 1071.62 Announcement of uniform prices
and butterfat differentiaL
The market administrator shall announce publicly on or before:
(a) The 5th day after the end of
each month the butterfat differential
for such month; and
(b) The 12th day after the end of
each month the applicable uniform
prices for such month:
§1071.71 [Amended]
5. Section 1071.71(a)(2)(i) is amended by changing the word "price" to
"prices."
6. Section 1071.71(a)(2)(Ii) is amended by changing the words "uniform
price" to "weighted average price."
7. In §1071.73, the introductory text
of paragraph' (b) is revised as follows:
§1071.73 Payments to producers and to
cooperative associations.

(b) On or before the 17th day after
the end of each delivery period, for all
mik (or base milk and excess milk) received during such delivery period
from such producer at not less than
the applicable uniform price(s) for
such delivery period subject to the following adjustments:

§1071.74 [Amended]
8. Section 1071.74 is amended by

changing the words "uniform price" to
"uniform prices."
9. Section 1071.75 is revised as follows:
§1071.75 Plant location adjustments for
producers and on nonpool milk.
(a) For producer milk received at a
pool plant the uniform price and the
uniform price for base milk shall be
adjusted according to the location of
the pool plant at the rates set forth in
§ 1071.52.
(b) The weighted average price ap-"
plicable to other source milk shall be
adjusted at the rates -set forth in
§ 1071.52, except that the adjusted
weighted average price plus 5 cents
shall not be less than the Class 11I
price.

§ 1071.76 (Amendedl
10. Section 1071.76(a)(4) is amended
by changing the words "uniform
price" wherever they appear to
"weighted average price."
11. A new center head "Base-Excess
Plan" and five new sections (§§ 1071.90
through 1071.94) are added immediately following § 1071.86 as follows:.
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§ 1071.90 Base milk.
"Base milk" means the producer
milk of a producer under all of the
orders specified in § 1071.92 in each of
the months of March through July
that is not in excess of the producer's
base multiplied by the number of days
in the month. If milk is received as
producer milk (as defined under any
order specified in § 1071.92) from the
same producer during the month by a
handler *regulated under this order
and by a handler fully regulated under
any other order specified in § 1071.92,
the amount of such producer's base
milk received by the handler under
this order at each plant location shall
be determined by multiplying the producer's total base milk by the percentage of his total "deliveries of prodtider
milk under all of the orders specified
in § 1071.92 that is delivered under this
order at each respective plant location.
§ 1071.91 Excess milk.
"Excess milk" means the producer
milk of a producer in each of the
months of Mdrch through July that is
in cess of the producer's base milk
under this order for the month, and
shall include all the producer milk of a
producer for, whom no base can be
computed pursuant to § 1071.92.
§ 1071.92 Computation of base for each
producer.
(a) The base of each producer shall
be determined by the market administrator by dividing the total pounds of
producer milk (as defined under the
respective orders) received from the
producer by all handlers fully regulated under the terms of the respective
orders regulating the handling of milk
in the Neosho Valley; Wichita, Kans.;
Red River Valley; Oklahoma Metropolitan; Memphis, Tenn.; Fort -Smith,
Ark.; Central Arkansas; Texas; Lubbock-Plainview, Tex.; Texas Panhandle;-and Rio Grande Valley marketing
areas -(Parts 1071, 1073, 1104, 1106,
1097, 1102, 1108, 1126, 1120, 1132, and
1138, respectively, of this chapter)
during the immediately preceding
period of September through December by the number of days' production
represented by such producer milk or
by 90, whichever is greater: Provided,
That any base that is based on milk
deliveries during 1978 shall be determined by dividing the total pounds of
producer milk received from the producer, in the manner previously described in this paragraph, during the
period of October through December
by the number of days' production
represented by such producer milk or
by 60, whichever is greater.
(b) The base for a producer whose
milk Is delivered to a plant that did
not become a pool plant under any of

the orders specified in paragraph (a)
of this section until after the beginning of the base-forming period shall
be calculated as if the plant were a
pool plant under such orders for the
.entire base-forming period. A base
thus assigned shall not be trafisferable.
§ 1071.93 Base rules.
(a) A base may be transferred in its
entirety, or in amounts of not lesg
than 100 pounds (unless the transfer
involves the remaining portion of such
base), effective on the first day of the
month following the date on which an
application for such transfer is received by the market administrator.
Such application shall be on a form
approved by the market administrator
and signed by the baseholder or his
heirs and the person to whom the base
is to be transferred. If a base is held
jointly, the application shall be signed
by all joint holders or their heirs.
(b) If a base is held jointly and such
joint holding is terminated, the base
may be apportioned among the joint
holders on any basis agreed to in writing by them. Written notification of
the agreed upon division of base
signed by each of the joint holders
must be received by the market' administrator prior to the first day of
the month onwhich such division is to
be effective.
§ 1071.94 Announcement of established
bases.
-On or before Februar y 10 of each
year the market adminiistrator shall
notify each producer, th e handler receiving milk from him a id, if requested, a cooperative associattion in behalf
of each of its producer m embers of the
base established by such producer.
1071.121 [Amended]
12. Sectio1 1071.121(b )'is amended
by changing
all re ferences to
"§ 1071.61(d)" to read "§ 1071.61(a)(4)."
PART 1073-MILK INTHE WICHITA, KANS.,
MARKETING AREA
-1. In§ 1073.31, paragral h (a) (2) and
(4) is revised as follows:
§1073.31 Payroll reports.
(a) * * *.
(2) The total pounds of milk received
from such producer an d during
dung the
t
months of March throt igh- July the
pounds of base milk;
*

(4) The price per h undredweight
(during the months of M arch through
July the price per hundiredweight for
base milk and for exce ss milk), the
gross anount due, the amount and

nature of any deductions, and the net
amount paid.
*

*

*

*

*

2. Section 1Q.73.32 is revised as follows:
§ 1073.32 Other reports.
(a) Each handler who receives milk
from producers shall report to the
market administrator on or before the
8th day -after the end of each of the
months of March through July the
following Information.
(1) The name and address or other
appropriate identification of each producer; and
(2) The total pounds of milk and the
pounds of base milk of such producor
delivered to each pool plant (and di.
verted to each plant that is not a pool
plant) under any of the orders sped.
fied in § 1073.92.
(b) In addition to the reports required pursuant to paragraph (a) of
this section and §§ 1073,30 and 1073.31,
each handler shall report such other
information as the market administrator deems necessary to verify or establish such handler's obligation inder
the order.
3. Section 1073.61 is revised as follows:
§ 1073.61 Computation of uniform price
(including weighted average price and
uniform prices for base and excess
milk).
(a) The market administrator shall
compute the weighted average price
for each month and the uniform price
for each of the months of August
through February per hundredweight
of milk. of 3.5 percent butterfat con.
tent as follows:
(1) Combine Into one total the
values computed pursuant to § 1073.60
for all handlers who filed the reports
prescribed by § 1073.30 for the month
and who made the payments pursuant
to § 1073.71 for the preceding month;
(2) Deduct the amount of the plus
adjustments and add the amount of
the minus adjustments, which are applicable pursuant to § 1073.75;
(3) Add an amount equal to not less
than one-half of the unobligated balance in the producer-settlement fund'
(4) Subtract an amount computed by
multiplying the total hundredweight
of
producer milk included pursuant to
paragraph
(a)(1) of this section by 5
cents;
(5) Divide the resulting amount by
the sum of the following for all handlers included in these computations:
(i) The total hundredweight of producer milk; and
(it). The total hundredweight ior
which a value is computed pursuant to
§ 1073.60(f); and
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(6) Subtract not less than 4 cents
nor more than 5 cents.
-(b) For each of the months of March
through July, the market administrator shall compute the uniform prices
per hundredweight for base milk andfor excess milk, each of 3.5 percent
butterfat content, as follows:
(1) Compute the uniform price for
excess milk by deducting 5 cents from
the Class III price for the month.(2) Compute the uniform price for
base milk as follows:
(i) From the amount resulting from
the computations pursuant to paragraph (a)(1) through (4) of -this section, subtract an amount computed by
multiplying the hundredweight of
milk specified in paragraph (a)(5)(ii)
of this section by the weighted aver.
age price;
(ii) Subtract an amount computed
by multiplying the uniform price for
excess milk for the month times the
hundredweight of excess milk;
(iii) Divide the resulting amount by
the total hundredweight of base milk
included in these computations; and
(iv) Subtract not less than 4 cents
nor more than 5 cents.
4. Section 1073.62 is revised as follows:
§ 1073.62 Announcement ,of
uniform
prices and butterfat differential.
The market administrator shall announce publicly on or before:
(a) The -5th day after the end of
each month the butterfat differential
for such month; and
(b) the 12th day after the end of
each month the applicable uniform
prices for such month.
§ 1073.71 [Amended]
5. Section 1073.71(a)(2)(i) is amended by changing the word "price" to
"prices."
6. Section 1073.71(a)(2)(ii) is amended by changing the words "uniform
price" to "weighted average price."
7. In § 1073.73 paragraphs (a) and,
(d)(2) are revised as follows:
§ 1073.73 Payments to producers and to
cooperative associations.

(a) On or before the second working
day following the 12th day after the
end of the month during which the
milk was received, to each producer
for whom payment is not made pursuant to paragraph (c) of this section, at
not less than the uniform price(s)
computed for such producer's deliveries of milk (or base milk and excess
milk) adjusted by the butterfat 'differential and location adjustments computed pursuant to §§ 1073.74 and
1073.75, and less the amount of the
payment made pursuant to paragraph
(b) _of this section. If by such date

such handler has not received full payment pursuant to § 1073.72, he may
reduce his total payments uniformly
to all producers by not more than the
amount of the reduction in payment
by the market administrator. He shall,
however, complete such payments pursuant to this paragraph not later than
the date for making such payments
next following receipt of the-balance
from the market administrator.
,

*

*

'

and by a handler fully regulated under
any other order specified in § 1073.92,
the amount of such producer's base
milk received by the handler under
this order at each plant location shall
be determined by multiplying the producer's total base milk by the percentage of his total deliveries of producer
milk under all of the orders specified
in § 1073.92 that is delivered under this
order at each respective plant location

§ 1073.91 Excess milk.

(d) **
(2) In making final settlement, the
value of such milk at the appropriate
uniform prices adjusted pursuant to
§§ 1073.74 and 1073.75, less payment
made pursuant to paragraph (d)(1) of
this section.

"Excess milk" means the producer
milk of a producer in each of the
months of March through July that is
in excess of the producer's base milk
under this order for the-month, and
shall include all the producer milk of a
producer for whom no base can be
computed pursuant to § 1073.92.

§ 1073.74 [Amended]
8. Section 1073.74 Is amended by
changing the words "uniform price" to
"uniform prices."
9. Section 1073.75 is revised as follows:

§ 1073.92 Computation of base for each
producer.
(a) The base of each producer shall
be determined'by the market administrator by dividing the total pounds of
producer milk (as defimed under the
respective orders) received from the
producer by all handlers fully regulated under the terms of the respective
orders regulating the handling of milk
In the Neosho Valley; Wichita, Kans4
Red River Valley*. Oklahoma Metropolitan; Memphis, Tenn.; Fort Smith,
Ark.; Central Arkansas; Texas;, Lubbock-Plainview, Tex.; Texas Panhandle; and Rio Grande Valley marketing
areas (Parts 1071, 1073, 1104, 1106,
1097, 1102, 1108, 1126, 1120, 1132, and
1138, respectively, of this chapter)
during the immediately preceding
period of September through December by the number of days' production
represented by such producer milk or
by 90, whichever is greater. Provided,
That any base that is based on milk
deliveries during 1978 shall be determined by dividing the total pounds of
producer milk received from the producer, in the manner previously described in this paragraph, during the
period of October through December
by the number of days' production
represented by such producer milk or
by 60, whichever is greater.
(b) The base for a producer whose
milk is delivered to a plant that did
not become a pool plant under any of
the orders specified in paragraph (a)
of this section until after the beginning of the base-forming period shall
be calculated as if the plant were a
pool plant under such orders for the
entire base-forming period. A base
thus assigned shall not be transferable.

