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(e) Expiration date. The provisions of

this order shall expire at 11:59 pm.,
August 31, 1973, unless otherwise modi-
fied, changed, or suspended by order of
this Commission.
(Secs. 1, 12, 15, and 17(2), 24 Stat, 379, 383,
384, ns amended; 40 US.C. 1, 12, 15, and 17
(2). Intorprets or applies secs. 1(10-17), 15
(4), and 17(2), 40 Stat. 101, as amended, 54
Stat. ;m: 49 US.C. 1(10-17), 15(4), and
17(2).

It is further ordered, That copies of
this order shall be served upon the As-
sociation of American Railroads, Car
Service Division, as agent of the rail-
roads subscribing to the car service and
car hire agreement under the terms of
that agreement, and upon the American
Short Line Rallroad Association; and
that notice of this order shall be given to
the general public by depositing a copy
in the Office of the Secretary of the
Commission at Washington, D.C., and
by filing it with the Director, Office of the
Federal Register.

By the Commission, Railroad Service
Board.

Ropert L. OSWALD,
Secretary.

[FR Doc.73-5043 Filed 3-14-73;8:45 am]

[seAL)

Title 50—Wildlife and Fisheries

CHAPTER I—BUREAU OF SPORT FISHER-
IES AND WILDLIFE, FISH AND WILDLIFE
W DEPARTMENT OF THE INTE-

PART 33—SPORT FISHING
Certain Wildlife Refuges in California

The following special regulations are
issued and are effective March 15, 1973.

§ 33.5 Special regulations: sport fishing;
for individual wildlife refuge arcas.

General conditions: Fishing shall be
in accordance with applicable State reg-
ulations, Portions of refuges which are
open to fishing are designated by signs
and/or delineated on maps. The maps
are available at the respective refuge
headquarters and from the office of the
Reglonal Director, Bureau of Sport Fish-
eries and Wildlife, Post Office Box 3737,
Porltand, OR 97208.

Colusa National Wildlife Refuge—
(Headquarters: Sacramento National
Wildlife Refuge, Route 1, Box 311, Wil-
lows, CA 95988).

Special Conditions: (1) The taking of
frogs is permitted except that the refuge
is closed to sport fishing and the taking
of frogs during the migratory waterfowl
hunting season.

(2) The use of boats without motors Is
permitted for fishing and the taking of
frogs.

Delevan National Wildlife Refuge—
(Headquarters: Sacramento National
Wildlife Refuge, Route 1, Box 311, Wil-
lows, CA 95988).

Special Conditions: (1) The taking of
frogs is permitted except that the refuge
iz closed to sport fishing and the taking
of frogs during the migratory waterfowl
hunting season.
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(2) The use of boats without motors is
permitted for fishing and the taking of

frogs.

Modoc National Wildlife Refuge—
(Headquarters:  Sheldon-Hart-Modoc
National Antelope Refuges, Post Office
Box 111, Lakeview, OR 97630).

Special Conditions: (1) Fishing will be
permitted in designated areas only during
the migratory waterfowl hunting season.

(2) The taking of frogs on refuge lands
is prohibited except by special permit
obtainable at refuge headquarters, Al-
turas, Calif,

Sacramento National Wildlife Refuge,
Route 1, Box 311, Willows, CA 95988,

Special Conditions: (1) The taking of
frogs Is permitted except that the refuge
is closed to sport fishing and the taking
of frogs during the migratory waterfowl
hunting season.

(2) The use of boats without motors is
?ermltt.ed for fishing and the taking of

TOgs.

San Luis National Wildlife, 535 J
Street, Los Banos, CA 93635.

Special Conditions: (1) Pishing per-
mitted from sunrise to 1 hour after
sunset.

(2) The refuge is closed to sport fishing
during the migratory waterfowl hunting
season.

(3) Use of boats is prohibited.

Salton Sea National Wildlife Refuge,
Post Office Box 247, Calipatria, CA 92233,

Special Condition: (1) Fishing is per-
mitted in that portion of the refuge
which is inundated by the Salton Sea.

The provisions of these special regu-
lations supplement the regulations which
govern fishing on wildlife refuge areas
generally, which are set forth in Title 50,
Code of Federal Regulations, Part 33,
and are effective through December 31,
1973.

L. EopwARD PERRY,
Acting Regional Director, Bu-
reau of Sport Fisheries and
wildlife,

Marcn 8, 1973.
| FR Doc,78-5010 Flled 3-14-73:8:45 am|

PART 33—SPORT FISHING
Certain Wildlife Refuges in Idaho

The following special regulations are
issued and are effective on March 15,
1973.

£ 33.5 Special regulations: sport fishing:
for individual wildlife refuge areas.

General conditions: Fishing shall be in
accordance with applicable State regu-
lations except for special conditions
listed.

All areas open to fishing are designated
by signs and delineated on maps avail-
able at the respective refuge headquar-
ters and from the office of the Regional
Director, Bureau of Sport Fisheries and
Wildiife, Post Office Box 3737, Portland,
OR 97208.

Deer Flat National Wildlife Refuge,
Route 1, Box 1457, Nampa, ID 83651.
Sport fishing is permitted on the entire
refuge year-round except as stipulated
under special conditions,

Special conditions: (1) Fishing is not
permitted on the public hunting arey
during the migratory waterfowl hunting
season.

(2) Boats with motors may be used
during daylight hours only (interpreted
here to be 1 hour before sunrise to 1 hour
after sunset) from April 15 through
September 30, 1973.

(3) Shoreline fishing is prohibited on
the islands of the Snake River sector
from February 1 to May 31,

Eootenal National Wildlife Refuge,
Star Route No. 1, Box 88, Bonners Ferry,
1D 83805.

Sport fishing is permitted on portions
of Kootenal River, Deep Creek, and
Myrtle Creek within the refuge.

Minidoka National Wildlife Refuge,
Route 4, Rupert, Idaho 83350,

Sport fishing is permitted on the entire
refuge year-round except as stipulsted
under special conditions.

Special conditions: (1) Shoreline fish-
ing shall be permitted on the entire ref-
uge year around.

(2) Boat fishing is permitted on the
main reservoir from Minidoka Dam to
the west end of Bird Island, April 1
through September 30, 19873, and from
Smith Springs to the east end of the
refuge October 1 through June 30, 1973,
during daylight hours only.

(3) Boat crossing lanes at Smith and
Gifford Springs’ open year around.

