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Any person who will be adversely a f­

fected by the foregoing regulation may at 
any time on or before October 31, 1977, 
file with the Hearing Clerk (HFC-20), 
Food and Drug Administration, room 4- 
65, 5600 Ushers Lane, Rockville, MD 
20857, written objections thereto. Objec­
tions shall be filed in accordance with 
the ïequirements o f § 71.30 (21 CFR 
71.30). I f  a hearing is requested, the ob­
jections shall state the issues fo r the 
hearing, shall be supported by grounds 
factually and legally sufficient to justify 
the relief sought, and shall include a de­
tailed description and anaysis o f the fac­
tual information intended to be pre­
sented in support o f the objections in the 
event that a hearing is held. Four copies 
o f all documents shall be filed and iden­
tified with the Hearing Clerk docket 
number found in brackets in the heading 
o f this regulation. Received objections 
may be seen in the office of the Hearing 
Clerk between 9 a.m. and 4 p.m., Mon­
day through Friday. t

Effective date. This regulation shall 
become effective October 31, 1977 except 
as to any provisions that may be stayed 
by the filing of proper objections. Notice 
o f the filing o f objections or lack thereof 
w ill be announced in the F ederal R eg­
iste r .
(Sec. 706(b), (c ), and (d ), 74 Stat. 399-403 
(21 U.S.O. 376(b), (e ), and (d ) ) ;  sec. 203, 
74 Stat. 404-407 (21 U.S.C. 376 note) )

Dated: September 27,1977.
W il l ia m  F. R andolph , 

Acting Associate Commissioner
for Compliance:

[FR Doc .77-28798 Filed 9-29-77; 8:45 am]

[ 4 1 1 0 - 0 3 ]
[Docket No. 77C-0233]

PART 73— LISTING OF COLOR ADDITIVES 
EXEMPT FROM CERTIFICATION

pART  81— GENERAL SPECIFICATIONS 
AND GENERAL RESTRICTIONS FOR 
PROVISIONAL COLOR ADDITIVES FOR 
USE IN FOODS, DRUGS, AND COS­
METICS

Bismuth Oxychloride
AGENCY: Food and Drug Administra­
tion.
ACTION: Final Rule. ^
SUM M ARY: This document “ perma­
nently”  lists bismuth oxychloride for use 
in externally applied drugs and in cos­
metics generally, including those in­
tended for use in the area o f the eye. 
The Cosmetic, Toiletry and Fragrance 
Association filed a petition for such use. 
The provisional listing for bismuth 
oxychloride is deleted.

. DATES: Effective 4ate: October 31, 
1977; objections by October 31, 1977.
ADDRESSES: W ritten objections to the 
Hearing Clerk (H FC-20), Food and Drug 
Administration, room 4-65, 5600 Fishers 
Lane, Rockville, Md. 20857.
FOR FURTHER INFO RM ATIO N  CON­
TACT:

RULES AND REGULATIONS

Gerad L. McCowin, Bureau o f Foods 
(HFF-334), Food and Drug Adminis­
tration, Department of Health, Educa­
tion, and Welfare, 200 C St. SW, 
Washington, D.C. 20204 (202-472-
5740).

SUPPLEM ENTARY IN FO R M ATIO N : 
The Cosmetic, Toiletry and Fragrance 
Association, Inc., 1133 15th St. NW, 
Washington, D.C. 20005, filed a petition 
(CAP 6C0119) for bismuth oxychloride. 
The petition proposed issuance of a color 
additive regulation to provide for safe 
use and exemption from  certification of 
bismuth oxychloride to be used in color­
ing externally applied drugs and in cos­
metics generally, including those in­
tended for use in the area o f the eye. 
Notice o f the petition was published in 
the F ederal R egister of August 19, 1977 
(42 FR  41920).

The Commissioner of Food and Drugs, 
having evaluated the data in the petition 
and other relevant material, concludes 
that bismuth oxychloride is safe and 
suitable fo r use, under the conditions 
prescribed in this regulation, in coloring 
externally applied drugs and in coloring 
cosmetics generally, including drugs and 
cosmetics intended for use in the area of 
the eye, and that certification is not nec­
essary fo r  the protection o f the public 
health.