§ 1073.75 Plant location adjustments for
producers and on nonpool milk.
(a) For producer milk received at
plants located outside Zone 1 the uniform price and the uniform price for
base milk shall be increased or decreased by an adjustment for each
such plant at the rates specified in
§ 1073.52(a).
(b) For purposes of computations
pursuant to §§ 1073.71(a)(2)(ii) and
1073.72, the weighted average price
shall be adjusted at the rates set forth
in § 1073.52, applicable at the location
of the nonpool plant(s) from which
the milk was received, except that the
adjusted weighted average price plus 5
cents shall not be less than the Class
III price,
§ 1073.76 [Amended]
10. -Section 1073.76(a)(4) is amended
by changing the words "uniform
price" wherever they appear to
"weighted average price."
11. A new center head "Base-Excess
Plan" and five new sections (§ 1073.90
through 1073.94) are added Imxnedlately following § 1073.86 as follows:
BASE-ExCESS PLAN
§ 1073.90 Base milk.
"Base milk" means the producer
-milk of a producer under all of the
orders specified in § 1073.92 In each of
the months of March through July
that-is not in excess of the producer's
base multiplied by the number of days
in the month. If milk is received as
producer milk (as defined under any
order specified in § 1073.92) from the
same producer during the month by a
handler regulated under this order

§ 1073.93 Base rules.
(a) A base may be transferred in its
entirety, or In amounts of not less
than 100 pounds (unless the transfer
involves the remaining portion of such
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base), effective on the first day of th e
month following the date on which ai n
application for such transfer is re
ceived by the market administratoi
Such application shall be on a fort a
approved by the market administrato r
and signed by the baseholder' or hi s
heirs and the person to whom the bas e
is to be transferred. If a base i hel d
jointly, the application shall be signe d
by all joint holders or their heirs.
(b) If a base is held jointly and suc]h,
joint holding is terminated,, the bas e
may be apportioned among the join .t
holders on any basis agreed to in wril"
ing by them. Written notification o,f
the agreed upon division of bas e
signed by each of the joint holder
must be received by the market ad[lministrator prior to the first day o f
the month on which such division is t obe effective.
§ 1073.94 Announcement of establishe d
bases.
On or before February 10- of eac ,1
year the market administrator sha
nbtify each producer, the handler reeceiving milk from him and, if reques t
ed, a cooperative association in beha] f
of each of its producer members of th ebase established by such producer.

milk, each of 3.5 percent butterfat
content, as follows:
(1) Compute the uniform price for
excess milk by deducting 5 cents from
the Class III price for the month. •
(2) Compute the uniform price for
base milk as follows:
(i) From the amount resulting from
the computations pursuant to paragraph (a)(1) through (4) of this section subtract, for each handler, an
amount computed by multiplying the
uniform price for excess milk for the
month times the hundredweight of
excess milk received by such handler
as producer milk and bulk milk received from a handler described in
9 1097.9(c); and
§s
(ii) Divide the resulting amount by
the total hundredweight of such handler's base milk and deduct any fraction of a cent.
3. Section § 1097.75 is revised as follows:

6. Section 1097.92 is re'ised as follows:

91097.92 Computation of base for each
producer.
(a) The base of each producer shall
be determined by the market administrator by dFiding the toal pounds of
producer milk (as defined under the
respective orders) received from the
producer by all handlers fully regulated under the terms of the respective
orders regulating the handling of milk
in the Neosho Valley; Wichita, Kans.
Red River Valley; Oklahoma Metropolitan; Memphis, Tenn.; Fort Smith,
Ark.; Central Arkansas; Texas; Lubbock-Plainview, Tex.; Texas Panhandle; and Rio Grande Valley marketing
areas (Parts 1071, 1073, 1104, 1106,
1097, 1102, 1108, 1126, 1120, 1132, and
1138, respectively, of this chapter)
during the immediately preceding
period of September through December by the number of days' production
§ 1097.75 Plant location adjustments for represented by such producer milk or
by 90, whichever is greater: Providcd,
producers.
That. any base that is based on milk
In making payment pursuant to
during 1978 shall be deter§ 1097.73, for milk received the uni- deliveries
mined by dividing the total pounds of
form price and the uniform price for producer milk received from the probase milk shall be adjusted according ducer, in the manner previously deto the location of the fluid milk plant scribed in this paragraph, during the
where such milk was received at the period of October through December
§ 1073.121 [Amended]
rate provided pursuant to § 1097.52.
by the number of days' production
12. Section 1073.121(b) is amende d
4. Section 1097.90 is revised .as fol- represented by such producer milk or
by 60, whichever is greater.
t o lows:
all references
by changing
(b) The base for a producer whbse
"§ 1073.61(d)" to read "9 1073.61(a)(4).
§ 1097.90 Base milk.
milk is delivered to a plant that did
"Base milk" mehms the producer
not become a pool plant under any of
PART 1097-MILK IN THE MEMPHIS,
milk of a producer under all of the the orders specified in paragraph-(a)
of this section until after the beginorders specified in § 1097.92 in each of
TENN., MARKETING AREA
the months of March through July ning of the base-forming period shall
be calculated as if the plant were a
1. In § 1097.31, paragraph (a)(3) is r e- that is not in excess of the producer's
base multiplied by the number .of days pool plant under such orders for the
vised as follows:
entire base-forming period. A base
in the month. If milk is received a
§ 1097.31 Payroll reports.
producer milk (as defined under any- thus assigned shall not be transferorder specified in § 1097.92) from the able.
(a) * * *
(3) The total pounds of milk receive d same producer during the month by a
7. Sqction 1097.93 is revised as folfrom such producer and for .th e handler regulated under this order
lows:
months of March through July th e and by a handler fully regulated under
total pounds of milk and the poundIs any other order specified in § 1097.92, 91097.93 Base rules.
of base milk of such producer delii v- the amount of such producer's base
(a) A base may be transferred in Its
ered to each fluid milk (pool) plar tt milk received by the handler under
or in amounts of not less
(and diverted to each plant that is nc t this order at each plant location shall entirety,
than 100 pounds (unless the transfer
by
multiplying
the
pro,f
be
determined
a fluid milk [pool] plant) under any c
ducer's total base milk by the percent- involves the remaining portion of such
the orders specified in § 1097.92;
base), effective on the first day of the
age of his total deliveries of producer
month following the date on which an
*
*
*
*
*
milk under all of the orders specified
application for such transfer is rein § 1097.92 that is delivered under this ceived by the market administrator.
2. Section 1097.61, paragraph (b) s order at each respective plant location.
Such application shall be on a form
revised as follows:
5. Section 1097.91 is revised as fol- approved by the market administrator
and signed by the baseholder or his
§ 1097.61 Computation of uniform pri ce lows:
heirs and the person to whom the base
foi each handler (including unifon ra § 1097.91 Excess milk.
is to be transferred. If a base is held
prices for base milk and excess milk
AJ.'U
*
4U
ah
L
JJU~.
21'1
jointly, the application shall be signed
.PJ2 Jf:
ea n
eJ,[ prot
IJ.UcL
r
.
milk of a producer in each of the by all joint holders or their heirs.
months of March through July that is
(b) If a base is held jointly and such
(b) For each month of March in excess of the.producer's base milk joint holding is terminated, the base
through July, the market administra- under this order for the month, and may be apportioned among the joint
tor shall comput e for each handler shall include all the.producer milk of a holders on any basis agreed to in writwith respect to pjroducer milk, a uni-, producer for whom no base can be ing by them. Written notification of
form price for bas e mlk and for excess computed pursuant to § 1097.92. .
the agreed upon division of base
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signed by each of the joint holders
must be received by the market administrator prior to the first day of
the month on which such division is to
be effective.
8. Section 1097.94 is revised as follows:

and for excess milk, each of 3.5 percent butterfat content, as follows:
(1) Compute the uniform price for
excess milk by deducing 5 cents from
the Class III price for the month.
(2) Compute the uniform price for
base milk as follows:
(I) From the amount resulting from
the computations pursuant to pamgraphs (a) (1) through (3) of this section, subtract, for each handler, an
amount computed by multiplying the
uniform price for excess milk for the
month times the hundredweight of
such handler's excess milk; and
(ii) Divide the resulting aniount by
the total hundredweight of such handler's base milk, and deduct any fraction of a cent.
4. Section 1102.75 is revised as follows:

33211

§1102.92 Computation of base for each
producer.
(a) The base of each producer shall
be determined by the market administrator by dividing the total pounds of
producer milk (as defined under the
respective orders) received from the
producer by all handlers fully regulat§1097.94 Announcement of established
ed under the terms of the respective
bases.
orders regulating the handling of milk
On or before February 10 -of each
In the Neosho Valley;, Wichita, Kans.,
year the market adminitrator shall
Red River Valley; Oklahoma Metronotify each producer, the handler repolitan: Memphis, Tenn., Fort Smith,
ceiving milk from-him and, if requestArk.; Central Arkansas; Texas;, Lubed, a cooperative association in behalf
bock-Plainview. Te-: Texas Panhanof each of its producer members of the
dle; and Rio Grande Valley marketing
base established by such producer.
areas (Parts 1071, 1073, 1104. 1106,
1097, 1102, 1126.1108, 1120, 1132, and
§ 1097.95 [Revokied]
1133 respectively, of this chapter)
9. Section 1097.95 is revoked.
during the immediately preceding
period of September through December by the number of days' production
PART 1102-MILK IN THE FORT SMITH, ARK.,
§ 1102.75 Plant location adjustments for represented by such producer milk or
MARKETING AREA
by 90, whichever is greater: Provided,
producers.
For
producer
milk
received at an ap- That any. base that is based on milk
1. In § 1102.31, paragraphs (b) and
proved plant the uniform price and deliveries during 1978 shall be deter(d) are revised as follows:
the uniform price for base milk shall mined by dividing the total pounds of
§ 1102.32 Payroll reports.
be reduced according to the location of producer milk received from the prothe approved plant at the rates set ducer, in the manner previously described in this paragraph, during the
forth in § 1102.52.
period of October through December
(b) The total pounds of milk re5. Section 1102.90 Is revised as fol- by the number of days' production
ceived from such-producer and -during lows:
represented by such producer milk or
the months of March through July
by 60, whichever is greater.
the pounds of bdse milk;
§ 1102.90 Base milk.
(b) The base for a producer whose
"Base milk" means the producer milk is delivered to a plant that did
milk of a producer under all of the not become a pool plant under any of
orders specified in § 1102.92 In each bf the orders specified In paragraph (a)
(d) The price per hundredweight
(during the months of March through the months of March through July of this section until after the beginJuly the price per hundredweight for that is not in excess of the producer's ning of the base-forming period shall
base milk and for excess milk), the" base multiplied by the number of days. be calculated as if the plant.were a
gross amount due, the amount and in the month. If milk is received as pool plant under such orders for the
nature of any deductions, and the net producer milk as defined under any entire base-forming period. A base
order specified in § 1102.92 from the thus assigned shall not be transferamount paid.
same
producer during the month by a able.
2. In § 1102.32, paragraph (a)(2) is rehandler regulated under this order
8. Section 1102.93 is revised as folvised-as follows:
and by a handler fully regulated under lows:
any other order specified In § 1102.92,
§ 1102.32 Other reports.
the amount of such producer's base § 1102.93 Base rules.
(a) * * *
milk received by the handler under
(a) A base may be transferred in Its
(2) The total pounds of milk and
butterfat and the pounds of base milk this order at each plant location shall entirety, or In amounts of not less
of such producer delivered to each ap- be determined by multiplying the pro- than 100 pounds (unless the transfer
proved (pool) plant (and diverted to ducer's total base milk by the percent- involves the remaining portion of such
each plant -that is not an approved age of his total deliveries of producer base), effective on the first day of the
[pool] plant) under any of the orders milk under all of the orders specified month following the date on which an
in § 1102.92 that is delivered under this application for such transfer is respecified in § 1102.92.
order at each respective plant location. ceived by the market administrator.
*
*
*
*
*
6. Section 1102.91 is revised as fol- Such application shall be on a form
approved by the market administrator
lUw.
3. In § 1102.61, paragraph (b) is reand signed by the baseholder or his
vised as follows:
heirs and the person to whom the base
§ 1102.91 Excess milk.
"Excess milk" means the producer is to be transferred. If a base is held
,§1102.61- Computation of uniform price
the application shall be signed
for each handler (including uniform milk of a producer in each of the jointly,
prices for base milk and excess milk). months of March through July that is by all Joint holders or their heirs.
(b) If a base is held Jointly and such
in excess of the producer's base milk Joint holding
is terminated, the base
under this order for the month, and
may be apportioned among the joint
shall
include
all
the
producer
milk
of
a
(b) For each month of March
holders on any basis agreed to in writthrough July, the market administra- producer for whom no base can be ing by them. Written notification of
computed
pursuant
to
§
1102.92.
tor-shall compute for each handler
the agreed upon division- of base
with respect to milk received from pro7. Section 1102.92 is revised as fol- signed by each'of the joint holders
ducers, a uniform price for base milk lows:
must be received by the market adFEDERAL REGISTER, VOL 43, NO. 146--FIDAY, JULY 21, 1978
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ministrator prior to the first day of
the month on which such division is to
be effective.
9. Section 1102.94 is revised as fol-

91l0 2.94 Announcement

of established

bases.

01i or before February 10 of each
year the market administrator shall
notify each producer, the handler receiv ing milk from him and, if requested a cooperative association in behalf
'of eaach of its producer members of the
base established by such producer.
§ 110 2.95 [Revoked]
10 Section 1102.95 is revoked.
PAR:T 1104-MILK INTHE RED RIVER VALLEY

1.

MARKETING AREA
In § 1104.31, paragraph (a) (2) and

(4) i[srevised as follows:

§ 110 4.31 Payroll reports.
(a
(2: The total pounds of milk received
fron n such producer and during the
mon ths of March through July the
pournds of base milk;

plant) under any of the orders specified in § 1104.92.
3. Section 1104.61 is revised as follows:
§ 1104.61 Computation of uniform price
(including weighted average price and
uniform prices for base and excess
milk).
(a) The market administrator shall
compute the weighted average price
for each month and the uniform price
for each of the months of August
through February per hundredweight
of milk of 3.5 percent butterfat coitent as follows:
(1) Combine into one total the
values computed pursuant to § 1104.60
for all handlers who filed the reports
prescribed by § 1104.30 for the month
and who made the payments pursuant
to §§ 1104.71 and 1104.73 for the preceding month;
(2) Add an amount equal to the total
value of the location adjustments computed pursuant to § 1104.75;
(3) Add an amount equal to not less
than one-half of the unobligated bal-.
ance in the producer-settlement fund;
(4) Subtract an amount computed by
multiplying the total hundredweight
of producer milk included pursuant to
paragraph (a)(1) of this section by 5
cents;

(4 The price per hundredweight
(dur*ing the months of March through
July the price per hundredweight for
base milk and for excess milk), the
gros s amount due, the amount and
natuire of any deductions, and the net
amo unt paid.
•

•

•

•

•

2. In § 1104.32 paragraph (b) is revise d and a new paragraph (c) is added
to recad as follows:
§ 110 4.32 Other reports.