The provisions of these special regula-
tions supplement the regulations which
govern fishing on wildlife refuge arcas
generally and which are set forth in
Title 50, Code of Federal Regulations
Part 33, and are effective through De-
cember 31, 1973,

L. Epwanrp Perry,
Acting Regional Director, Bu-
reaw of Sport Fisheries and
wildlife.
Marcu 7, 1973.

[FR Doc. 734609 Plled 3-14-73;8:45 am)

PART 33—SPORT FISHING
Certain Wildlife Refuges in Oregon and
California

The following special regulations are
ils:%ed and are effective on March 15,

§ 33.5 Special regulntions; sport fishing:
for individual wildlife refoge arcas

General conditions. Fishing shall be In
accordance with applicable State regu-
lations and special conditions lsted
Portions of refuges which are open W
fishing are designated by signs and/or
delineated on maps. The maps arc avail-
able at the respective refuge headquar-
ters and from the office of the Regional
Director, Bureau of Sport Fisheries and
Wildlife, Post Office Box 3737, Portland,
OR 97208.

OREGON

Ankeny National Wildlife Refugt—
(Headquarters: William L. Finley X
tional Wildlife Refuge, Route 3, Box 208
Coryallis, OR 97330). o

Special conditions: (1) The use
boats is not permitted.
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%) During the open season, fishing
shall be permitted each day from 1 hour
sefore sunrise to 1 hour after sunset.
v of artificial lights will not be per-
mitted.

Hart Mountain National Antelope
pefuge—(Headquarters: Sheldon-Hart
Mountain National Antelope Refuges,
Pt Office Box 111, Lakeview, OR
§1630).

Klamathh Forest National Willdlife
pefuge—(Headquarters: Tule Lake Na-
tional Wildlife Refuge, Route 1, Box 74,
Tulelake, CA 96134).

Special condition:
snot permitted.

Malheur National Wildlife Refuge,
Pust Office Box 113, Burns, OR 97720.

Special conditions: (1) Refuge waters,
vith the exception of Krumbo Reservoir,
we closed to the use of boats for fishing

purposes.

{1 The use of motors on boats is not
permitted on Krumbo Reservoir.

Upper Klamath National Wildlife
Refuge—(Headquarters: Klamath Basin
§ational Wildlife Refuges, Route 1, Box
%, Tulelake, CA 96134).

Special condition: (1) Speedboats
shall not exceed 10 miles per hour in any
sream, creek, or canal, and that por-
tion of Pelican Bay west of a line be-
fining at a point on the north shore of
Pillean Bay one-fourth mile east of
Crystal Creek and extending due south
% opposite shore of the lake,

William L. Finley National Wildlife
;?3!;:0 Route 2, Box 208, Corvallis, OR

Bpeclal conditions: (1) Use of boats
i not permitted.

@) During the open season, fishing
ihall be permitted each day from 1 hour
bfore sunrise to 1 hour after sunset.
5.’5;;:,{ artificial lights will not be per-

Cold Springs National Wildlife Ref-
le—(Headquarters: Umatilla National
Widlifs Refuge, Post Office Box 239,
Umatilla, OR 97882).

conditions: (1) The refuge is
tised to sport fishing during the mi-
atory waterfowl hunting season.

(2) Boats without motors may be used
for purpose of fishing.

McKay Creek National Wildlife Ref-
We—(Hendquarters: Umatilla National
Widlife Refuge, Post Office Box 239,
Umatilla, OR 97882),

Special condition: (1) The refuge is
tiosed to sport fishing during the migra-
“ry waterfowl hunting season.

The provisions of these special regu-
ltlons  supplement the regulations
¥hich govern fishing on wildlife refuge
;{m generally, which are set forth in

Ue 50, Code of Federal Regulations,

Pat 33, and are effective through De-
tember 31, 1973, .

(1) Use of boats

L. Epwanp PeRRY,
Acting Regional Director, Bu-
reau of Sport. Fisheries and
Wildlife.

Mancxe g, 1973,
IPR Doc.73-5001 Piled 3-14-73:8:45 am]
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PART 33—SPORT FISHING
Certain Wildlife Refuges in Washington

The following special regulation is is-
sued and is effective on March 15, 1973,

§ 33.5 Special regulations; sport fishings
for individuanl wildlife refuge areas.

General conditions. Fishing shall be
in accordance with applicable State reg-
ulations. Portions of the refuge which
are open to fishing are designated by
signs and/or delineated on maps. The
maps are available at the refuge head-
quarters and from the office of the Re-
gional Director, Bureau of Sport Fish-
eries and Wildlife, Post Office Box 3737,
Portland, OR 87208.

McNary National Wildlife Refuge,
Post Office Box 19, Burbank, WA 99323,

Special conditions: (1) The refuge is
closed to sport fishing during the mi-
gratory waterfowl hunting season.

(2) The use of boats or floating de-
vices of any description is prohibited.

Columbia National Wildlife Refuge,
Post Office Drawer F, Othello, WA 99344,

Special conditions: (1) Mallard Lake,
Migraine Lake, Seabrock Lake, Royal
Lake, Crab Creek, Marsh Management
Units I and III are open April 15 through
August 15, 1973,

(2) The use of boats and the use of
outboard motors are prohibited on lakes
s0 posted.

The provisions of this special regula-
tion supplement the regulations which
govern fishing on wildlife refuge areas
generally, which are set forth in Title 50,
Code of Federal Regulations, Part 33,
and are effective through December 31,
1973,

L. Eowarp Penry,

Acting Regional Director,
Bureau of Sport Fisheries
and Wildlife.

Maacr 7, 1073,

[FR Doc.73-5000 Filed 3-14-73:8:45 am)

PART 33—SPORT FISHING
Horicon National Wildlife Refuge, Wis.

The following special regulation is is-
sued and is effective on March 15, 1973.

§ 33.5 Special regulations; sport fishing,
for individual wildlife refuge arcas.

WiscoNsiy
HORICON NATIONAL WILDLIFE REFUGE

Sport fishing on the Horicon National
Wildlife Refuge, Mayville, Wis., is per-
mitted only on the areas designated by
signs as open to fishing, These open areas
are delineated on maps avallable at
refuge headquarters and from the office
of the Regional Director, Bureau of Sport
Fisheries and Wildlife, Federal Building,
Fort Snelling, Twin Cities, Minn. 55111,
Sport fishing shall be in accordance with
all applicable State regulations subject
to the following special conditions:

(1) The open season for sport fishing
on the refuge extends from May 15, 1973,
through September 15, 1973, inclusive,

FEDERAL REGISTER, VOL. 38, NO. 50—THURSDAY, MARCH

7001

(2) The use of boats is not permitted.
(3) Fishing during daylight hours
only.

The provisions of this special regulation
supplement the regulations which govern
fishing on wildlife refuge areas generally
which are set forth in Title 50, Part 33,
and are effective through September 15,
1873,
RoBeRT G. PERSONIUS,
Refuge, Manager, Horicon Na-
tional Wildlife Refuge, May-
ville, Wis.