Bismuth oxychloride has been pro­
visionally listed fo r use in cosmetics un­
der §81.1(g) (21 CFR 81.1 (g)). W ith 
permanent listing of bismuth oxychloride 
under §§ 73.1162 and 73.2162, the listing 
under § 81.1(g) becomes obsolete.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (sec. 706(b),
( c ) , and (d ) , 74 Stat. 399-403 (21 U.S.C. 
376 (b ) , ( c ) , and (d ) ) )  and the transi­
tional provisions o f the Color Additive 
Amendments o f 1960 (T itle  H, Pub. L. 
86-618, sec. 203, 74 Stat. 404-407 (21 
U.S.C. 376 n o te )) and under authority 
delegated to the Commissioner (21 CFR
5.1), Parts 73 and 81 are amended as 
follows:

L  Part 73 is .amended:
a. By adding new § 73.1162 to Subpart 

Br to read as follows:
§ 73.1162 Bismuth oxychloride.

(a ) Identity. (1) The color additive 
bismuth oxychloride is a synthetically 
prepared white or nearly white amor­
phous or finely crystalline, odorless pow­
der consisting principally o f BiOCl.

(2) Color additive mixtures for drug 
use made with bismuth oxychloride may 
contain only those diluents that are 
suitable and that are listed in this sub­
part as safe in color additive mixtures 
for coloring externally applied drugs.

(b) Specifications. The color additive 
bismuth oxychloride shall conform to 
the following specifications and shall be 
free from impurities other than those 
named to the extent that such other 
impurities may be avoided by good 
manufacturing practice:
Volatile matter, not more than 0.5 percent. 
Lead (as Pb ), not more than 20 parts per 

million. \

Arsenic (as As), not more than 3 parts per 
million.

Mercury (as Hg), not more than 1 part per 
million.

Bismuth oxychloride, not less than 98 per­
cent.

(c ) Uses and restrictions. The color 
additive bismuth oxychloride may be 
safely used in coloring externally applied 
drugs, including those intended for use 
in the area of the eye, in amounts con­
sistent with good manufacturing prac­
tice.

(d ) Labeling. The color additive and 
any mixture prepared therefrom in­
tended solely or in part for coloring pur­
poses' shall bear, in addition to any in­
formation required by law, labeling in 
accordance with the provisions of §70.25 
o f this chapter.

(e) Exemption from certification. 
Certification of this color additive is not 
nedessary for the protection of the pub­
lic health, and therefore batches thereof 
are exempt from certification pursuant 
to section 706(c) of the act.

b. By adding new § 73.2162 to Subpart 
C, to read as follows:
§ 73.2162 Bismuth oxychloride.

(a ) Identity and specifications. (1) 
The color additive bismuth oxychloride 
shall conform in identity and specifica­
tions to the requirements of § 73.1162(a) 
(1) and (b ).

(2) Color additive mixtures o f bismuth 
oxychloride may contain the following 
diluents:

( i )  For coloring cosmetics generally, 
only those diluents listed under § 73.1001 
(a ) (1 ) ;

(ii ) For coloring externally applied 
cosmetics, only those diluents listed in 
§ 73.1001(b) and, in addition, nitrocellu­
lose.

(b ) Uses and restrictions. The color 
additive bismuth oxychloride may be 
safely used in coloring cosmetics gener­
ally, including cosmetics intended for use 
in the area o f the eye, in amounts con­
sistent with good manufacturing prac­
tice.

(c ) Labeling. The color additive and 
any mixture prepared therefrom in­
tended solely or in part for coloring pur­
poses shall bear, in addition to any in­
formation required by law, labeling in 
accordance with provisions o f § 70.25 of 
this chapter.

(d ) Exemption from certification. Cer­
tification o f this color additive is not 
necessary for the protection of the public 
health, and therefore batches thereof are 
exempt from  certification pursuant to 
section 706(c) of the act.

§ 81.1 [Amended]
2. Part 81 is amended in paragraph (g )' 

of § 81.1 Provisional lists of color addi­
tives, by deleting the entry “ Bismuth 
oxychloride.”

Any person who will be adversely a f­
fected by the foregoing regulation may 
at any time on or before October 31,1977, 
file with the Hearing Clerk (HFC-20), 
Food and Drug Administration, Room 
4-65, 5600 Fishers Lane, Rockville, Md.

s
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20857, written objections thereto. Ob­
jections shall show wherein the person 
filing w ill be adversely affected by the 
regulation, specify with particularity the 
provisions o f the regulation deemed ob­
jectionable, and state the grounds for the 
objections. Objections shall be filed in 
accordance with the requirements o f 
§ 71.30 (21CFR 71.30). I f  a hearing is re­
quested, the objections shall state the is­
sues for the hearing, shall be supported 
by grounds factually and legally suffi­
cient to justify the relief sought, and 
shall include a detailed description and 
analysis o f the factual information in- 
tendëd to be presented in support o f the 
objections in the event that a hearing 
is held. Four copies o f all documents 
shall be filed and should be identified 
with the Hearing Clerk docket number 
found in brackets in the heading o f this 
regulation. Received objections may be 
seen in the above-named office during 
working hours, Monday through Friday.