(b In addition to the reports requir ed pursuant to §§.1104.30 and
1104 .31 and paragraphs (a) and (c) of
this section, each handler shall report
such other information as the market
administrator deems necessary to
verhi y or establish such handler's obligati on under the order.
(c)Each handler who receives milk
fronn producers shall report to the
mar ket administrator on or before the
7th day after the end of each of the
mon ths of March through July the
follo owing information:
(1 The name and address or other
apprropriate identification of each produce ,r; and
(2 The total pounds of milk and the
poulads of base milk of such producer
deli vered to each pool plant (and dlvert ad to each plant that is not a pool

(5) Divide .the resulting amount by
the sum of the following for all handlers included in these computatiois:
(i) The total hundredweight of producer milk; and
(i) The total hundredweight for
which a value is computed pursuant to
§ 1104.60(f); and
(6) Subtract not less than 4 cents
nor mQre than 5 cents.
(b) For each of the months of March
through July, the market administrator shall compute the uniform prices
per hundredweight for base milk and
for excess milk, each of 3.5 percent
butterfat content as follows:
(1) Compute the uniform price for
excess milk by deducting 5 cents from
the Class III price for the month.
(2) Compute the uniform price for
base milk as follows:
(i) From the amount resulting from
the computations pursuant to paragraphs (a) (1) through (4) of this section, subtract an amount computed by
multiplying the hundredweight of
milk specified in paragraph (a)(5)(ii)
of this section by the weighted average price;
(ii) Subtract an amount computed
by multiplying the .uniform price for
excess milk for the month times the
hundredweight of excess milk;
(ill) Divide the resulting amount by
the total hundredweight of base milk
included in these computations; and
(iv) Subtract not less than 4 cents
nor more than 5 cents.

4. Section 1104.62 is revised as follows:
of
uniform
§ 1104.62 Announcement
prices and butterfat differential.
The market administrator shall announce publicly on or before:
(a) The 5th day after the end of
each month the butterfat differential
for such month; and
(b) The 12th day after the end of
each month the applicable uniform
prices for such month.
§ 1104.71 (Amended]
5. Section 1104.71(a)(2)(l) Is amended by changing the word "price" to
"prices."
6. Section 1104.71(a)(2)(i) is amended by changing the words "uniform
price" to "weighted average price."
7. In § 1104.73, the Introductory text
of paragraph (a)(2) (immediately preceding subdivision (i)), and paragraphs
(b) (1)(1i) and (3)(i) are revised as follows:
§ 1104.73 Payments to producers and to
cooperative associations.
(a) * * *
(2) On or before the 15th day of the
following month, an amount equal to
not less than the applicable uniform
price(s), as adjusted pursuant to,
§§ 1104.74 and 1104.75, multiplied by
the hundredweight of milk (or base
milk and excess milk) received from
such producer during the month, subject to the following adjustments:
S

•

*

*

S

(b) ***

(1)

*

(ii) Submit to the cooperative association on or before the 10th day of
each month written information
which shows for each member-producer (a) the total pounds of milk received during the preceding month,
(and for the months of March
through July the pounds of base
milk), (b) the total pounds of butterfat
contained in such milk, (c) the number
of days of production included In such
receipts, and (W)the amounts withheld
by the handler in payment for supplies sold; and
•

*

*

*

*

(3) * * *
(ii) In making final settlement, the
value of such milk at the appropriate
uniform price(s), as adjusted pursuant
to §§ 1104..74 and 1104.75, less the
amount of partial payment made for
such milk.
§ 1104.74 [Amended]
8. Section 1104.74 is amended by
changing the words "uniform price" to
"uniform prices."
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9. Section 1104.75 is revised as follows:
§ 1104.75 Plant location adjustments for
producers and on nonpool milk.
(a) In making payments to-producers
pursuant to § 1104.73 for producer
milk received at a pool plant, the uniform price and the uniform price for
base milk shall be reduced according
to the location of the pool plant at the
rate set forth in § 1104.52(a); '
(b) For the purpose of computations
pursuant to §§ 1104.71 and 1104.72, the
weighted average price plus 5 cents
shall be adjusted at the rate set forth
in § 1104.52(a) applicable at the location of the nonpool plant from which
the milk was received (but not to be
less than the Class I price); and
(c) In making payments to producers
fursuant to -§1104.73 for producer
milk diverted from a pool plant to a
nonpool plant, the uniform price and
the uniform price for base milk shall
be reduced according to the location of
the nonpool plant at which the milk is
received at the rate set forth in
§ 1104.52(a). -

producer for whom no base can be
computed pursuant to § 1104.92.

§ 1104.92 Computation of base for each
producer.
(a) The base of each producer shall
be determined by the market administrator by dividing the total pounds of
producer milk (as defined under the
respective orders) received from the
producer by all handlers fully regulated under the terms of the respective
orders regulating the handling of milk
in the Neosho Valley; Wichita, Kans.;
Red River Valley,- Oklahoma Metropolitan; Memphis, Tenn.; Fort Smith,
Ark.; Central Arkansas; Texas; Lubbock-Plainview, Tex.; Texas Panhandie; and Rio Grande Valley marketing
areas (Parts 1071, 1073, 1097, 1102,
1104, 1106, 1108, 1120, 1126, 1132, and
1138, respectively, of this chapter)
during the immediately preceding
period of September through December-by the number of day's production
represented by such producer milk or
by 90,'whichever is greater. Provided,
That any base that is based on milk
deliveries during 1978 shall be determined by dividing the total pounds of
§ 1104.76 [Amended]
producer milk received from the pro10. Section 1104.76(a)(4) is amended* ducer, in the manner previously deby changing the words "uniform scribed in this paragraph, during the
price" wherever they appear to period of October through December
by the number of days' production
"weighted average price."
represented by such producer milk or
11. A new center head 'Base-Excess
Plan" and five new sections (§§ 1104.90 by 60, whichever is greater.
(b) The base for a producer whose
through 1104.94) are added imimedimilk is delivered to a plant that did
ately following § 1104.86 as follows:
not become a pool plant under any-of
BASE-EXCESS PLAN
the orders specified in paragraph (a)
of this section until after the begin§ 1104.90 Base milk.
ning of the baseforming period shall
'Base milk" means the producer be calculated as If the plant were a
milk of a producer under all of the pool -plant under such orders for the
orders specified in § 1104.92 in each of entire baseforming period. A base thus
the months of March through July assigned shall not be transferable.
that is not in excess of the producer's
base multiplied by the number of days § 1104.93 -Base rules.
in the month. If milk is received as , (a) A base may be transferred in Its
producer milk (as defined under any entirety, or in amounts of not less
order specified in § 1104.92) from the than 100 pounds (unless the transfer
same producer during the month by a involves the'remaining portion of such
handler regulated under this order base), effective on the first day of the
and by a handler fully regulated under month following the date on which an
any other order specified hi § 1104.92, application for such transfer is rethe amount of such producer's base ceived by the market administrator.
milk received by the handler under Such application shall be on a form
this order at each plant location shall approved by the market administrator
be determined by multiplying.the pro- and signed by the baseholder or his
ducer's total base milk by the percent- heirs and the person to;ihom the base
age of his total deliveries of producer is to lie transferred. If a base is held
milk under all of the orders specified jointly, the application shall be signed
in § 1104.92 that is delivered under this by all joint holders or their heirs.
order at each respective plant location.
(b) If a base is held Jointly and such
joint holding is terminated, the base
§ 1104.91 Excess milk.
may be apportioned among the Joint*
"Excess milk" means-the producer holders on- any basis agreed to in writmilk of a producer in each of the ing by them. Written notification of
months of March through July that is the agreed upon division of base
in excess of the producer's base milk signed by each of the Joint holders
under this order for the month, and must be received by the market adshal include all the producer milk of a ministrator prior to the first day of

the month on which such division is to
be effective.
§1104.94 Announcement of established
bases.
On or before February 10 of each
year the market administrator shall
notify each producer, the handler receiving milk from him and, if requested, a cooperative association in behalf
of each of Its producer members of the
base established by such producer.
§1104.121 [Amended]
12. Section 1104.121(b) is amended
bY" changing all references
to
"§ 1104.61(d)" to read "§ 1104.61(alC4)."
PART 1106--MILK IN THE OKLAHOMA
METROPOLITAN MARKETING AREA

1. In § 1106.31, paragraph (a)(2) and
(4) is revised as follows.

§ 1106.31 Pa)roll reports.
(a)

e

00

(2) The total pounds of milk received
from such producer and during the
months of March through July the
pounds of base milk;

(4) The price per hundredweight
(during the months of March through
July the price per hundredweight for
base milk and for excess milk), the
gross amount due, the amount and
nature of any deductions, and the net
amount paid.

2. In § 1106.32, paragraph (b) is revised and a new paragraph (c) is added
to read as follows.
§1106.32 Otherreports.

(b) In addition to the reports required pursuant to 01106.30 and
1106,31 and paragraphs (a) and (c) of
this section, each handler shall report
such other information as the market
administrator deems necessary to
verify or establish such handler's obligation under the order.
(c) Each handier who receives milk
from producers shall report to the
market administrator on or before the
7th day after the end of each of the
months of March through July the
following information: .
(1) The name and address or other
appropriate Identification of each producer, and
(2) The total pounds of milk and the
pounds of base milk of such producer
delivered to each pool plant (and diverted to each plant that is not a pool
plant) under any of the orders specified in § 1106.92.
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3. Section 1106.61 is*revised as follows:
§ 1106.61 Computation of uniform price
(including weighted average price and
uniform prices for base and excess
milk).
(a) The market administrator shall
compute the weighted average price
for each month and the uniform price
for each of the months of August
through February per hundredweight
for milk of 3.5 percent butterfat content as follows:
(1) Combine into one total the
values computed pursuant to § 1106.60
for all handlers who made the reports
prescribed in § 1106.30 and who made
the payments pursuant to §§ 1106.71
and 1106.73 for the preceding month.
(2) Add the aggregate of the values
of all allowable location adjustments
to producers pursuant to § 1106.75.
(3) Add not less than one-half of the
cash balance on hand in the producersettlement fund less the total amount
of the contingent obligations to handlers pursuant to § 1106.72.
(4) Subtract an amount computed by
multiplying the total hundredweight
of producer milk included pursuant to
paragraph (a)(1) of this section by 5
cents.
. (5) Divide the resulting amount by
the sum of the following for all handlers included in these computations:
(I) The total hundredweight of producer milk; and
(ii) The total hundredweight for
which a value is computed pursuant to
§ 1106.60(f).
(6) Subtract not less than 4 cents
nor more than 5 cents.
(b) For each of the months of March
through July, the market administrator shall compute the uniform priced
per hundredweight for base milk and
for excess milk, each of 3.5 percent
butterfat content, as follows:
(1) Compute the uniform price for
excess milk by deducting 5 cents from
the Class III price for the month.
(2) Compute the uniform price for
base milk as follows:
(i) From the amount resulting from
the computations pursuant to paragraphs (a) (1) through (4) of this section, subtract an amount computed by
multiplying the' hundredweight of
milk specified in paragraph (a)(5)(ii)
of this section by the weighted averI
age price;
(ii) Subtrict an amount computed
by multiplying the uniform price for
excess milk for the month times the
hundredweight of excess milk;
(Iii) Divide the resulting amount by
the total hundredweight of base milk
included in these computations; and
(v) Subtract not less than 4 cents
nor more than 5 cents.
4. Section 1106.62 is revised as follows:

§ 1106.62 Announcement
of
uniform
prices and butterfat differential.
The market administrator shall announce publicly on or before:
(a) The 5th day after the end of
each month the butterfat differential
for such month; and
(b) The 12th day after the end of
each month the applicable uniform
prices for such month.
§ 1106.71 [Amended]
5. Section 1106.71(a)(2)(i) is amended by changing the word "price" to
"prices."
6. Section 1106.71(a)(2)(ii) is amended by changing the words "uniform
price" to "weighted average price."
7. In § 1106.73, paragraphs (a) and
(d)(1)(ii)(a) are revised as follows:
§ 1106.73 Payments to producers and to
cooperative associations.
*

*

\*

*

(a) On or before the 15th.day after
the end of the month during which
the milk (or base milk and excess
milk) was received, to each producer to
whom payment is not made pursuant
to paragraph (d) of this section, at not
less than the .applicable uniform
price(s) for such month, as adjusted
pursuant to §§ 1106.74 and 1106.75, and
less the amount of the payment made
pursuant to paragraph (b) of this section: Provided, That if by such date
such handler has not received full payment pursuant to § 1106.72, he may
reduce his total payments to all producers uniformly by not more than
the amount of reduction in payment
from the market administrator; he
shall, however, complete such payments pursuant to this paragraph not
later than the date for making such
payments next following receipt of the
balance from the market administrator,

(d) **
(1) ***
(ii)***"
(a) The total pounds of milk received during the preceding month
and for the months of March through
July the pounds of base milk;

milk received at a pool plant, the uniform price and the uniform price for
base milk shall be reduced according
to the location of the pool plant at the
rates set forth In § 1106.52;
(b) For the purpose of computations
pursuant to §§ 1106.71 and 1106.72, the
weighted average price plus 5 cents
shall be adjusted at the rates set forth
in § 1106.52 applicable at the location
of the nonpool plant from which the
milk was received (but not to be less
than the Class III price); and
(c) In making payments to producers
pursuant to § 1106.73 for producer
milk diverted from a pool plant to a
nonpool plant, the uniform price and
the uniform price for base milk shall
be reduced according to the location of
the nonpool plant at which the milk is
received at the rates set forth in
§ 1106.52.
§ 1106.76 [Amended]
10. Section 1106.76(a)(4) Is amended
by changing the words "uniform
price" wherever they appear to
"weighted average price."
11. A new center head "Base-Excess
Plan" and five new sections (§§ 1106.90
through 1106.94) are added immediately following § 1106.86 as follows:
BASE-EXcESS PLAN
§ 1106.90 Base milk.
"Base milk" means the producer
milk of a producer under all of the
orders specified in § 1106.92 in each of
the months of March through July
that is not in excess of the producer's
base .multiplied by the number of days
in the month. If milk Is received as
producer milk (as defined under any
order specified in § 1106.92) from the
same producer during the month by a
handler regulated under this order
and by a handler fully regulated under
any other order specified in § 1100.92,
the amount of such producer's base
milk received by the handler under
this order at each plant location shall
be determined by multiplying the producer's total base milk by the percentage of his total deliveries of producer
milk under all of the orders specified
in § 1106.92 that Is delivered under this
order at each respective plant location.