Mancw 6, 1973.
[PR Doc.73-5013 Piled 3-14-73;8:45 am]

Title 21—Food and Drugs

CHAPTER |—FOOD AND DRUG ADMINIS-
TRATION, DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

ENVIRONMENTAL IMPACT STATEMENTS
Procedures for Preparation

In the Froenan Recistep of July 12,
1072 (37 FR 13636), the Commissioner of
Food and Drugs published proposed pro-
cedures for consideration of environ-
mental impact factors pursuant to the
National Environmental Policy Act of
1969 (Public Law 91-190; 83 Stat. 852 et
seq.; 42 US.C. 4321-4347).

During the 60-day comment period,
15 comments were received on the pro-
posal; from the Environmental Protec-
tion Agency, one college of agriculture,
three trade associations, and regulated
industries. The principal points raised
and the Commissioner's conclusions are
as follows:

A. Applicability. Seven comments ques-
tioned whether routine actions of the
Food and Drug Administration, such as
approval of new drug applications, new
animal drug applications, antibiotic drug
monographs, food additive petitions and
color additive petitions constitute major
actions significantly affecting the quality
of the human environment which would
require issuance of environmental impact
statements. Two comments doubted that
destruction of condemned, enjoined, de~
tained, or recalled articles would ever
amount to a major agency action requir-
ing an environmental impact statement.
Five comments proposed establishing
categories of animal drugs which would
be excluded from environmental Impact
consideration. The Commissioner con-
cludes that the National Environmental
Pollcy Act applies to the categories of
agency action in §6.1(b) and that FDA
shall therefore consider the need for
preparing environmental impact state-
ments for them. No environmental im-
pact statement will be Issued if the
agency action is not major or it does not
significantly affect the quality of the hu-
man environment.

B. Environmental impact analysis re-
ports. Five comments stated that the
FDA has no authority to require new
drug applications, new animal drug ap-
plications, new antibiotic drug applica-
tions, food additive petitions and color
additive petitions to include environ-
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mental impact analysis reports, or to
refuse to accept or file such an appii-
cation or petition for failure to include
such a report, or to reject such an ap-
plication or petition for fallure to include
an adequate environmental impact
analysis report. Seven comments ob-
jected that the filing of environmental
impact analysis reports would cause
lengthy delays in the processing of such
applications and petitions, The Commis-
sloner concludes that the National En-
vironmental Policy Act, as interpreted
by the courts, amends the Federal Food,
Drug, and Cosmetic Act to the extent
that it requires consideration of environ-
mental issues in the review by the FDA
of these applications and petitions, and
that the FDA therefore has the authority
to require submission of adegquate en-
vironmental data as a criterfon for ac-
cepting, filing, and approving them.

Five comments proposed that an ap-
plicant or a petitioner be required to
file an environmental impact analysis
report only when the FDA determines
that a specific application or petition
constitutes a major agency action sig-
nificantly affecting the quality of the
human environment. One comment sug-
gested that submission of an environ-
mental impact analysis report be re-
quired for destruction of condemned,
enjoined, detained, or recalled articles
only when the agency determines that
destruction of an article constitutes a
major FDA action significantly affect-
ing the quality of the human environ-
ment, The Commissioner concludes that
environmental impact analysis reports
are necessary for all applications and
petitions submitted to FDA and for all
destructions of condemned, enjoined, de-
tained, and recalled articles in order to
provide sufficient environmental data
and information to enable the agency
to determine whether an environmental
impact statement must be issued on the
action involved. The amount and detail
of the information provided in the en-
vironmental impact analysis report will
be expected to vary depending upon the
nature of the action involved.

Three comments proposed prompt
notification to an applicant if its en-
vironmental impact analysis report is
Inadequate. Three comments also rec-
ommended that notice be afforded an
applicant when the FDA deems the
amendment to an existing regulation or
the supplement to an existing approval
is substantial enough to require submis-
sion of an environmental impact analy-
sls report. Notice in both these instances
will be given in accordance with existing
regulations of the FDA providing that
an applicant will be notified if {ts ap-
plication Is incomplete for filing.

C. Trade secrets and confidential in-
Jormation. Twelve comments expressed
concern that submission of an environ-
mental impact analysis report by an ap-
plicant or petitioner would necessitate
disclosure of trade secrets and confiden-
tial information, particularly with re-
spect to a description of the manufac-
turing process required in the report.

RULES AND REGULATIONS

Seven comments proposed that appli-
cants and petitioners have the oppor-
tunity to review environmental Impact
statements before they are made avail-
able to the public to prevent disclosure
of trade secrets and confidential infor-
mation by the statements. The Commis-
sioner concludes that data and informa-
tion which constitute trade secrets or
confidential information under 21 CFR
Part 4 should not be submitted in an
environmental impact analysis report,
elthough they are submitted as part of
an application or petition itself. A new
paragraph (h) is therefore added to § 6.1
to this effect. The FDA is not precluded
from considering trade secrets or con-
fidential information submitted by an
applicant or petitioner in its environ-
mental assessment of an application or
petition, However, no trade secrets or
confidential information submitted in
the application or petition will be dis-
closed in an environmental impact state-
ment circulated outside the Department.

D. Time for consideration of environ-
mental impact statements. Nine com=
ments proposed time limitations for the
preparation and review of environmental
impact statements for food additive peti-
tions, new drug applications and new
animal drug applications on the grounds
that sections 409(¢c), 505(¢), and 512(c)
of the Federal Food, Drug, and Cosmetic
Act require the agency to act on such
applications and petitions within 180
days after filing. The Commissioner con-
cludes that the National Environmental
Policy Act, as interpreted by the courts,
amends the Federal Food, Drug, and
Cosmetic Act to the extent that it re-
quires the FDA to give full consideration
without restrictions of time to all en-
vironmental issues relevant to FDA ap-
proval of food additive petitions, new
drugs and new animal drugs. Every
effort will be made to stay within the
statutory time periods and the regula-
tions so provide.

E. Alleged regulatory duplication,
Seven comments contended that the re-
quirement to include a description of
manufacturing processes In environ-
mental impact analysis reports unneces-
sarily duplicates regulatory activity
since the Environmental Protection
Agency and various State and local au-
thorities already administer air and
water quality standards controlling the
emission of pollutants. Two comments
made an identical contention with re-
spect to the requirement of environ-
mental Impact analysis reports for
destruction of condemned, enjoined, de-
tained, or recalled articles. The Commis-
sioner finds that existing Federal, State,
and local regulation of air and water
pollution does not eliminate the inde-
pendent statutory obligation of the FDA
under NEPA to consider all relevant en-
vironmental factors in performing its
regulatory activities. The Commissioner
concludes that, to fulfill its responsibili-
ties under the National Environmental
Policy Act, the FDA must require the
submission of environmental data and
information on the discharge of pol-
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lutants in the manufacture of any dry
food additive or color additive it revieg
for marketing and in the destruction
all articles removed from the market p
a result of legal action it Initiates, Onee
a description of the pollutants expecied
to be discharged is included, a statement
of other applicable Federal, State, and
local requirements, and nformatis
showing that they are satisfied, will ords
narily be sufficient for this aspect of the
environmental impact analysis report.