Effective date: This regulation shall 
become effective October 31, 1977, except 
as to any provisions that may be stayed 
by the filing o f proper objections. No­
tice o f the filing o f objections or lack 
thereof w ill be announced by publication 
in the F ederal R egister.
(Sec. 706(b), (c ), and (d ), 74 Stat. 399-403 
(21 U.S.C. 376(b), (c ), and (d ) ) ;  sec. 203, 74 
Stat. 404-407, (21 U.S.C. 376 note).)

Dated: September 27,1977.
W il l ia m  F. R andolph ,

Acting Associate Commissioner 
for Compliance.

[FR Doc.77-28796 Filed 9-29-77;8:45 am]

[ 4 1 1 0 -0 3 ]
[Docket No. 76C-0386]

PART 74— LISTING OF COLOR ADDITIVES 
SUBJECT TO  CERTIFICATION

D&C Green No. 5
AGENCY: Food and Drug Administra­
tion.

ACTIO N : Final rule.
SUM M ARY: This document amends 
regulations listing D&C Green No. 5 for 
coloring sutures to include its safe use 
in coloring nylon 6 [poly-(e-caprolac­
tam) 3 sutures and deletes the require­
ments that sutures dyed by D&C Green 
No. 5 conform in all respects to the re­
quirements o f the United States Phar­
macopeia. Ethicon, Inc., filed a petition 
for such use.

DATES: Effective October 31, 1977; ob­
jections by October 31, 1977,

ADDRESSES: W ritten objections to the 
Hearing Clerk (H FC-20), Food and Drug 
Administration, room 4-65, 5600 Fishers 
Lane, Rockville, Md. 20857.
FOR FURTHER INFO RM ATIO N  CON­
TACT:

Gerad L. McCowin, Bureau of Foods 
(HFF-334), Food and Drug Adminis­
tration, Department of Health, Edu­
cation, and Welfare, 200 C St. SW, 
Washington, D.C. 20204 (202-472-
5740).

RULES AND REGULATIONS

SUPPLEM ENTARY IN FO RM ATIO N : 
A  notice published in the F ederal R egis­
ter  o f October 4, 1976 (41 F R  43754) 
stated that a petition (CAP 6C0126) had 
been filed by Ethicon, me., Route 22, 
Somerville, N.J. 08876. The petition re­
quested listing o f D&C Green No. 5 un­
der § 74.1205 (21 CFR 74.1205) as safe 
and suitable fo r coloring nylon 6 non­
absorbable sutures fo r use in general sur­
gery. The petition also requested the 
deletion of the present requirement in 
§ 74.1205(c) (2) that nylon (the copoly­
mer o f adipic acid and hexamethylene- 
diamine) nonabsorbable sutures colored 
with D&C Green No. 5 conform in all 
respects to the requirements o f the 
United States Pharmacopeia, e.g., the 
color may be used in new sutures de­
signed to permit needles to be detached 
from  suture material with less force than 
th eU .SP . requires. The petition was filed 
pursuant to section 706 o f the Federal 
Food, Drug, and Cosmetic Act (21 U.S.C. 
376).

The Commissioner, having evaluated 
the data in the petition and other rele­
vant material, concludes that D&C Green 
No. 5 is safe under the conditions set 
forth  below for use in coloring nylon 
surgical sutures for use in general sur­
gery and that certification is necessary 
for the protection o f the public health. 
The generally recognized names, nylon 
66 for the copolymer of adipic acid and 
hexamethylenediamine and nylon 6 for 
poly-(e-caprolactam ), are used to iden­
tify  the types of nylon sutures that may 
be dyed with D&C Green No. 5.