§1106.74 [Amended]
8. Section 1106.74 is amended by
changing the words "uniform price" to
"uniform prices."
9. Section 1106.75 is revised as follows:

§ 1106.91 Excess milk.
"Excess milk" means the producer
milk of a producer in each of the
months of March through July that Is
in excess of the producer's base milk
under this order for the month, and
shall include all the producer milk of a
producer for whom no base can be
computed pursuant to § 1106.92.

1106.75 Plant location adjustments for
producers and on nonpool milk.
(a) In making payments to producers
pursuant to § 1106.73 for producer

§ 1106.92 Computation of base for each
producer.
(a) The base of each producer shall
be determined by the market adminis-

•

*

*

.

*

*
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trator by dividing the total pounds of
producer milk (as defined under the
Xespective orders) received from the
producer by all handlers fully regulated under the terms, of the respective
orders regulating the handling of milk
in the Neosho Valley;, Wichita, Kans.;
Red River Valley, Oklahoma Metropolitan; Memphis, Tenn.; Fort Smith,
Ark.; Central Arkansas; Texas; Lubbock-Plainview, Tex.; Texas Pinhandie; and Rio Grande Valley marketing
areas (Parts 1071, 1073, 1104, 1106,
1097 1102, 1108, 1126, 1120, 1132, and
1138, respectively, of this chapter)
during the immediately preceding
period of September through December by the number of days' production
represented by such producer milk or
by 90,, whichever -is greater: Provided,
That any base that is based on milk
deliveries during 1978 shall be determined by dividing the total pounds of
producer milk received from the producer, in the manner previously described in this paragraph, during the
period of October through December
by the number of days' production
represented by such producer milk or
by 60, whichever is greater.
(b) The- base for a producer whose
milk is delivered to a plant that did
not become a pool plant under any of.
the orders specified in paragraph (a)
of this section until after the beginning-of the base-forming period shall
be calculated as if the plant were a
pool plant-under such orders for the
entir base-forming period. A base
thus assigned shall not be -transferable.
§ 1106.93 Base rules.
(a) A base may be transferred in its
entirety, or in amounts of not less
than 100 pounds (unless the transfer
involves the remaining portion of such
base), effective on the first day of the
month following the date on which an
application for such transfer is received by the market administrator.
Such application shall be on a form
approved by the market administrator
and signed by the baseliolder or his
heirs and the person to whom the base
is to be transferred. If a base is held
-jointly, the application shall be signed
by all joint holders br their heirs.
(b) If a base is held jointly and such
-joint holding is terminated, the base
-may be apportioned among the joint
holders on any basis agreed to in writing by them. Written notification of
the agreed -upon division of base
signed by each of the joint holders
must be received by the market administrator prior to the first day of
the month on which such division is to
be effective.

§l06.94 Announcement of established
bases.
On or before February 10, of each
year the market administrator shall
notify each producer, the handier receiving milk from him and, if requested, a cooperative association in behalf
of each of its producer members of the
base established by such producer.
§1106.121 [Aminded]
12. Section 1106.121(b) is amended
by changing all references
to
"§ 1106.61(d)"to read "§ 1106.61(a)(4)."
PART 1108--MILK IN THE CENTRAL

ARKANSAS MARKETING AREA
1. In § 1108.31, paragraph (a)(2) and
(4) is revised as follows:
§ 1108.31 Payroll reports.
(a) **•
(2) The total pounds of milk received
from such producer and during the
months of March through July the
pounds of base milk;

(4) The price per hundredweight
(during the months of March through
July the price per hundredweight for
base milk and for excess milk), the
gross amount due, the amount and
nature of any deductions, and the net
volume paid.

2. Section 1108.32(a)(1) is revised as
follows:
§ 1108.32 Other reports.
(a) **
(1) On or before the seventh day of
each month of April through August,
for each producer for the preceding
month:
(i) The name and address or other
appropriate identification of each producer; and
(ii) The total pounds of milk and the
pounds of base milk of such producer
delivered to each pool plant (and diverted to each plant that is not a pool
plant) under any of the orders specified in § 1108.92;
•

•

S

S

S

3. In § 1108.61, the introductory text
of paragraph (a) (immediately preceding subparagraph (1)), and paragraph
(a)(6) and (b) are revised as follows:.
§ 1108.61 Computation of uniform price
(including weighted average price and
base and excess prices).
(a) The market administrator shall
compute the weighted average price
for each month and the uniform price
for each of the months of August
through February per hundredweight

for milk containing 3.5 percent butterfat content as follows:

(6) Subtract not less than 4 cents
nor more than 5 cents.
(b) For each of the months of March
through July, the market administrator shall compute the uniform prices
per hundredweight for base milk and
for excess milk, each of 3.5 percent
butterfat content, as follows:.
(1) Compute the uniform price for
excess milk by deducting 5 cents from
the Class I price for the month.
(2) Compute the uniform price for
base milk as follows:
(i) From the amount resulting from
the computations pursuant to paragraphs (a) (1) through (4) of this section, subtract an amount computed by
multiplying the hundredweight of
milk specified in paragraph (a)(5)(ii)
of this section by the weighted average price;
.
(IW Subtract an amount computed
by multiplying the uniform price for
excess milk for the month times the
hundredweight of excess milk;
(Wi) Divide the resulting, amount by
the total hundredweight of base milk
included in these computations; and
(iv) Subtract not less than 4 cents
nor more than 5 cents.
4. Section 1108.75(a) is revised as follows,
§1108.75 Plant location adjustments for
producers and on nonpool milk.
(a) The uniform price and the uniform price for base milk to be paid for
iroducer ilk received at a pool plant
located 60 miles or more from the
County Courthouse in Arkadelphia,
Ark., the County Courthouse in Forrest City, Ark., or the State Capital in
Little Rock. Ark., whichever is nearer
by the shortest highway distance, as
deteimined by the market administrator, shall be reduced according to the
distance of the plant from the respective buildings designated above at the
rate of 1.5 cents for each 10 miles or
residual fraction thereof.
5. Section 1108.90 is revised as follows:.
§ 1108.90 *Base milk.
"Base milk" means the producer
milk of a producer under all of the
orders specified in § 1108.92 in each of
the months of March through July
that is not in excess of the producer's
base multiplied by the number of days
in the month. If milk is received as
producer milk (as defined under any
order specified in §1108.92) from the
same producer during the month by a
handier regulated under this order
and by a handier fully regulated under
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any other order specified in § 1108.92,
the amount of such producer's base*
milk received by the handler under
this order at each plant location shall
be determined by multiplying the producer's total base milk by the percentage of his total deliveries of producer
milk under all of the orders specified
in § 1108.92 that is delivered under this
order at each respective plant location.
6. Section 1108.981 Is revised as follows:
§ 1109.91 Excess milk.
"Excess milk" means the producer
Wilk of a producer in each of the
months of March through July that is
in excess of the producer's base milk
under this order for the month and
shall include all the producer milk of a
producer for whom no base can be
computed pursuant to §1108.92
7. Section 1108.92 is revised as follows:
§1108.92 Computation of base for each
producer.
(a) The base of each producer shall
be determined by the market administrator by dividing the total pounds of
producer milk (as defined under the
respective orders) received from the
producer by all handlers fully regulated under the terms of the respective
orders regulating the handling of milk
in the Neosho Valley; Wichita, Kans.;
Red River Valley; Oklahoma Metropolitan; Memphis, Tern.; Fort Smith,
Ark.; Central Arkansas; Texas; Lubbock-Plainview, Tex.; Texas Panhandle; and Rio Grande Valley marketing
areas (Parts 1071, 1073, 1104, 1106,
1097, 1102, 1108, 1126, 1120, 1132, and
1138, respectively, of this chapter)
during the Immediately preceding
period of September through December by the number of days' production
represented by such producer milk or
by 90, whichever is greater: Provided,
That any base that is based on milk
deliveries during 1978 shall be determined by dividing the total pounds of
producer milk received from the producer, in the manner previously described in this paragraph, during the
period of October through December
by the number of days' production
represented by such producer milk or
by 60, whichever is greater.
(b) The base for a producer whose
milk is delivered to a plant that did
not become a pool plant under any of
the orders specified in, paragraph (a)
of this section until after the beginning of the base-forming period shall
be calculated as if the plant were a
pool plant under such orders for the
entire base-forming period. A base
thus assigned shall not be transferable.
8. Section 1108.93 is revised as follows:

§1108.93 Base rules.
(a) A base may be transferred in its
entirety, or in amounts of not less
than 100 pounds (unless the transfer
involves the remaining portion of such
base), effective on the first day of the
month following the date on which an
application for such transfer is received by the market administrator.
Such application shall be on a form
approved by the market administrator
and signed by the base-holder or his
heirs and the person to whom the base
is to be transferred. If a base is held
jointly, the application shall be signed
by all joint holders or their heirs.
(b) If a base is held jointly and such
joint holding is terminated, the base
may be apportioned among the joint
holders on any basis agreed to in writing by them. Written notification of
the agreed upon division of base
signed by each of the joint holders
must be received by the. market administrator prior to the first day of
the month on which such division is to
be effective;
9. Section 1108.94 is revised as follows:

§1120.32
*

Other reports.
*

*

*

a

(b) In addition to the reports required pursuant to §1120.30 and
§ 1120.31 and paragraphs (a) and (c) of
this section, each handier shall report
such other information as the market
administrator deems necessary to
verify or establish such handler's obligation unddr the order.
(c) Each handier who receives milk
from producers shall report to the
market administrator on or before the
8th day after the end of each of the
months of March through July the
following information:
(1) The name and address or other
appropriate identification of each producer, and
(2) The total pounds of milk and the
pounds of base milk of such producer
delivered to each pool plant (and diverted to each plant that Is not a pool
plant) under any of the orders specified in § 1120.92.
3. Section 1120.61 Is revised as follows:

§1120.61 Computation of uniform price
(includhig weighted average price and
bases.
uniform prices for base and excess
milk).
On or before Februar 'y 10 of each
year the market admin Istrator shall
(a) The market administrator shall
notify each producer, thie handier re- compute the weighted average price
ceiving milk from him aind, if request- for each month and the uniform price
ed, a cooperative associa tion in behalf for each of the months of August
of each of its producer m embers of the through February per hundredweight
base established by such:producer,
for milk of 3.5 percent butterfat content as follows:
§§1108.95 and 1108.9q [Revoked].
(1) Combine into one total the
10. Sections 1108.95 anid 1108.96 are values computed pursuant to §1120.60
for all pool handlers who made the rerevoked.
ports prescribed in §1120.30 for the
month and who have made the payPART 1120-MILK IN THE LUBBOCKments required pursuant to §1120.71
PLAINVIEW, TEX, MARKE TING AREA
for the preceding month;
(2) Add an amount equal to the sum
1. In §1120.31, paragralph (a) (2) and of the deductions to be made for loca(4) is revised as follows:
tion
adjustments
pursuant
to
§ 1120.75;
§1120.31 Payroll reports.
(3) Add an amount equal to not less
(a) * * *
than one-half the unobligated balance
(2) The total pounds of milk received on hand in the producer-settlement
from such producer an d during the fund;"
months of March throuigh July the
(4) Subtract an amount computed by
pounds of base milk;
multiplying the total hundredweight
of producer milk included pursuant to
*
*
paragraph (a)(1) of this section by 5
(4) The price per hiundredweight cents;
(during the months of March through
(5) Divide the resulting amount by
for the sum of the following for all hanJuly the price per hund ssedweight
milk), the
dlerd included in such computations;
base milk and for exce
(I) The total hundredweight of progross amount due, the amount and
nature of any deductions , and the net ducer milk; and
(ii) The total hundredweight for
amount paid.
which a value is computed pursuant to
,
.
§ 1120.60(f); and
(6) Subtract not less than 4 cents
2. In §1120.32, paragraaph (b) is re- nor more than 5 cents.
vised and a new paragrap h (c) is added
(b) For each of the months of March
to read as follows:
through July, the market administra§1108.94 Announcement

of

established
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tor shall compute the uniform prices
per huldredweight for base milk and
for excess mil, each of 3.5 percent
butterfat content, as follows:
(1)

Compute the uniform price for

excess milk by deducting 5 cents from
the Class III price for the month.
(2) Compute the uniform price for
base milk as follows:
(i) From the amount resulting from
the computations pursuant to paragraph (a) (1) through'(4) of this section, subtract an amount computed by
multiplying the hundredweight of
milk specified in paragraph (a)(5)(iH)
of this section by the weighted aver, age price;
(ii) Subtract an amount computed
by multiplying the uniform price for
excess milk for the month times the
hundredweight of excess milk;
(ili) Divide the resulting amount by
the total hundredweight of base milk
included in these computations; and
(iv) Subtract not less than 4 cents
nor more than 5 cents.
4. Section 1120.62 is revised as follows:

*§ 1120.62 Announcement

uniform
of
prices and butterfat differential.
The market admininstrator shall announce publicly on or before:
(a) The 5tlh day after the end of
each month the butterfat differential
for such month; and
(b) The 10th day after the end of
each month the applicable uniform
prices for such month.
§ 1120.71 [Amended]
5. Section 1120.71(a)(2)(i) is amended by changing the word "price" to
"prices."

during the months of March through
July the pounds of base milk;
.