F. Destruction of perishable articls,
One comment expressed concern that
perishable articles condemned, enjolusd,
detained, or recalled might create an es-
vironmental and health hazard whie
awaiting environmental impact consid-
eration prior to destruction. Section £3
(¢) of the regulation permits immediate
destruction of such articles without en-
vironmental impact statement considera-
tion in order to protect the public health,

G. Direct solicitation of commenls
Jrom Federal agenciés. The Environ-
mental Protection Agency proposed that
comments on draft environmental im-
pact statements be directly solicited from
those Federal agencles concerned with
the substance of the statements by res-
son of jurisdiction by law or special ex-
pertise to insure maximum input to ibe
agency's environmental statement re
view. process pursuant to the NEPA
guidelines of the Council on Environ-
mental Quality, The Commissioner con-
curs with this proposal, and provision for
direct solicitation is therefore included
in § 6.3¢) (3).

H. Investigational mnetw drugs. The
Environmental Protection Agency ques-
tioned the exemption afforded investiga-
tional new drugs from envlronmenuil
impact statement consideration in 161
(d) (5) of the proposal. Since an mref-
tigational new drug is not pcrmit:ed'-o
be commercially marketed, the Commis-
sioner concludes that allowing limited in-
vestigation in most instances is not 8
major action and does not significantly
affect the quality of the human environ-
ment. In those instances where an e
vironmental impact statement may be
required, the applicant will be s0 noil
fled and §6.1(d)(5) is amended to #®
provide. io

I. Additional changes. In addition }
the amendments adopted on the bass ¢
comments received, the Commissioner
concludes that additional ameudmcx.lb
be made to the regulation, as follows:

1. All provisions of the proposal ,“O;é
erning hazardous substances are delele
since jurisdiction for such submnces‘:
being transferred from FDA to the Co:
sumer Product Safety Commission. .

2. Sections 61(e) and 6.1(g) "
amended to delete the provision requr”
ing that an applicant in its em)rff‘}t
mental impact analysis report mm;.\‘u’
whether the proposed action 15 @ W8
Federal action significantly aflecting
quality of the human enyironment % et
National Enyironmental Policy A\j"n.
quires the FDA to make this deterii .,“
tion, and in any event an BP"“"“";[’;:{.
comment on this issue in an envir®
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mental impact analysis report if he
wishes to do so.

1. Section 6.3(b) of the proposal is
smended to reflect the Commissioner’s
enclusion that environmental consid-
smtion of condemned, enjoined, or
recalled articles and disposition of lab-
gratory waste materials should be under-
taken on 8 case-by-case basis and that
the disposal methods considered be con-
sstent with Federal, State, and local
regulations to safeguard the human en-
vronment and the public health,

4. The provision for public hearings
m final environmental impact state-
ments in § 6.3(a) (6) is deleted from the
final order since they are not required
by NEPA or by the Council on Environ-
mental Quality.

Therefore, having considered the com-
ments received and other relevant ma-
wrial, the Commissioner concludes that
the proposal, with changes, should be
sdopted as set forth below. Accordingly,
pursuant to the National Environmental
Policy Act of 1969 (sec. 102(2)(C), 83
Stat. 853; 42 U.S.C. 4332), and pursuant
fo the provisions of the Federal Food,
Drug, and Cosmetic Act (secs. 409, 505,
507, 512, 701, 706, 52 Stat. 1052 as
amended, 1055-1056 as amended by 70
Stat. 919 and 72 Stat, 948, 50 Stat. 468 as
amended, 72 Stat. 1785-1788 as amended,
7§ Btat, 399-404 as amended, 82 Stat.
#3-351; 21 U.S.C. 348, 355, 357, 360D, 371,
116), and under authority delegated to
h¢ Commissioner (21 CFR 2.120), title
U, Chapter I {s amended:

1, By adding a new Part 6 as follows:

PART 6—ENVIRONMENTAL IMPACT
CONSIDERATIONS

Applicability,

Content and format of environmental
impact statements.

Preparation and review procedures.

Responsible agency officials,

Submission of comments to other

ngencles,

Public avallability of environmental fm-

pact 15
Avrsioprry: See, 701, 52 Stat, 1055-56 as
Mnended by 70 Stat, 919 and 72 Stat, 948, 21
USe, 871; sec. 10, 74 Stat. 378, 15 USC.
199; seo, 102(2) (0), 83 Stat. 853, 42 U.S.C.
$52; the Guidelines lssued by the Council
4 Enviconmental Quality (36 FR 7724); Ex-

m"’l Order 11514 of March 4, 1970 (35 FR

$6.1  Applicability.

(®) (1) An environmental impact
Satement shall be prepared, circulated,
d“duglgd pursuant to section 102(2) (C)
o National Environmental Policy Act
unlﬁsii for every major agency action
h‘ significantly affects the quality of

human environment.

(2) Agency decisions shall include &
“reful consideration of all environ-
ental effects of proposed actions.
rm(:b) The need for preparing an envi-

mental impact statement shall be
W%W-Bred for the following agency ac-

pursuant to environmental criteria

Stablished b
dDartment- y the agency and the
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(1) Recommendations or reports made
to Congress on proposals for legislation
in instances where the agency has pri-
mary responsibility for the subject mat~
ter involved:

(2) Destruction of articles condemned
after seizure or enjoined;

(3) Destruction of articles following
detention or recall at agency request;

(4) Disposition of Food and Drug Ad-
ministration laboratory waste materials;

(5) Issuance of licenses for biological
products;

(6) Establishment by regulation of
labeling or other requirements for mar-
keting articles;

(7) Establishment by regulation of
standards for articles (except food
standards) ;

(8) Approval of new drug and abbrev-
iated new drug applications and old drug
monographs;

(@) Approval of new animal drug and
abbreviated new animal drug aplications
and old animal drug monographs;

(10) Approval of antiblotic drug
monographs;

(11) Approval of food additive
petitions;

(12) Approval of color additive peti-
tions; and

(13) Policy, regulations, and procedure
making which significantly affect the
quality of the human environment.

(¢) An environmental impact state-
ment will not be required for amend-
ments to existing regulations and ap-
provals of supplements to existing ap-
provals unless the change is substantial.

(d» The agency has carefully consid-
ered the environmental effects of the fol-
lowing types of actions and has con-
cluded that since they are not major
agency actions significantly affecting the
quality of the human environment, en-
vironmental impact statements are not
required for them:

(1) Recommendations for court action
concerning foods, drugs, devices, cos-
metics, and electronic products;

(2) Factory inspections;

(3) Seafood inspections;

(4) Issuance or amendment of food
standards; and

(5) Investigational new drug applica-
tions and investigational new animal
drug applications, unless the agency no-
tifies the applicant that one is required.

(e) Whenever a person submits any
application or petition requesting action
by the agency (except action specified in
parngraph (d) of this section), he shall
include an environmental impact anal-
ysis report on the requested action.
Fallure to include an adequate environ-
mental impact analysis report in an ap-
plication or petition shall be sufficient
grounds to refuse to accept or file the
application or petition.

(f) Whenever a manufacturer, distrib-
utor, or dealer proposes to destroy a food,
drug, cosmetic, device, or electronic prod-
uct which has been condemned, enjoined,
detained, or banned by regulation, he
shall submit to the agency an environ-
mental impact analysis report analyzing

7003

the environmental impact of the dispo-
sition of such articles.

(g) An environmental impact analysis
report shall be submitted to the agency
in the following format:

ERVIRONMENTAL IMPACT ANALYSIS REFOAT
D e et e s o St O
Name of applicant: e
Addroas:

1. Describe the proposed actlon: . ..c.o..

2. Discuss the probable impact of the ac-
tion on the environment (including primary
and secondary conSequUencos) ! ceeeeeeeeces

3. Discuss the probable ndverse environ-
montal eoffects which cannot be svolded:

5. Describe the relationship between local
short-term uses of the environment with
respect to the proposed actlon and the
maintenance and enhancement of long-term
PrOAuCtVItY: e et et rencccan-

6. Describe any irreversible and irretrieva-
ble commitment of resources which would be
involved in the proposed action should it be
implemented:

7. Discuss the objections raised by other
agencles, organizations, or individuals which
are known to the applicant: cee e ecaaas

8. If proposed action should be taken prior
to 90 days from the circulation of a draft
environmental Impact statement or 30 days
from the filing of a final environmental tm-
pact statement, explain Why! coccncananea

9, Analyze whether the benefit to the pub-
lic of the proposed mction will outweigh the
action's potential riaks to the environment:

(Bignature of responsible
official)

(h) Data and information which con-
stitute trade secrets or confidential in-
formation under Part 4 of this chapter
shall not be submitted in an environ-
mental impact analysis report,

(1) Upon receipt of an environmental
impact analysis report, the responsible
agency official shall make an independ-
ent assessment as to whether an en-
vironmental impact statement shall be
prepared for the proposed action.

§6.2 Content and format of environ-
mental impact statements.

(a) When it is determined that an
environmental impact statement s re-
quired, draft and final environmental
impact statements shall cover the fol-
lowing points:

(1) There shall be a description of the
proposed action including adequate in-
formation and technical data to permit
a careful assessment of the environmen-
tal impact. Where relevant, exhibits
should be provided.

(2) The probable impact that the pro-
posed action will have on the environ-
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ment shall be analyzed and shall include
the impact on ecological systems such as
wildlife, fish, and other marine life. Both
primary and secondary significant con-
sequences for the environment should
be included in the analysis,

(3) There shall be a description of any
probable adverse environmental effects
which cannot be avoided (such as water
or air pollution, undesirable land use pat-
terns, damage to life systems, threats to
health, or other consequences adverse to
the environmental goals set forth in sec-
tion 101(b) of the National Environmen-
tal Policy Act).

(4) Alternatives to the proposed ac-
tlon must be described, In accordance
with section 102(2) (D) of the National
Environmental Policy Act, which requires
the responsible agency to “study, de-
velop, and describe appropriate alterna-
tives to recommended courses of action
in any proposal which involves unre-
solved conflicts concerning alternative
uses of avallable resources.” A rigorous
exploration and objective assessment of
alternative actions that might avoid
some or all of the adverse environmental
effects is essential, Sufficient analysis of
alternatives and their costs and impact
on the environment should accompany
the proposed action through the agency
review process in order to avoid elimi-
nating prematurely options which might
have fewer adverse environmental
effects.

(5) The relationship between local
short-term uses of man’s environment
and the maintenance and enhancement
of long-term productivity must be dis-
cussed. Thus, realizing that each gener-
ation is trustee of the environment for
succeeding generations, the agency must
assess the action for cumulative and
long-term effects.

(6) There must be a statement con-
cermming any irreversible and frretriev-
able commitments of resources which
would be involved in the proposed action
should it be implemented. This requires
the agency to identify the extent to
which the action curtails the range of
beneficial uses of the environment.

(7) Where appropriate, there must be
a discussion of the problems and ob-
Jections raised by other Federal, State,
and local agencies and by private or-
ganizations and individuals, and a dis-
position of the issues raised by these
problems and objections. This section
may be added at the end of the review
process in the final text of the environ-
mental statement. i

(b) When it i{s determined that an
environmental impact statement is re-
quired, draft and final environmental
impact statements shall be prepared in
the following format:

("Drart” on “FiNaAL") ENVIIONMENTAL IM-
PACT STATEMENT, FOoDn AND DRUG ADMINIS-
TRATION (RESPONSIELE OPERATING Divi-
SION)

1. Indicate administrative action or legis-
Iative action,

2. Describe the action, indicating any

States or counties particularly affected.

3. Analyze the environmental impact of
the proposed action.
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4. Describe any unavoidable adverse en-
vironmental effects of the action.

5. Describe and assess alternative courses
of action considered.

6. Deacribe any irreversible and irretriev-
able commitments of resources lnvolved in
implementing the action.

7. Where approprinte, evaluate any objec-
tions to the action ralsed by interested

persons,

8. (a) For draft statoments, state the date
and form of Proxnat Recisren publication by
which comments have been requested from
all interested persons and attach a copy of
the notice,

(b) For final statements, list all persons
from which written comments have been re-
celved and attach a copy of each.

9. Give the date that the draft or final
statement was made avallable to the Council
on Environmental Quality and to the publie.

§ 6.3 Preparation and review procedures,

(a) When it is determined that an
environmental Impact statement is re-
quired, the statement shall be prepared
as follows:

(1) Preparation of drajt environ-
mental impact statement. A draft en-
vironmental impact statement shall be
prepared by the responsible agency offi-
cial as designated In § 6.4. When appro-
priate during the preparation of a draft
environmental impact statement, the re-
sponsible agency official shall consult
with Federal, State, and local officials
and other interested persons.