*

*

§ 1120.74 [Amended
8. Section 1120 .74 is amended by
changing the wordis "uniform price" to
"uniform prices."
9. Section 1120. 75 is revised as follows:
§ 1120.75 Plant loe allon adjustments for
producers and on nonpool milk.
(a) The uniforn n price and the unlform price for base milk to be paid for
milk which Is rece ived from producers
at pool plants loicated either outside
the State of Texa or within the State
of Farmer,
but north of the counties
Briscoe, Hall, and
Castro, Swisher, miles or more from
e
Childress and 100 milces or mo., frm
the city hall of Liubbock, Tex., by the
shortest hard-sur'faced highway dtance as determin ed by the market administrator shall be reduced at the
rate set forth in tihe table contained in
§ 1120.52 accordin g to the location of
the pool plant at which such milk was
received from prodducers; and
(b) For purpos es of computations
pursuant to §§ 112 0.71 and 1120.72 the
weighted average price plus 5 cents
shall be adjusted at the rates set forth
in § 1120.52 applic:able at the location
of the nonpool p1lant from which the
milk was received (but not to be less
than the Class III price),
§ 1120.76 [Amende
10. Section 1120 .76(a)(4) is amended
by changing thLe words "uniform
price" wherever they appear to
"weighted average price."
11. A new cent r head "Base-Excess
Plan" and five newv'sections (Q§ 1120.90
through 1120.94) are added Immedlately following § 1 120.86 as follows: -

6. Section 1120.71(a)(2)(ii) is amended by changing the words "uniform
price" to "weighted average price."
BAsE-E xCESS PLAN
7. In § 1120.73, the introductory text
of paragraph (a)(2) (immediately preBase mil C.
ceding subdivision (i)), and paragraph - § 1120.90
"Base milk" roeans the producer
(d)(3) are revised as follows:
cer under all of the
§ 1120.73 Payments to producers and to orders specified iin § 1120.92 In each of
cooperative associations.
the months of darch through July
that is not in exc ess of the producer's
(a) * * *
(2) On or before the 15th day after base multiplied b,y the number of days
the end of each month for milk(or in the month. If milk is received as
under any
base milk and excess milk) received producer milk (a defined from the
§
1120.92)
in
specified
order
comamount
an
month,
during such
by a
puted at not less than the uniform same producer duLring the month
regulated under this order
price(s) per hundredweight pursuant handler
and by a handler fully regulated under
to §1120.61 as adjusted pursuant to any other order ;pecified in § 1120.92,
§ 1120.74; and less
the amount of s uch producer's base
milk received by the handler under
*
*
* .
*
*
this order at eachi plant location shall
(d) ***.
be determined by multiplying the pro(3) The daily and total pounds and ducer'4 total base milk by the percentthe average butterfat content of milk age of his total ddeliverles of producer
received from such producer and milk under all of the orders specified

in § 1120.92 that is delivered under this
order at each respective plant location.

§ 1120.91 Excess milk.
"Excess milk" means the producer
milk of a producer in each of the
months of March through July that is
in excess of the producer's base milk
under this order for the month, and
shall include all the producer milk of a
producer for whom no base can be
computed pursuant to § 1120.92.
1120.92 Computation of base for each
producer.
(a) The base of each producer shall
be determined by the market administrator by dividing the total pounds of
producer milk (as defined under the
respective orders) received from the
all handlers fully regulatproducer by
ed under the terms of the respective
orders regulating the handling of milk
in the Neosho Valley;, Wichita,
Kansas; Red River Valley;, Oklahoma
Metropolitan; Memphis, Tennessee;
Fort Smith, Arkansas; Central Arkansas; Texas; Lubbock-Plainview, Texas;
Texas Panhandle; and Rio 'Grande
Valley marketing areas (Parts 1071,
1073. 1097, 1104,-106, 1102, 1108, 1126,
1120, 1132 and 1138, respectively, of
this chapter) during the immediately
of September
period
preceding
through December by the number of
days' production represented by such
producer nflk or by 90, whichever is
greater. Provided, That any base that
is based on milk deliveries during 1978
shall be determined by dividing the
total pounds of producer milk received
from the producer, in the manner previously described in this paragraph,
during the period of October through
December by the number of days' production represented by such producer
milk or by 60 whichever is greater.
(b) The base for a producer whose
milk is delivered to a plant that did
not become a pool plant under any of
the orders specified in paragraph (a)
of this section until after the beginning of the bas.e-forming period shall
be calculated as if the plant were a
pool plant under such orders for the
entire base-forming period. A base
thus assigned shall not be transferable.
§ 1120.93 Base rules.
(a) A base may be transferred in its
entirety, or in amounts of not less
than 100 pounds (unless the transfer
Involves the remaining portion of such
base), effective on the first day of the
month following the date on which an
application for such transfer is receved by the market administrator.
Such application shall be on a form
approved by the market administrator
and signed by the baseholder or his
heirs and the persdn to whom the base
is to be transferred. If a base is held
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jointly, the applic ation shall be signed
by all joint holder s or their heirs. ,
(b) If a base is Iield jointly and such
joint holding is t erminated, the base
may be apportion ed among the joint
holders on any ba sis agreed to in writIng by them. Wr itten notification of
the agreed upoin division of base
signed by each oif the joint holders
must be received by the market administrator 'prior to the first day of
the month on whi ch such division is to
be effective.
§ 1120.94 Announce ment of established
bases.
On or before Fe bruary 10 each year
the market admir istrator shall notify
each producer, thLe handier receiving
milk from him an d, if requested, a cooperative associati on in behalf of each
of its producer m embers of the base
established by sucth producer.
§ 1120.121 [Amende d]
12. Section 112 0.121(b) is amended
by changing
ll references
to
"§ 1120.61(d)" to r ead "§ 1120.61(a)(4)."
PART 1126-MILK IN
TEXAS MARKETING
"ATHE
REA
1. In § 1126.32 paaragraph (b)(2) is revised as follows:

§1126.32

Other rep orts.
*

*

*

(b)
(2) The total 1pounds of producer
milk received fror a such producer, its
average butterfat content and for the
months of March through July the
total pounds of mn
ilk and the pounds
of base milk of s uch producer deivered to each pool plant (and diverted
to each plant that*is not a pool plant)
under any of the orders specified in
§ 1126.92;
*

*

*

2. Section 1126. 61 is revised as follows:

§ 1126.61 Computation of uniform price

(including weighted average price and
uniform prices for base and excess
milk).
(a) The market administrator shall
compute the weighted average price
for each month and the uniform price
for each of the months of August
through February per hundredweight
for milk of 3.5 percent butterfat content at pool plants at which no location adjustment applies as follows:
(1) Combine into one total the
values computed pursuant to § 1126.60
for all handlers who filed the reports
prescribed in § 1126.30 for the month
and who made the payments pursuant
to § 1126.71 for the preceding month;

(2) Add not less than one-fourth of
the unobligated balance in the producer-settlement fund;
(3) Add the aggregate of all minus
location adjustments and subtract the
aggregate of all plus location adjustments pursuant to § 1126.75;
(4) Subtract an amount computed by
multiplying the total hundredweight
of producer milk included pursuant to
paragraph (a)(1) of this section by 5
cents;
(5) Divide the resulting amount by
the sum of the following for all handers included in these computations:
(i) The total hundredweight of producer milk; and
(ii) The total hundredweight for
which a value is computed pursuant to
§ 1126.60(f); and
(6) Subtract not less than 4 cents
nor more than 5 cents.
(b) For each of the months of March
through July, the market administrator shall compute the uniform prices
per hundredweight for base milk and
for excess milk, each of 3.5 percent
butterfat content, as follows:
(1) Compute the uniform price for
excess milk by deducting 5 cents from
the Class III price for the month.
(2) Compute the uniform price for
base milk as follows:
(i) From the amount resulting from
the computations pursuant to paragraph (a) (1) through (4) of this section, subtract an amount computed by
multiplying the hundredweight of
milk specified in paragraph (a)(5)(ii)
of this section by the weighted average price;
(ii) Subtract an amount computed
by multiplying the uniform price for
excess milk for the month times the
hundredweight of excess milk;
(iii) Divide the resulting amount by
the total hundredweight of base milk
included in these computations; and
(iv) Subtract not less than 4 cents
nor more than 5 cents3. Section 1126.62 is revised as follows: § 1126.62 Announcement
of
uniform
prices and butterfat differential.
The market administrator shall announce publicly on or before:
(a) The 5th day after the end -of
each month the butterfat differential
for such month; and
(b) The 13th day after the end of
each month the applicable uniform
prices for such month.
§ 1126.71 [Amended]
4. Section 1126.71(b)(4) is amended
by changing the words, "uniform
price" to "weighted average price."
5. In § 1126.73 the introductory text
of paragraph (b) (immediately preceding subparagraph (1)), and paragraph
(d)(2) are revised as follows:

§1126.73 Payments to producers and to
cooperative associations.
*

*

*

*

*

(b) Subject to paragraphs (c)
through (f) of this section, the market
administrator shall pay each producer
on or before the 18th day after the
end of each month for milk (or base
milk and excess milk) for which payment pursuant to § 1126.71(b) has been
received by the market administrator
or offset pursuant to § 1126.71(d).
Such payment shall be at the applicable uniform price(s) for the month,
subject to the following adjustments:
*

*

4

*

4

(d) *
(2) The total pounds and, with respect to final payments, the average
butterfat content of the milk for
which payment Is being made and for
the months of March through July
the pounds of base milk;
*

4

*

*

4

§ 1126.74 [Amended]
6. Section 1126.74 is amended by
changing the words "uniform price" to
"uniform prices."
7. Section 1126.75 is revised as follows:
§ 1126.75 Plant location adjustments for
producers and on nonpool milk.
(a) In making the payments required
pursuant to § 1126.73, the uniform
price and the uniform price for base
milk for the month shall be adjusted
by the amounts set forth in § 1126.52
according to the location of the plant
where the milk being priced was received.
(b) .For purposes of computing the
value of other source milk pursuant to
§ 1126.71, the weighted average price
shall be adjusted by the amount set
forth in § 1126.52 that is applicable at
the location of the nonpool plant from
which the milk was received, except
that the adjusted weighted average
price plus 5 cents shall not be less
than the Class III price.
§ 1126.76 [Amended]
8. Section 1126.76(a)(4) is amended
by changing the words "uniform
price" wherever they appear to
"weighted average price."
9. A new center head "Base-Excess
Plan" and five new sections (Q§1126.00
through 1126.94) are added Immediately following § 1126.86 as follows:
BAsE-ExcEss PLAN
§ 1126.90 Base milk.
"Base milk" means the producer
milk of a producer under all of the
orders specified in § 1126.92 in each of
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the months of March through July
that is not in excess of the producer's
base multiplied by the number of days
in the month. If milk is received as
producer milk (as defined under any
order specified in § 1126.92) from the
same producer during the month by a
handler regulated under this order
and by a handler fully regulated under
any other order specified in § 1126.92,
the amount of such producer's base
milk received by the handler under
this order~at each plant location shall
be determined by multiplying the producer's total base milk by the percentage of his total deliveries of producer
milk under all of the orders specified
in § 1126.92 that is delivered under this
order at each respective plant location.
§ 1126.91 Excess milk.
"Excess milk" means the producer
milk of a producer in each of the
months of March through July that is
in excess of the producer's base milk
under this order for the month, and
shall include all the producer milk of a
producer for whom-no base can be
computed pursuant to § 1126.92.
§ 1126.92 Computation of base for each
producer.
(a) The base of each producer shall
-be determined by the market administrator by dividing the total pounds of
producer milk. (as defined under the
respective orders) received from the
producer by all handlers fully regulated under the terms of the respective
orlers regulating the handling of milk
in the Neosho Valley;, Wichita, Kans.;
Red River Vally; Oklahoma metropolitan; Memphis, Tenn.; Fort Smith,
Ark.; central Arkansas; Texas; Lub, bock-Plainview, Tex.; Texas Panhandle: and Rio Grande Valley marketing
areas (parts 1071, 1073, 109 1, 1102,
1104, 1106, 1108, 1120, 1126, 1132, and
1138, respectively, of this chapter)
during the immediately preceding
period of September through December by the number of days' production
represented by such producer milk or
by 90, whichever is greater. Provided,
That any base -that is based on milk
deliveries during 1978 shall be determined by dividing the-total pounds of
producer milk received fromthe producer, in the manner previously described in this paragraph, during the
period of October through. December
by the number of days' production
represented by such producer milk or
by 60, whichever is greater.
(b) The base for a pr6ducer whose
milk is delivered to a plant that did
not become a pool plant under any of
the orders specified in paragraph (a)
of this section until after the beginning of the base-fdrming period shall
be calculated as if the plant were a
pool plant under such orders for the
entire base-forming period. A base

thus assigned shall not be transfer,
able.

§ 1132.32 Other reports.