(2) Distribution of draft environ-
mental impact statements. After the
responsible agency official has prepared
a draft environmental Impact statement,
he shall forward 20 copies of the draft
statement to the Office of the Secretary
which shall thereupon forward 10 copies
to the Council on Environmental Quality.
At the same time the draft statement
will be made available for public inspec-
tion by the Office of the Assistant Com-
missioner for Public Affairs and the
Hearing Clerk.

(3) Solicitation of comments, (1) After
the preparation and distribution of a
draft environmental impact statement,
comments will be solicited from all in-
terested persons. Sixty days are allowed
for reply, after which it 15 presumed that
no comments will be made unless a
specified extension of time is requested.

(i) Where the subject of a draft en-
vironmental impact statement is also the
subject of a notice of proposed rule
making or a notice of filing published in
the FeperAL RroIsTER, the FenEsaL
Rec1sTER notice shall state that the en-
vironmental impact analysis report and
the draft environmental impact state-
ment are available upon request and
shall solicit comments by all interested
persons.

(iii) Where the subject of a draft en-
vironmental impact statement is not also
the subject of & notice published in the
FeoeraL RecisTer, & notice will be pub-
lished in the Feoerar RecisTeEr de-
scribing the proposed action, stating that
the environmental impact analysis re-
port and the draft environmental im-
pact statement are available upon re-
quest, and soliciting comments by all
interested persons, This notice may be

published by the agency or the depart-
ment, or the agency or the department
may request that the Council on En-
vironmental Quality publish it.

(iv) Comments shall be solicited from
Federal agencles having jurisdiction by
law or special expertise with respect to
the environmental impact of & proposed
action by sending them a copy of a draft
environmental impact statement,

(v) All comments on draft environ-
mental impact statements shall be sub-
mitted in quintuplicate to the Hearing
Clerk, Food and Drug Administration,
Department of Health, Education, and
Welfare, Room 6—88, 5600 Fishers Lane,
Rockville, MD 20852, where they shall
be available for public inspection during
working hours, Monday through Friday,

(vi) When the responsible agency offi-
cial concludes that no environmental
impact statement is necessary and the
proposed action is the subject of & notice
of proposed rule making or a notice of
filing published in the FEpERAL REGISTER,
the FeEperaL REGISTER notice shall state
that no environmental impact statement
is necessary and, where applicable, that
the environmental impact analysis re-
port is avallable upon request.

(4) Time for consideration prior to de-
cision. Draft environmental impact state-
ments shall be prepared, forwarded to
the Council on Environmental Quality,
and made available to the public early
enough in the consideration of the pro-
posed action to permit meaningful re-
view of the environmental issues In-
volved. To the maximum extent pracui-
cable, no final action shall be taken on
the proposal earlier than 80 days after 8
draft environmental impact statement
has been prepared, forwarded to the
Council, and made available to the
publie.

(5) Final environmental impact state-
ments. The final text of an environ-
mental impact statement shall be pre-
pared by the responsible agency official
after comments on the draft statement
have been reviewed and shall include an
evaluation of all comments, The final
statement shall receive full considers-
tion in the agency's decisionmaking
process. The responsible agency officl
shall forward 20 copies of the final state-
ment to the Office of the Secretary which
shall thereupon forward 10 copies to the
Council on Environmental Quality, and
copies of the final statement shall be
made available for public inspection bY
the Office of the Assistant Conmu.&a:nm;‘r
for Public Affairs and the Hearing Clerk-
To the maximum extent practicable, no
agency action shall take place earlicr
than 30 days after the final statemen
has been forwarded to the Cowxcxlwo'n
Environmental Quality and made avai
able to the public. o

(6) Where the subject of an enviors
mental impact statement is an um‘.m__
action governed by specific time requirt
ments under statute or regulation. £VE7
effort shall be made to comply With Bo
provisions of this part within the t’mt_
specified, and those time requiremer™
shall be extended only as long as 1s #70
solutely necessary to permit the agenc
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to consider or issue an environmental
impact statement of the action.

(b) When the proposed action involves
destruction of condemned, enjoined, de-
tained or recalled articles or disposition
of Food and Drug Administration labo-
ratory waste materials, the agency shall
adhere to disposal guidelines consistent
with Federal, State, and local regulations
applicable on a case-by-case basis, This
shall be refiected in environmental Im-
pact statements when they are issued on
such actions,

{¢) There are certain regulatory ac-
tons which, because of their immediate
importance to the public health, make
adherence to the requirements of para-
graph (8) (1) through (5) of this section
impracticable. Compliance with the re-
guirements for environmental analysis
under the National Environmental Policy
Act Is Impossible in instances which re-
quire immediate regulatory action to
safeguard the public health. The respon-
sible agency official shall give written
potice to the Council on Environmental
Quality of those actions having poten-
tally significant individual environ-
mental impact as to which no environ-
mental impact statement is filed because
public health considerations require im-
mediate action.

§6.4 Responsible agency officials,

(3) When environmental impact state~
ments are required, the following agency
officials are responsible for preparing the
slatements as indicated:

(1) The office of the Commissioner is
responsible for preparing a draft or final
environmental impact statement on ac-
tons not delegated by the Commissioner.

(2) The director of each bureau is re-
fponsible for preparing a draft or final
fmvironmental impact statement on ac-
tions delegated to that bureau by the

missioner under §2.121 of this
chapter,

(3) The Executive Director for Re-
tional Operations is responsible for pre-
daring a draft or final environmental
impact statement on the destruction of
irticles condemned after seizure, en-
lolned, under import detention, or under
detention or recalled at agency request.

{b) Every action memorandum propos-

% an agency action included under
161(b) shall contain an evaluation of

eénvironmental impact of the pro-
Psed action and shall be accompanied by
A draft or final environmental impact
Halement, If one is required,

65  Submission of comments to other
agencies.

When the Food and Drug Administra-
Yn is requested by the Office of the Sec-
Tetary to comment on environmental Im-
Pact statements prepared by other agen-
tes, the Commissioner shall prepare
fich comments as he deems appropriate
*0d shall submit them to the Office of the

fetary, which shall prepare an ap-
"opriate response for submission to the
®questing agency and the Council on En-
fronmental Quality.
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§ 6.6 Public availability of environmen-
tal impact statements.

(a) All draft and final environmental
impact statements and all environmental
impact analysis reports shall be available
for public inspection through the office of
the Assistant Commissioner for Public
Affairs and the Hearing Clerk.

(b) Draft and final environmental im-
pact statements will be available immedi-
ately after preparation. An environ-
mental impact analysis report will be
avallable at the time a draft environ-
mental impact statement is circulated or,
if no environmental impact statement is
necessary, at the time of publication of
the FroEsAL RECGISTER notice announcing
the availability of the report.