§ 1126.93 Base rules.
(a) A base may be transferred in its
entirety, or In amounts of not less
than 100 pounds (unless the transfer
involves the remaining portion of such
base), effective on the first day of the
month following the date on which an
application for such transfer Is received by the market administrator.
Such application shall be on a form
approved by the market administrator
and signed by the .baseholder or his
heirs and the person to whom the base
is to be transferred. If a base is held
jointly; the application shall be signed
by all joint holders or their heirs.
"(b) If a base is held jointly and such
joint holding is terminated, the base
may be apportioned among the Joint
holders on any basis agreed to in writing by them. Written notification of
the agreed upon division of base
signed by each of the joint holders
must be received by the market administrator prior to the first day of
the month on which such division is to
be effective.

(b) In addition to the reports requred pursuant to §§1132.30 and
1132.31 and paragraphs (a) and (c) of
this section, each handler shall report
such other information as the market
administrator deems necessary to
verify or establish such handler's obligation under the order.
(c) Each handler who receives mil
from producers shall report to the
market administrator on or before the
seventh day after the end of each of
the months of March through July
the following information:
(1) The name and address or other
appropriate identification of each producer; and
(2) The total pounds of milk and the
pounds of base milk of such producer
delivered to each pool plant (and diverted to each plant that is not a pool
plant) under any of the orders specified in § 1132.92.
3. Section 1132.61 is revised as follows:

§ 1126.94 Announcement

of established

6ases.

On or before Februar, " 10 of each
year the market admin Itrator shall
notify each producer, th e handler receiving milk from him arid, if requested, a cooperative associat Ion in behalf
of each of Its producer m embers of the
base established by suchj producer.
§ 1126.121 [Apended]
10. Section 1126.121(b is amendid
by changing
all references
to
"§ 1126.61(d)" to read "§ 1 126.61(a)(4)."
PANHANDLE
PART 1132-MILK IN THE TEIMS~[D
MARKETING ARE

1. In § 1132.31, paragraj)h (a) (2) and
(4) is revised as follows:
§ 1132.31 Payroll reports.
°
(a) * *
(2) The total pounds of milk received
from such producer an d during the
months of March tlirou gh July the
pounds of base milk;
*

S

S

•

°

(4) The price per h undredwelght
(during the months of M arch through
July the price per hundi edweght for
base milk and for exce ss milk), the
gross amount due, the amount and
nature of any deductions,and the net
amount paid.
*

°*

2. In § 1132.32, paragra ph (b) is revised and a new paragrap h c) is added
to read as follows:

§1132.61 Computation of uniform.price
(including weighted average price and
uniform prices for base and excess
milk).
(a) The market administrator shall
compute the weighted average price
for each month and the uniform price
for each of the months of August
through February per hundredweight
for milk of 3.5 percent butterfat contentf.o.b. pool plants located within
100 miles of the city hall of Amarillo,
Tex., as follows:
(1) Combine into one total the
values computed pursuant to § 1132.60
for all 1iandlers who made the reports
prescribed in § 1132.30 for such month,
except those in default of payments
required pursuant to § 1132.71 for the
preceding month.
(2) Add an amount equal to the sum
of the location adjustments to be
made pursuant to § 1132.75;
(3) Add an amount equal to one-half
of the unobligated cash balance in the
producer-settlement fund;
(4) Subtract an amount computed by
multiplying the total hundredweight
of producer milk included pursuant to
paragraph (a)(1) of this section by 5
cents;
(5) Divide the resulting amoimt by
the sum of the following for all handlers included in these computations:
() The total hundredweight of producemilkand
(i) The total hundredweight for
which a value is computed pursuant to
§ 1132.60(f); and
(6) Subtract not less than 4 cents
nor more than 5 cents.
(b) For each of the months of March
through July, the market administra-
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tor shall compute the uniform prices
per hundredweight for base milk and
for excess milk, each of 3.5 percent
butterfat content as follows:
(1) Compute the uniform price for
excess milk by deducting 5 cents from
the class III price for the month.
(2) Compute the uniform price for
base milk as follows:
(I) From the amount resulting from
the computations pursuant to 'paragraph (a) (1) through (4) of this section, subtract an amount computed by
multiplying the hundredweight of
milk specified in paragraph (a)(5)(ii)
of this section by the weighted average price:
(ii) Subtract an amount computed
by multiplying the uniform.price for
excess milk for the month times the
hundredweight of excess milk;
(iii) Divide the resulting amount- by
the total hundredweight of base milk
included in these computations; and
(iv) Subtract not less than 4 ceilts
nor more than 5 cents.
4. Section 1132.62 is revised as follows:
of
uniform
§ 1132.62 Announcement
prices and butterfat differential.
The market administrator shall announce publicly on or before:
(a) The fifth day after the end of
each month the butter differential for
such month; and
(b) The 10th day after the end of
each month the applicable uniform
prices for such month.
§ 1132.71 [Amended]
5. Section 1132.71(a)(2)(i) is amended by changing the word "price" to
"prices."
6. Section 1132.71(a)(2)(ii).is amended by changing the words "uniform
price" to "weighted average price."
7. In § 1132.73, the introductory text
of paragraph (b) (immediately preceding subparagraph (1)), and paragraphs
(c)(3), (4)(i), and (d)(2) are revised as
follows:
§ 1132.73 Payments to producers and to
cooperative associations.
*

*

*

*

*

(b) On or before the 15th day after
the end of each month, for milk (or
base milk and excess milk) received
during such month, an amount com-

ni-d af. nnf. 1p.es th~n thp_ nnlipablp

price(s) per hundredweight,
ubject to the butterfat differential
computed pursuant to § 1132.74, and
p lus or minus adjustments for errors
nade in previous payments to such
n
roducer; and less
u niform

(c) . . .

(3) Each handler who receives milk
from a cooperative association which
collects payments for its members pursuant to paragraph (c)(1) of this section shall on or before the 20th of
each month, -furnish such association
information showing the daily and
total pounds of milk received from
each of the association's member producers for the first 15 days of such
months, on or before the fifth day
after the end of each month, such information for the 16th through the
end of such month and, for the
months of March through July, on or
befre the seventh day after the end
of each month, the pounds of base
milk.
(4) * * *
(ii) On or before the 13th day of the
following month, in final settlement,
the value of such milk received during
the month, at the applicable uniform
price(s) as adjusted .pursuant to
§§ 11-32.74 and 1132.75, less the amount
of payment made pursuant to paragraph (c)(4)(i) of this section.
(d) * * *
(2) The daily and total pounds and
the average butterfat content of milk
received from such producer, and for
each of the months of March through
July, the pounds of base milk;

§ 1132.74 [Amended]

8. Section 1132.74 is" amended by
changing th6 words "uniform price" to
"uniform prices."
9. Section 1132.75 is revised as follows:
§ 1132.75 Plant location adjustments for
producers and on nonpool milk.
(a) In making payment pursuant to
§ 1132.73 the uniform price and the
uniform price for base milk to be paid
for milk which is received from producers at a' pool plant located 100
miles or more from the city hall, Amarillo, Tex., by the shortest hard-surfaced highway distance as determined
by the market administrator shall be
reduced at the rate set forth in the
following schedule according to the location of the pool plant where such
milk is received from producers:
Rate per
hundredweight
(cents)
Distance from the Amarillo City
Hall (miles):
100 but less than 110.-.: ...........
For each additional 10 ml or fraction
thereof an additloral..........................

15.0

1.5

(b) For purposes of computations
pursuant
§§ 1132.71 and 1]32.72, the
weighted to
average price plus 5 cents
shall be adjusted at the rates set forth
in § 1132.52 applicable at the location
of the nonpool plant from which the
milk was received (but the resulting

price shall not be less than the class
III price.)
§ 1132.76 [Amended]
10. Section 1132.76(a)(4) is amended
by changing the words "uniform
price" *wherever they appear to
"weighted average price."
11. A new center head "Base-Excess
Plan" and five new'sections (§§ 1132.90
through 1132.94) are added immediately following § 1132.86 as follows:
BASE-EXCESS PLAN
§.1132.90 Base milk.
"Base milk" means the producer
milk of a producer under all of the
orders specified in § 1132.92 in each of
the months of March through July
that is not in excess of the producer's
base multiplied by the number of days
in the month. If milk is received as
producer milk (as defined under any
order specified in § 1139.92) from the
same producer during the month by a
handler regulated under this order
and by a handler fully regulated under
any other order specified in § 1132.92,
the amount of such- producer's base
milk received by the handler under
this order at each plant location shall
be determined by multiplying the producer's total base milk by the percentage of his total deliveries of producer
milk under all of the orders specified
in § 1132.92 that is delivered under this
order at each respective plant location.
§ 1132.91 Excess milk.
"Excess milk" means the producer
milk of a producer in each of the
months of March through July that is
in excess of the producer's base milk
under this order for the month, and
shall include all the producer milk of a
producer for whom no base can be
computed pursuant to § 1132.92.
§ 1132.92 Computation of base for each
producer.
(a) The base of each producer shall
be determined by the market administrator by dividing the total pounds of
producer milk (as defined under the
respective orders) received from the
producer by all handlers fully regulated under the terms of the respective
orders regulating the handling of milk
in the Neosho Valley; Wichita,
Kansas; Red River Valley; Oklahoma
Metropolitan; Memphis, Tennessee;
Fort Smith, Arkansas; Central Arkan.
sas; Texas, Lubbock-Plainview Texas;
Texas Panhandle; and Rio Grande
Valley marketing areas (Parts 1071,
1073, 1104, 1106, 1097, 1102, 1108, 1126,
1120, 1132, and 1138, respectively; of
this chapter) during the immediately
September
period
of
preceding
through December by the number of
days' production represented by such
producer milk or by 90, whichever is
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greater: Provided, That any base that
is based on milk deliveries during 1978
shall be determined by dividing the
total pounds of producer milk received
from the producer, in the manner previously described in this paragraph,
during the period of October through
December by the number of days' production represented by such producer
"
milk or by 60 whichever is greater.
(b) The base for a producer whose
milk is delivered to a plant that did
not become a pool plant under any of
the orders specified in paragraph (a)
of this section until after the beginning of the base-forming period shall
be calculated as 'if the plant were a
pool plant under such orders for the
entire base-forming period. A 'base
thus, assigned shall no_. be transferable.
§ 1132.93 Base rules.
(a) A base may be transferred in its
entirety, or in amounts of ,not less
than.100 pounds (unless the transfer
involves the remaining portion of such
base), effective on'the first day of the
month following the date on which an
application for such transfer is received by the market administrator.
Such application shall be on a form
approved by the market adinifilstrator
and signed by the -baselfolder or his
heirs and the person to whom the base
is to be transferred. If a base i$ held
jointly, the application shall be signed
by all joint holders or their heirs.
(b)'If a base is held jointly and such
joint holding-is terminated, the base
may-be apportioned among the joint
holders on any basis agreed to in writing. by them. Written notification of
the, agreed upon- division of base
signed by each of the joint holders
must be received by the market administrator prior to the first day of
the month on which such division is to
be effective.
§ 1132.94 Announcement of established
bases
On or before February 10 of each
year the market administrator shall
notify each producer, the handler receiving milk from him and, if requested, a cooperative association in behalf
of each of its producer members of the
base established by such producer.
§ 1132.121 [Amended]
12. Section 1132.121(b) is amended
by changing .all references
to
"§1132.61(d)" to read "§ 1132.61(a)(4)."
PART 1138-MILK INTHE RIO GRANDE
VALLEY MARKETING AREA

1. In § 1138.31, paragraph (a)(2) and
(4) is revised as follows:
§-1138.31 Payroll reports.
(a).* • •

(2) The total pounds of milk received
from such pioducer and during the
months of March through July the
pounds of base milk;

paragraph (a)(1) of this section by 5
cents;
(5) Divide the resulting amount by
the sum of the following for all handlers included in these computations:
*
•
*
a
(I) The total hundredweight of promilk: and
(4) The price per hundredweight ducer
(iI)
The total hundredweight for
(during
months
of March through
a value
is computed pursuant to
July thethe
price
per hundredweight
for which
§ 1138.60W);
and
not less than 4 cents
Subct
(6)
the
milk).
base milk and for excess
than cents
(6) -ora
gross amount due, the amount and
nature of any deductions, and the net* nor more than 5 cents.
of March
monthsadministraeach of
For July,
amountpaid.(b)
amount paid.
through
thethe
market
tor shall compute the uniform prices

per hundredweight for base milk and
2. Section 1138.32 is revised to read for excess milk, each of 3.5 percent
as follows:
butterfat content, as follows:
(1) Compute the uniform price for
§1138.32 Other reports,
excess milk by deducting 5 cents from
(a) Each handler who receives milk the Class M price for the month
-(2) Compute the uniform price for
from producers shall report to the
market administrator on or before the base nlk as follows:
8th day after the end of each of the
(I) From the amount resulting from
months of March through July the the computations pursuant to paragraph (a)(1) through (4) of this seefollowing information:
(1) The name and address or other tIon, subtract an amount computed by
appropriate Identification of each pro- multiplying the hundredweight of
milk specified in paragraph (a)(5)(ii)
ducer; and
(2) The total pounds of milk and the of this section by the weighted averpounds of base milk of such producer age price;
(H) Subtract an amount computed
delivered to each pool plant (and diverted to each plant that is not a pool by multiplying the uniform price for
plant) under any of the orders spec- excess milk for the month -times the
hundredweight of excess milk:
fied in § 1138.92.
(i) Divide the resulting amount by
(b) In addition to the reports required pursuant to paragraph (a) of the total hundredweight-of base milk
this section and §§ 1138.30 and 1138.31, included in these computations;, and
(iv) Subtract not less than 4 cents
each handler shall report such other
information as the market administra. nor morethan 5 cents.
4. Section 1138.62 is revised as foltor deems necessary to verify or establish such handler's obligation under lows:
the
3. order.
Section 1138.61 is revised as fol- § 1132.62 Announcement
of
uniform
3ows:
S iprices
and butterfat differential.
i
lows:
The market administrator shall an§ 1132.61 Computation of ,uniform price nounce publicly on or before:
(including weighted average price and
(a) The 5th day after the end of
uniform prices for base and excess each month the butterfat differential
milk),
for such month; and
(b) The 12th day after the end of
(a) The market administrator shall
compute the weighted average price each month the applicable uniform
for each month and the uniform price prices for such month.
for each of the months of August § 1138.71 [Amended]
through February per hundredweight
(5) Section 1138.71(a)(2Xi) is amendfor milk of 3.5 percent butterfat, coned by changing the word "price" to
tent as.follows:
"prices."
the
(1) Combine into one total
6. Section 1138.71(a)(2)(ii) is amendvalues computed pursuant to § 1138.60
for all handlers who filed the reports ed by changing the words "uniform
prescribed by § 1138.30 .for the month price" to "weighted average price."
7.In § 1138.73, the introductory text
and who made the payments pursuant
to. §§ 1138.71 and 1138.73 for the pre- of paragraph (b) (immediately precedng subparagraph ()). and paragraphs
ceding month;
(2) Add an amount equal to the sum (d)(2), (e)(2), and (f)(1) are revised as
of the deductions for location adjust- follows:
ments computed pursuant to § 1138.5:
138.73 Payments to produce and to
(3) Add an amoupt equal to not less
cooperative associations.
than one-half of the unobligated balc
ance in the producer-settlement fund;

.