PART 8—COLOR ADDITIVES

2. In Part 8, by adding a new item J
to the form in § 8.4(c), as follows:

§ 8.4 Petitions proposing rvegulations for
color additives,
» - - L -

() * **

J. The petitioner 15 required to submit an
environmental impact analysis report analyz-
ing the manufacturing process and the ulti-
mate use or consumption of the color addi-
tive pursuant to § 6.1 of this chapter,

PART 121—FOOD ADDITIVES

3. In Part 121:
n. By adding a new item H to the form
in § 121.51(¢), as follows:

§ 121.51 Petitions proposing vegulations

for food additives.
() L2 S

H. The petitioner is required to submit an
environmental impact analysis report analyz«
ing the environmental impact of the manu-
facturing process and the ultimate use or
consumption of the food additive pursuant
to § 6.1 of this chapter.

- - - L -

b. By adding the following sentence
to § 121.53:

§ 121.53 Substantive
petitions.

* ¢ * Where the substantive amend-
ment proposes a substantial change to
the petition which may affect the quality
of the human environment, the peti-
tioner is required to submit an environ-
mental impact analysis report pursuant
to § 6.1 of this chapter.

amendments  to

PART 130—NEW DRUGS

4. In Part 130:
a. By adding a new item 15 to the form
in § 130.3(a) (2), as follows:

£ 130.3 New drugs for investigational use
in human beings: exemptions from
section 505(a).
(a) » - .
(2) ¢
15. When requested by the agency, an

environmental impact analysis report pure
suant to § 6.1 of this chapter,
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b. Section 130.4 is amended by adding
a new item 15 to the form in paragraph
(c) (2), and by redesignating paragraph
(f) (6)as paragraph () (7)) and adding
& new paragraph (f) (6) as follows:

§ 130.4  Applications,

(c) L

(2) *>o>*

15. The applicant is required to submit an
environmental impact analysis report analyz-
ing the environmoental impact of the manu-
facturing process and the ultimate use or
consumption of the drug pursuant to § 6.1
of this chapter.

- L - - -

(f) Abbreviated new drug applications.
. 8 »

(6) An environmental impact analysis
report analyzing the environmental im-
pact of the manufacturing process and
ultimate use or consumption of the drug
pursuant to § 6.1 of this chapter.

L - - - -

c. By adding a new subparagraph (8)
to § 130.5(d), as follows:

§ 130.5 Reasons for refusing to file ap-
plications,

(d) » LR

(8) The applicant fails to submit an
environmental impact analysis report
analyzing the environmental impact of
the manufacturing process and the ulti-
mate use or consumption of the drug
pursuant to § 6.1 of this chapter.

d. By adding the following sentence
to the end of § 130.9(a) (1) :

§130.9 Supplemental applications,

@) (1) * * * A supplemental applica~-
tion proposing substantial changes which
may affect the quality of the human en-
vironment shall be accompanied by an
environmental impact analysis report
pursuant to §6.1 of this chapter,

e. By adding & new subparagraph (7)
to § 130.12(a), as follows:

§130.12 Refusal to approve the appli-
cation.

B e

(1) The applicant fails to submit an
environmental impact analysis report
analyzing the environmental impact of
the manufacturing process and the ulti-
mate use or consumption of the drug
pursuant to § 6.1 of this chapter.

PART 135—NEW ANIMAL DRUGS

5. In Part 135;
a. By adding a new subparagraph (10)
to § 135.3(b), as follows:

§135.3 New animal drugs for investiga-
tional use: exemptions from section
512(a) of the Acl

(b) L

(10) When requested by the agency,
the sponsor shall submit an environmen-
tal impact analysis report pursuant to

§ 6.1 of this chapter,
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b. In § 135.4a(b), by redesignating sub-

(13) Assembling and binding
the application as subparagraph (15) and
adding a new subparagraph (14) as fol-
lows (& new subparagraph (13) has re-

cently been proposed) :
8 135.4a New animal drug applications,
» » » - »
(b) L

(14) Environmental impact analysis
report. The applicant is required to sub~
mit an environmental impact analysis
report analyzing the environmental im-
pact of the manufacturing process and
the ultimate use or consumption of the
new animal drug pursuant to §6.1 of
this chapter.

¢. By adding a new subparagraph (9)
to § 135.12¢a), as follows:

§ 135.12 Refusal 1o approve an applica-
tion.
(a) L
(9) The applicant falls to submit an
environmental impact analysis report
analyzing the environmental impact of
the manufacturing process and the ulti-
mate use or consumption of the new
animal drug pursuant to §6.1 of this
chapter.
- - » - -
d. By adding the following sentence to
§ 135.13a(a) (1) :

§ 135.13a Supplemental mnew
drog applications.

(@)(1) * * * A supplemental appli-
cation proposing substantial changes
which may affect the quality of the
human environment ghall be accom-
panied by an environmental fmpact
analysis report pursuant to § 6.1 of this
chapter,

¢. By adding a new paragraph (d) to
§ 135.13b, as follows:

§ 135.13b Supplemental applications for
animal feeds bearing or containing
new animal drogs.

animal

(d) A supplemental application pro-
posing substantial changes which may
affect the quality of the human envi-
ronment shall be accompanied by an
environmental impact analysis report
pursuant to § 6.1 of this chapter,

PART 146—ANTIBIOTIC DRUGS; PROCE-
DURAL AND INTERPRETATIVE REGU-
LATIONS

6. In Part 146, by adding a new para-
graph (1) to § 146.10, as follows:

§ 146.10 New amtibiotic and antibiotic-
containing products.

(i) An environmental impact analysis
report analyzing the environmental im-
pact of the manufacturing process and
the ultimate use or consumption of the

RULES AND REGULATIONS

antibiotic drug pursuant to § 6.1 of this
chapter,

Efective date. This order shall be-
come effective on March 15, 1973,

(Sec. 102(s) (2) (C), 83 Stat. 853; 42 US.C.
4332; secs, 409, 505, 507, 512, 701, 706, 52
Stat. 1052 as amended, 1055-1058 as
amended by 70 Stat, 919 and 72 Stat. 048,
50 Stat, 468 as amended, 72 Stat. 1785-1788
a8 amended, T4 Stat, 390-404 as amended,
B2 Stat, 343-851; 21 US.C. 348, 355, 360b,
371, 376)

Dated: March 12, 1973.

SuERwIN GARDNER,
Deputy Commissioner of
Food and Drugs.

[FR Doc,73-5008 Plied 3-14-73;8:456 am|

PART 8—COLOR ADDITIVES
Subpart—Provisional Regulations

POSTPONEMENT OF CLOSING DATES OF
PrROVISIONAL LisTING

Pursuant to the provisions of title II
of the Color Additive Amendments of
1960 (sec. 203(a) (2), Public Law 86-618,
T4 Stat. 404; 21 U.S.C. 376, note) and
under authority delegated to him (21
CFR 2.120), the Commissioner of Food
and Drugs is authorized to postpone the
closing date of a provisional listing of
a color additive on his own initiative or
upon application of an interested person.
He Is also authorized to promulgate and
keep current a list or lists of the color
additives and of the particular uses
thereof, whenever in his judgment such
action is consistent with the protection
of the public health.

Reguests have been received to post-
pone the closing dates of provisional list-
ings of the color additives in § 8.501 of
the color additive regulations. For those
color additives listed in paragraphs (a)
and (b) of §8501 where the uses in
products such as foods, drugs, and lip-
sticks involve ingestion, reports on tera-
tological potentials have been submitted
to the Food and Drug Administration, in
accordance with the provisions of the no-
tice published in the Froenal REGISTER
of September 11, 1971 (36 FR 18336).

A notice was published in the FroEraL
Recister of January 31, 1973 (38 FR
2006), to clarify the status of metallic
salts and vegetable substances when used
as color components in hair dye. The no-
tice stated that it was the intention of
the Food and Drug Administration to
provisionally list, on an Interim basis,
metalllc salts and vegetable substances
for use as color components in hair dye.
Any such substances will be removed
from the provisional list, and thus dis-
approved for any further use, unless the
requirements of that notice are satisfied.

In addition, requests have been re-
celved to restore the color additives, D&C
Brown No. 1 and External D&C Violet No.
2, for use In coloring externally applied
cosmetics, to the provisional list. Theze
color additives previously had been pro-
visionally listed for use in externally ap-
plied drugs and cosmetics. The closing
dates of the provisional listing were ter-

minated because the sponsor no longer
had any commercial Interest in these
color additives. Subsequently, petitions
were received from other interested per-
sons, who had also been using the colors
and conducting tests, to permanently list
each of these color additives for use in
externally applied cosmetics, and to re-
store them to the provisional Iist pend.
ing the processing of these petitions, In
the light of their previous provisional
listing and the continuing scientific in-
vestigations, the Commissioner concludes
that these colors should be restored to the
provisional list.

The Commissioner of Food and Drugs
finds that postponement of the closing
date of the currently provisionally listed
color additives is consistent with the pro-
tection of the public health and with the
objective of carrying to completion the
scientific investigations, including muiti-
generation reproduction studies and
stability testings, and regulatory review
thereof, necessary for making a determi-
nation as to the listing of such color ad-
ditives, or specified uses thereof, under
gection T06 of the act. These extensons
are granted on condition, that, where
applicable, progress reports on the re-
spective multigeneration reproduction
studies shall be received on or before
July 1, 1973, by the Food and Drug Ad-
ministration.

The Commissioner of Food and Drugs
also finds that the provisional listing of
metallic salts and vegetable substances
for use as color components in hair dye,
and the restoring to the provisional list
of D&C Brown No. 1 and External D&C
Violet No. 2 are consistent with the pro-
tection of the public health.

Therefore, pursuant to authority of the
Federal Food, Drug, and Cosmetic Acl
(sec. 203 (a) (2) and (d) (1), Public Law
86-618; 74 Stat. 404-405; 21 USC. 376,
note) and under authority delegated
the Commissioner (21 CFR 2.120), Part
8 of the color additive regulations s
amended as follows:

1. The closing dates for the color ad-
ditlves listed In phs (), (b), (),
(&), (D), and (g) of §8.501 of the color
additive regulations are changed to read:
“December 31, 1973, or until a new clos-
ing date is established".

2. Paragraph (b) Is further amended
by inserting therein the following item:

Cloring date Restrictiars
"o . eee
DAC Brown  Dee. 3, 1073, 0r  For coloving €
No. L. until 8 new ternily-ogplis
ologing dste ks COMMSLIS
cstabtished.

3. Paragraph (¢) is further amended
by inserting the following item:

Closing date Reatrictinnd
LR P e
External D&C  Dec. 31, 1973, or Yl:r ‘\ﬂ{)‘(\!(.ﬂ" Yn a
Violet No. 2. uutll 4 new crnolly-opHd
PR closing date fu cosmetics
established.

FEDERAL REGISTER, VOL. 38, NO. 50—THURSDAY, MARCH 15, 1973




4. Paragraph (g) is further amended
by inserting therein an alphabetical

order the following items:
Closing dste Restrictions
LR S -—.n LR J
Wotallée salis. .. Dee, 81,1973, ar  For use 35 color
s until & now compaonents in
closing date is hatr dye.
established.
L LA LR
. jo sube  Dee. 31, 1973, or For use us color
‘m ” uotll & new components in
closing date fs batr dye.
established,

Notice and public procedure and de-
layed effective date are not prerequisites
to the promulgation of this order, since
section 208(a) (2) of Public Law 86-618
provides for this issuance.

Efective date. This order is effective as

of January 1, 1973,
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(Sec. 203(s) (2) and (d) (1), Public Law 86-
618; 74 Btat. 404-405; 21 US.C. 376, note)

Dated: March 12, 1973,

Sam D, Fine,
Associate Commissioner
Jor Compliance,
|FR Do0.73-5000 Filed 3-14-78;8:45 am)

[DEST 11048)
PART 148i—NEOMYCIN SULFATE

Antiperspirants and Deodorants; Postpone-
ment of Effective Date of Final Order

An order was published in the Fep-
ERAL RecisTer of December b, 1872 (37
FR 25820) , to become effective in 40 days,
amending Part 1481 of the antiblotic
drug regulations to repeal provisions for
certification of antiperspirants and de-
odorants for topical use containing alu-
minum chlorohydroxide complex in com-
bination with neomycin sulfate.
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Having received objections and a re-
quest for a hearing, the Commissioner
of Food and Drugs concludes that the
effective date of the order should be
postponed to allow time for comple-
tion of review of the objections and the
material submitted. When this review is
completed, the Commissioner will an-
nounce in the Feperar RecisTer whether
or not requests for hearing with reason-
able grounds have been received. There-
fore, the effective date of the order of De-
cember 5, 1872 (37 FR 25820), is hereby
postponed pending said review.

This action is taken pursuant to pro-
visions of the Federal Food, Drug, and
Cosmetic Act (secs. 502, 507, 52 Stat.
1050-51, as amended, 59 Stat. 463, as
amended, 21 U.S.C. 352, 357) and under
authority delegated to the Commissioner
(21 CFR 2.120),

Dated: March 12, 1973,

SaM D, FINE,
Associate Commissioner
for Compliance,

[FR D00,73-5134 Plled 3-14-73;10:17 am)
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