(4) Subtract an amount computed by
multiplying the total hundredweight
of producer milk included pursuant to

(b) On or before the 16th day after
the end of each month, for milk (or
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base milk and excess milk) received.
during such month, an amount computed at not less than the applicable
uniform price(s) per hundredweight as
adjusted pursuant to §§ 1138.74 and
1138.75, plus or minus adjustments for
errors made in previous payments to
such producers and less
d)**

§ 1138.76 [Amended]

10. Section 1138.7 6(a)(4) is amended
by changing the words "uniform
price" wherever they appear to
"weighted average i rice."
11. A. new center head "Base-Excess
Plan" and five new sections (§§ 1138.90
t.hropiT 11 a 4)
re added immediately following § 11i38.86 as follows:

*

(d)**
(2) The total pounds an d the average
butterfat content of n ilk received
from such producer an d during the
months of March throu gh July the
pounds of base milk;

BASE-EXC'ESS

PLAN

§ 1138.90 Base milk.

"Base milk" means the producer
milk of a producer under all of the
orders specified in § 1138.92 in each of
the months of March through July
*
*
that is not in excess of the producer's
()** *
base multiplied by the number of days
(e)*
(2) In making final se ttlement, the in the month. If milk is received as
value of such milk at t he applicable producer milk (as defined under any
uniform price(s) as adjussted pursuant order specified in § 1138.92) from the
to §§1138.74 and 1138 .75 less the same producer during the month by a
amount of partial paym ent made on handler regulated under this order
and by a handler fully regulated under
such milk.
(f) * * *
any other order specified in § 1138.92,
(1) The days of delive ry, the total the amount of such producer's base
pounds of milk, and the average but- milk received by the handler under
terfat test of milk receiv ed from such this order at each plant location shall
producer during the moni h and during be determined by multiplying the prothe months of March through July ducer's total base milk by the percentage of his total deliveries of producer
the pounds of base milk;
milk under all of the orders specified
.
*
in § 1138.92 that is delivered tader this
order at each respective plant location.
§ 1138.74 [Amended]
§ 1138.91 Excess milk.
8. Section 1138.74 is orm price" to
"Excess, milk" means
producer
changing the words "unif
milk of a producer in the
each of the
"uniform prices."
9. Section 1138.75 is r evised as fol- months of March through July that is
in excess of the producer's base milk
lows:
under this order for the month, and
§ 1138.75 Plant location a djustments for shall include all the producer milk of a
producers and on nonpo ol milk.
producer for whom no base can be
(a) For producer mill received at computed pursuant to § 1138.92.
pool plants located in Zornes II and III § 1138.92 Computation of base for each
or at pool plants locate I outside the
producer.
marketing area and mo re than 100
(a) The base of each producer shall
miles, as determined by ti he market administrator, from .the n earest of the be determined by the market adminiscounty courthouses in El Paso County, trator.by dividing the total pounds of
Tex., or Bernalillo, or Santa Fe Coun- producer milk (as defined under the
ties, N. Mex., there shall be deducted respective orders) received from the
from the uniform price and the uni- producer by all handlers fully regulatform price for base mil1k an adjust- ed under the terms of the respective
ment for each such planit for milk at orders regulating-the handling of milk
pursuant "to in the'1Neosho Valley; Wichita, Kans.;
the rates specified
,Red"River Valley; Oklahoma Metro§ 1138.52.
(b) For purposes of computations politan; Memphis, Tenn.; Fort Smith,
pursuant to §§ 1138.71 an d 1138.72, the Ark.; Texas; Lubbock-Plainview, Tex.;
weighted average price st tall be'adjust- Texas Panhandle; and Rio Grande
ed at the rates set fortl Sin § 1138.52 Valley marketing areas (Parts 1071,
applicable at the locatiorn of the non- 1073, 1104, 1106, 1097, 1102, 1108, 1126,
pool plant from which th e milk was rg- 1120, 1132, and 1138, respectively, of
celved, except that the adjusted this chapter) during the immediately
period
of
September
weighted average price plus 5 cents preceding
shall -not be less than the Class III through December by the number of
days' production ;epresented by such
price.

producer milk or by 90, whichever is
greater: Provided, That any base that
is based on milk deliveries during 1978
shall be determined by dividing the
total pounds of producer milk received
from the producer, In the manner previously described in this paragraph,
during the period of October through
December by the number of days' production represented by such producer
milk or by 60 whichever is greater.
(b) The base for a producer whose
milk is delivered to a plant that did
not become a pool plant under any of
the orders specified in paragraph (a)
of this section until after the beginning of the base-forming period shall
'be calculated as If the plant were a
pool plant under such orders for the
entire base-forming period. A base
thus assigned shall not be transferable.

§ 1138.93 Base rules.
(a) A base may be transferred in its
entirety, or In amounts of not less
than 100 pounds (unless the transfer
involves the remaining portion of such
base), effective on the first day of the
month following the date on which an
application for such transfer is received by the market administrator.
Such application shall be on a form
approved by the market administrator
and signed by the baseholder or his
heirs and the person to whom the base
is to.be transferred, If a base is held
jointly, the application shall be signed
by all joint holders or their heirs.
(b) If a base is held jointly and such
joint holding is terminated, the base
may be apportioned among the Joint
holders on any basis agreed to in writIng by them. Written notification of
the agreed upon division of base
signed- by each of the joint holders
must be received by the market administrator prior to the first day of
the month on which such division is to
be effective.

§ 1138.94 Announcement

of established
bases.
On or before February 10 of each
year the market administrator' shall
notify each producer, the handler receiving milk from him and, if requested, a cooperative association in behalf
of each of its producer members of the
base established by such producer.

§ 1138.12112 [Amended]
12. Section 113.121(b) is amended by
changing
all
references
to
"§ 1138.61(d)" to read "§ 1138.61(a)(4)."
[FR Doc. 78-20963 Filed 7-27-78; 8:45 am]

FEDERAL REGISTER, VOL 43, NO. 146-FRIDAY, JULY 28, 1978

FRIDAY, JULY 28, 1978
PART Vii

x

DEPARTMENT OF
LABOR
Employment and
Training Administration

E

STANDARD FOR
BENEFIT PAYMENT
PROMPTNESSUNEMPLOYMENT
COMPENSATION
Revised Regulation

33224

RULES AND REGULATIONS

[4510-30]

Title 20-Employees' Benefits
CHAPTER V-EMPLOYMENT AND
TRAINING ADMINISTRATION, DEPARTMENT OF LABOR
PART 640-STANDARD FOR BENEFIT
PAYMENT PROMPTNESS-UNEMPLOYMENT COMPENSATION
Revised Regulation
AGENCY: Employment and Training
Administration, Labor.
ACTION: Final rule.
SUMMARY: The Secretary of Labor's
Standard
for Benefit
Payment
Promptness requires that State unemployment, compensation laws provide
for the payment of unemployment
benefits with the greatest promptness
that Is administratively feasible, and
sets forth criteria for first payments
of unemployment benefits that will be
deemed to meet the Standard. Part
640 is amended so that the criteria for
promptness of first payments of unemployment benefits will become progressively more stringent. Changes are
made also to provide for appropriate
corrective action when a State's performance falls below the criteria for
promptness.
EFFECTIVE DATE: August 28, 1978.
FOR FURTHER INFORMATION
CONTACT.
Lawrence E. Weatherford, Administrator, Unemployment Insurance
Service, Employment and Training
Administration, U.S. Department of
Labor, 601 D Street NW., Washington, D.C. 20213. Telephone* 202-3767032.
SUPPLEMENTARY INFORMATION:
On November 22, 1977, the proposal to
revise the Standard for Benefit Payment
Promptness-Unemployment
Compensation, in Part 640, Chapter V,
Title 20 of the Code of Federal Regulations, was published in the FEDERAL
REGISTER at 42 FR 59952. Corrections
of errors in the publication of November 22, 1977, were published in th6
FEDERAL REGISTER at 42 FR 62159
dated December 9, 1977.
SU

ARY OF PROPOSED CHANGES

In the document published on November 22, 1977, the Department ,of
Labor proposed to make the following
changes in part 640:
1. Change the standard as it applies
to States which do not require a waiting period.
2. Change the measurement period
from the 12-month period ending June
30 to the 12-month period ending
March 31.

3. Change the standard by introducing higher and graduated criteria to be
achieved over a 3-year period.
Cornm
mTs RECEIVED
Comments were invited on the proposed revision to part 640 with a closing date of December 22, 1977. Responses were received within the time
limit from 33 State agencies, two Department of Labor regional offices,
five legal aid and legal services organizations in four States, and the National Governors' Association. One response was received after the time
limit. While the last response cannot
be considered, It did not contain comments substantially different from
those received within the time limit.
All of the responses received within
the time limit have been considered.
Many of the comments received were
similar to comments submitted when
part 640 was first proposed and pub.lished on March 5, 1976. The most significant comments related to (a) the
effective dates of the more stringent
performance criteria, (b) the proposed
higher criteria levels of performance,
and (c) establishment of separate criteria applicable to agent State performance.
The comments received and changes
made in the proposal are discussed
below.

2. CHANGE OF MEASUREMENT PERIOD

Several States objected to the retroactive application of the amendment
to the Standard, which set more stringent criteria for achievement beginning with the 12-month period ending
March 31, 1978. The States would not
have reasonable time to plan their operations or to take appropriate action
to meet the goal. Accordingly, to
afford States enough lead time to gear
up to meet the performance criteria,
the measurement period for applying
the present criteria of 80 percent for
intrastate first payments and 60 percent for interstate first payments is retained for the 12-month period ending
March 31, 1978. The first measurement period for the new criteria of 83
percent and 65 percent, respectively, Is
changed from the 12-month period
ending on March 31, 1978, to the 12month period ending on March 31,
1979, but in order to avoid retroactive
effect the first measurement period
for the period ending March 31, 1979,
will begin with the month following
the effective date of this final regulation instead of April 1, 1978. In addition, the measurement period for the
second step in the higher crIteria (87
percent and 70 percent) is changed
from the 12-month period ending on
March 31, 1979, to the 12-month
period ending on March 31, 1980.

1. NONWAITING WEEK STATES

3. HIGHER AND GRADUATED CRITERIA

All parties responding to this proposal except one favored allowing nonwaiting week States 21 days instead or
14 days after the end of the first compensable week to make first payments
under the intrastate and interstate crteria. The single respond- ent not favoring the extension from 14 to 21
days proposed that a nonwalting week
State that is meeting the current criteria (80 percent and 60 percent) within
14 days should be required to continue
to do so. The Department does not
consider it feasible nor equitable to develop and enforce separate rules for a
few States.
No change is made in this proposal,
except that the first measurement
period for the higher criteria will, as
explained below, be the period beginning with the month following the effective date of this final regulation
and ending on March 31, 1979, instead
of March 31, 1978.
For the measurement period ending
March 31, 1978, the present criteria
will apply with only a change from 14
days to 21 days in the time limits for
nonwalting week States to make first
payments. Thus, although the present
criteria are retained through March
31, 1978, the change with respect to
nonwating week States is incorporated to accomplish this improvement at
the earliest feasible time.

State responses generally reflected
concern with the prospect of their
meeting the proposed higher criteria.
Reports of accomplishment through
February 1978, show that 43 States
are exceeding the current intrastate
criterion of performance and 31 States
are exceeding the current interstate
criterion calculated with allowance of
21 days for making first payments in
nonwaiting week States. These results
reflect the substantial effort States
are making to improve their performance. This demonstrated effort, combined with continued improvements in
automated systems, strongly indicates
that the proposed higher criteria are
attainable goals, as Is more fully explained in the proposal.
In addition, the advances in the effective dates of the higher criteria
make these goals more readily attainable. Further, the increased criteria of
90 percent and 75 percent proposed for
the 12-month period ending March 31,
1980, have been deleted. This deletion
was made because the effective date of
the increased criteria would have been
advanced to March 31, 1981, and analysis of available information indicates
that a, valid projection so far into the
future cannot be made at this time.
Studies as conducted in 17 States
have been completed in the remaining
States. Results of the later studies
were consistent with the results of the
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earlier studies: Factors identified as
uncontrollable and their adverse effect
on benefit payment promptness were
very simila in both series of studies.
Accordingly, no change is made in
the higher criteria except as explained
above.
4. ENFORCEMENT PROVISIONS

state first payments and 78 percent of
interstate first payments in 35 days
would be equivalent to near 100-percent performance as the accomplishment would include Instances of uncontrollable delays. It Is felt that the
criteria set forth in the final rule
afford adequate protection to the individual claimants. However, § 640.1 Is
changed to express the importance of
promptness in determining eligibility.
A substantial number of States commented on the adverse effect of poor
agent State performance on benefit
payment promptness. The Department of Labor has made detailed recommendations to all States concerning
procedures for processing interstate
claims, and feels that implementation
of said recommendation- would produce substantial improvement in interstate benefit payment promptness.
Therefore, no change Is made in the
regulation in this respect.

Accordingly, part 640 of chapter V of
title 20, Code of Federal Regulations,
is revised as set forth below.
Signed at Washington, D.C., on July
25, 1978.
ERNST G. Gnpn,
Assi stantSecretaryfor
Employment and Training.

The enforcement provisions have
Sec.
been amended to allow the Depart640.1 Purpose and scope.
640.2 Federal law requirements.
ment of Labor flexibility in applying
640.3 Interpretation of Federal law rethe appropriate remedial steps to spequirements.
cific situations rather than applying
640.4 Standard for conformity.
all remedial steps to all situations of
640.5 Criteria for compliance.
noncompliance.
640.6 Review of State compliance.
The fact that a State does not meet
640.7 Benefit payment performance plans.
the applicable intrastate or interstate
640.8 Enforcement of the standard.
640.9 Information. reports and studies.
criterion within a prescribed measurement period does not necessarily mean
AuToRTr: Sec. 1102, Social Security Act
failure to meet the Secretary's stand(42 U.S.C. 1302): Secretary's order No. 4-75.
dated April 16. 1975 (40 FR 18515) (5 U.S.C.
ard.
553). Interpret and apply secs. 303(a)(1) and
The standard requires .substantial
303(b)(2) of the Social Security Act (42
compliance with a requirement for the
U.S.C. 503(a)(1). 503(b)(2)).
greatest promptness that is adminisSUMMARY OF CHANGES IN FNAL RuLE
tratively feasible. A State that has met
and scope.
Based upon comments received in re- § 640.1 Purpose
the specified percentage of first pay(1)
Section 303(a)(1) of
Purpose.
(a)
ment criteria in a measurement period sponse to the November 22, 1977, document, and other data accumulated the Social Security Act requires, for
will be deemed to be in substantia
compliance for that period. When a since that date, the changes to 20 CFR the purposes of title III of that act,
State has not met those criteria, how- Part 640, dated July 23, 1976, are sum- that a State unemployment compensation law include provision for methods
ever, a determination is then needed marized as follows:
1. The effective date of the first of administration of the law that are
of whether or not the State has evidenced the requisite substantial com- higher criteria will be the period reasonably calculated to insure the
pliance. Such a determination requires ending March 31, 1979, and the second full payment of unemployment coman inquiry into the circumstances that increase in the criteria will be the 12- pensation when determined under the
prevented the State from reaching the month period ending March 31, 1980. State law to be due to claimants. The
specified criteria. If that inquiry dem- -The proposed third increase to have standard in this part is issued to imonstrates that the State has achieved been effective for the 12-month period plement section 303(a)(1) in regard to
promptness in the payment of unem-the greatest promptness reasonably ending March 31, 1980, is deleted.
2. Nonwaiting week States are al- ployment benefits to eligible claimattainable in its circumstances, the
State may be considered to be in sub- lowed 21 days to meet the criteria, ef- ants.
(2) Although the standard applies to
stantial" compliance. On the other fective for the period ending March
the promptness of all benefit payhand, when a State does not- meet 31, 1978.
3. The period over which the benefit ments and the criteria apply directly
specified criteria due to circumstances
that it could have avoided by taking payment promptness is to be measured to the promptness of first benefit paycorrective action and persists in such is changed from the 12-month period ments, it Is recognized that adequate
. omissions, a compliance question ending June 30 to the 12-month period performance Is contingent upon the
.prompt determination of eligibility by
would be-presented. To clarify this, ad- ending March 31.
4. Enforcement provisions are modi- the State as a condition for the payditions to § 640.3 set forth the meaning
of the greatest promptness that is ad- fied to allow the Department of Labor ment or denial of benefits. Accordingnlinistratively feasible and the test of needed flexibility in the application of ly, implicit In prompt performance
with respect to benefit payments is
substantial compliance that will be ap- remedial steps.
5. Sections 640.1 and 640.3, relating the corresponding need for promptplied.
to purpose and Interpretation of Fed- ness by the State in making determi5. OTER COMbcNTSeral law requirements, are clarified by nations of eligibility. However, applicable Federal laws provide no authoriComments were received recom- added provisions.
Other minor clarifying and technil- ty for the Secretary of Labor to determending that the standard require cal6.changes
are made.
mine the eligibility of indiijduas
100-percent compliance'within a speci-'
Noxs.-The Department of Labor has de- under a State law.
fied number of 'days, and that the
(b) Scope. (1) The standard in this
termined that this document does not constandard by omitting this requirement
did not adequatelv protect the rights tain a major proposal requiring the prepara- part applies to all State laws approved
Impact statement under by the Secretary of Labor under the
of individual claimants. Another com- tion of an economic
Order 11949 and applicable au- Federal Unemployment Tax Act (secmentor recommeded that the standard Executive
thority.
tion 3304 of the Internal Revenue
require States to either make payment
This document was prepared under Code of 1954, 26 U.S.C. 3304), and to
or a determination in all cases within aspecified number of days. There are the direction and control of Lawrence the administration of the State laws.
(2) The standard specified in § 640.4
various factors categorized as uncon- E. Weatherford, Adminsitrator, Unem.trollable delays which make it virtual- ployment Insurance Service, Employ- applies to all claims for unemployly impossible for States to issue 100 memt and Training Administration. ment compensation. The criteria for
percent of their first payments at a U.S. Departmept of Labor, 601 D State compliance In § 640.5 apply to
interval- Theoretically, Street NW., Washington, D.C. 20213, first payments of unemployment comprescribed
pensation under the State law to eligiachievement of 93 percent of intra- telephone 202-376-7032.
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ble claimants following the filing of
initial claims and first compensable
claims.
§ 640.2 Federal law requirements.
(a) Conformity. Section 303(a)(1) of
the Social Security Act, 42 U.S.C.
503(a)(1), requires that a State law inelude provision for.
Such methods of administration * * as
are found by the Secretary of Labor to be
reasonably calculateal to insure full payment of unemployment compensation when
due.
(b) Compliance Section 303(b)(2) of
the Social Security Act, 42 U.S.C.
503(b)(2), provides in part that:
Whenever the Secretary of Labor, after
reasonable notice and opportunity for hearing to the State agency charged with the administration of the State law, finds that in
the administration of the law there is:
(1) * 0 .
(2) a failure to comply substantially with
any provision specified In subsection (a) of
this section;
the Secretary of Labor shall notify such
Ptate agency that further.payments will not
be made to the State until the Secretary of
Labor is satisfied that there is no longer any
such * * * failure to comply.
Until he Is so satisfied, he shall make no
further certification to the Secretary of the
Treasury with respect to such State * *.
§ 640.3 Interpretation of Federal law' requirements.
(a) Section 303(a)(1). The Secretary
interprets section 303(a)(1) of the
Social Security Act to require that a
State law include provision for such
methods of administration as will reasonable insure the full payment of unemployment benefits to eligibld claimants with the greatest promptness
that is administratively feasible.
(b) Section 303(b)(2). (1) The Secretary interprets section 303(b)(2) of the
Social Security Act to require that, in
the administration of a State law,
there shall be substantial compliance
with the provision required by section
303(a)(1).
(2) The greatest promptness that is
admlnstratively feasible will depend
upon the circumstances in each State
that impacts upon its performance in
paying benefits. Factors reasonably
beyond a State's control may cause its
performance to drop below the level of
adequacy expressed in the table below
as criteria for substantial compliance
applicable to all States. Where it is
demonstrated that failure to meet the
criteria of adequacy is attributable to
factors reasonably beyond the State's
control and, in light of those factors,
the State has performed at the highest level administratively feasible, it
wil be considered that the State is'n
substantial
compliance with the
Standard for conformity. Whether or
not the State is in substantial compli-

ance, the remedial provisions of
§§640.7 and 640.8 will be applicable
when the pertinent criteria are not
met.
§ 640.4 Standard for conformity.
A State law will satisfy the requirement of section 303(a)(1), if it contains
a provision requiring, or which is construed to require, such methods of administration as will reasonably insure
the full payment of unemployment
benefits to eligible claimants with the
greatest promptness that is administratively feasible.
§ 640.5 Criteria for compliance.
The criteria in the schedule below
shall apply in determining whether, in
the administration of a State law,
there has been substantial compliance
with the provision required by section
303(a)(1) in the issuance of benefit
payments to eligible claimants for the
first compensable weeks of unemployment in their benefit years:
Percentage of first payments

issued--days following end
of first compensable week

14 days, 21 days,
waiting nonwalting 35 days,
week
week all States
states States,
Intrastate claims
Performance to be
achieved for the
12-mo. period
ending:.
Mar. 31, 1978 .....
Mar. 31, 1979 ...
Mar. 31, 1980,
and
thereafter

o80

80 ................

283

283

87

87

290

93

Interstate claims
Performance to be
achieved for the
12-mo. period
ending.
Mar. ;31, 1978....
Mar. 31,1979 .....
Mar. 31, 1980.
and
thereafter

60

60 .................
'75

265

265

70

70

78

'A nonwaiting week State Is any State whose law
does not require that a non-compensable period of
unemployment be served before the payment of
benefits commences.
'Beginning with the month following the effective date of this revised regalation.

A State will be deemed to comply substantially, as set out in §§ 640.2(b) and
640.3(b), if its average performance,
for the period of review, meets or exceeds the applicable criteria set forth
above.
§ 640.6 Review of State compliance.
(a) Annual reviews. The administration of each State law shall be reviewed annually for compliance, as set

out In §§ 640.2(b) and 640.3(b). Annual
reviews shall be for the 12-month
period ending on March 31 of each
year. An annual review with respect to
any State shall be based upon the
monthly reports of performance submitted to the Department by the
State agency, any special reports of
performance submitted to the Department by the State agency, any benefit
payment performance plan applicable
to the period being reviewed, any
study or anylysis of performance relevant to the period being reviewed, and
any other audit, study, or analysis as
directed by the Department of Labor.
(b) Periodic review. The administration of any State law may be reviewed
at any other time, when there is
reason to believe that there may be
failure of compliance as set out in
§§ 640.2(b) and 640.3(b). Such a review
shall be based upon the same elements
as may be required for an annual
review.
§ 640.7 Benefit payment
performance
plans.
(a) Annual plan. An annual benefit
payment performance plan shall be
submitted by a State agency to the
Department of Labor when average
performance over a 12-month period
ending on March 31 of any year does
not meet the criteria specified in
§ 640.5. An annual plan shall be submitted by July 31 following the applicable March 31, and shall be a plan for
the fiscal year that begins on the succeeding October 1. An annual plan
shall be subject to continuing appraisal during the period it Is In effect, and
shall be subject to modification from
time to time as may be directed by the
Department of Labor after consultation with the State agency.
(b) Periodicplan. A periodic benefit
payment performance plan shall be
submitted by a State agency when di.
rected by the Department of Labor, A
periodic plan may be in addition to, or
a modification of an annual plan arkd
may be required even though an
annual plan covering the same period
is not required. A periodic plan shall
be subject to continuing appraisal
during the period It is n effect, and
shall be subject to modification from
time to time as may be directed by the
Department of Labor.
(c) Content of Plan. An annual plan
or periodic plan shall set forth such
corrective actions, performance and
evaluation plans, and other matters as
the Department of Labor directs, after
consultation with the State agency.
§ 640.8 Enforcement of the standard.
(a) Action by the Department of
Labor. When a State agency falls, for
an extended period, to meet the stand.
ard set forth in § 640.4 or the criteria
specified in § 640.5, or falls to show
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satisfactory improvement after having
submitted a benefit payment performance plan of action, the Department
of Labor shall pursue any of the following remedial steps that it deems
necessary before considering application of the provisions of § 640.2:
(1) Initiate informal discussion with
State agency officials pursuant to
§ 601.5(b) of this chapter.
(2) Conduct an' evaluation of the
State's benefit payment processes and
analyfe the reasons for the State's
failure to meet the standard.
(3) Recommend specific actions for
the State to take to improve its benefit payment performance.
(4) Request. the State to submit a

plan for complying with the standard
* by a prescribed date.
(5) Initiate special reporting requirements for a specified period of time.
(6) Consult with the Governor of the
State regarding the consequences of
the State's noncompliance with the
I standard.
(7) Propose to the Governor of the
FState and on an agreed upon basis arrange for the use of expert Federal
staff to furnish technical assistance to
i the State agency with respect to its
I payment operations.
(b) Action by the AssistantSecretary,
If, after all remedial steps have been
exhausted, a State falls to take appropriate action, or otherwise fails to

meet the standard specified in § 640.4,
the Assistant Secretary for Employment and Training shall, after taking
all factors into consideration, recommend to the Secretary of Labor that
appropriate notice be sent to the State
agency and that an opportunity for a
hearing be -extended in accordance
with section 303(b) of the Social Security Act.
§ 640.9 Information, reports and studies.
A State shall furnish to the*Secretary of Labor such information and reports and make such studies as the
Secretary decides are necessary or appropriate to carry out this part.
(EM Doc. 78-21054 Filed 7-27-78; 8-45 am]
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