The Commissioner also concludes that 
there are sufficient safeguards, other 
than the color additive regulations, 
available to ensure that the dyed sutures 
comply with appropriate specifications 
fo r surgical sutures, i.e., the require­
ments o f the U.S.P. i f  the sutures are 
marketed as U.S.P. requirements o f 
the applicable new drug applications, 
and the general requirements o f good 
manufacturing practice. Accordingly, 
the Commissioner concludes that the 
U.S.P. requirement is unnecessary, 
and § 74.1205 is amended below to de­
lete this provision and to include some 
nonsubstantive changes.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (sec. 706(b),
( c ) , and (d ) , 74 Stat. 399-403 (21 U.S.C. 
376(b), (c ),  and ( d ) ) )  and under au­
thority delegated to the Commissioner 
(21 CFR 5.1), Part 74 is amended by re­
vising paragraph (c ) in § 74.1205, to 
read as follows:

§ 74.1205 D&C Green No. 5.
* * * * *

. (c ) Uses and restrictions. D&C Green 
No. 5 may be safely used to color nylon 
66 (the copolymer of adipic acid and 
hexamethylenediamine) and/or nylon 6 
[poly-(e-caprolactam) 3 nonabsorbable 
surgical sutures for use in general sur­
gery, subject to the following restric­
tions :

(1) The quantity of the color additive 
does not exceed 0.6 percent by weight of 
the suture.

(2) When the sutures are used for 
the purposes specified in their labeling,
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there is no migration of the color addi­
tive to the surrounding tissue.

(3 ) I f  the suture is a new drug, an 
approved new-drug application, pursu­
ant to section 505 of the act, is in effect 
for it.

*  *  *  * *

Any person who will be adversely a f­
fected by the foregoing regulation may 
at any time on or before October 31,1977, 
file with the Hearing Clerk (HFC-20), 
Food and Drug Administration, Rm. 
4-65, 5600 Fishers Lane, Rockville, MD 
20857, written objections thereto. Objec­
tions shall show wherein the person fil­
ing will be adversely affected by the or­
der, specify with particularity the pro­
visions o f the regulation deemed objec­
tionable, and state the grounds for the 
objections. Objections shall be filed in 
accordance with the requirements of 
§ 71.30 (21 CFR 71.30). I f  a hearing is 
requested, the objections shall state the 
issues for the hearing, shall be supported 
by grounds factually and legally suffi­
cient to justify the relief sought, and 
shall Include a detailed description and 
analysis o f the factual information in­
tended to be presented in support of the 
objections in the event that a hearing is 
held. Four copies of all documents shall 
be filed and should be identified with the 
Hearing Clerk docket number found in 
brackets in the heading o f this regula­
tion. Received objections may be seen in 
the Hearing Clerk's office, between 9
a.m. and 4 p.m., Monday through Friday.

Effective date: This regulation shall 
become effective October 31, 1977, except 
as to any provisions that may be stayed 
by the filing o f proper objections. Notice 
of the filing of objections or lack thereof 
w ill be announced by publication in the 
F ederal R egister.
(Sec. 706(b), (c ), and (d ), 74 Stat. 399-403 
(21 U.S.C. 376(b ) , ( c ) , and (d ) ) )

Dated : September 26,1977.

W il l ia m  F. R andolph ,
Acting Associate Commissioner 

for Compliance. 
[PR  Doc.77-28824 Piled 9-29-77:8:45 am]

[ 4 1 1 0 - 0 3 ]
SUBCHAPTER A—GENERAL 

[Docket No. 770-0276]

D&C ORANGE NO. 4
AGENCY: Food and Drug Administra­
tion.

ACTIO N : Final rule.

SUM M ARY: This document “perma­
nently” lists D&C Orange No. 4 for safe 
use in coloring drug and cosmetic prod­
ucts that are applied externally. The 
Toilet Goods Association filed a petition 
for such use. Certification of the color 
additive is necessary. This rule will re­
move the color additive from provisional 
listing.

DATES: Effective October 31, 1977; ob­
jections by October 31, 1977.

ADDRESS: W ritten objections to the 
Hearing Clerk (HFC-20), Food and Drug 
Administration, Room 4-65, 5600 Fishers 
Lane, Rockville, Md. 20857.
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FOR FURTHER INFO RM ATIO N  CON­
TAC T:

Gerad L. McCowin, Bureau o f Foods
(HFF-334), Food and Drug Adminis­
tration, Department o f Health, Educa­
tion, and Welfare, 200 C Street SW.,
Washington, D.C. -20204 (202-472-
5740).

SUPPLEM ENTARY INFO RM ATIO N : 
A  notice published in the F ederal R eg­
ister  of November 20, 1968 (33 FR  17205) 
stated that a petition (CAP 35) for the 
“permanent” listing o f D&C Orange No. 
4 as a color additive for use in drugs and 
cosmetics that are applied externally 
had been filed by the Toilet Goods As­
sociation, Inc. (now the Cosmetic, To il­
etry, and Fragrance Association, 1133 
15th Street N W , Washington, D.C. 
20005); the Pharmaceutical Manufac­
turers Association (1155 15th Street NW., 
Washington, D.C. 20005), and the Cer­
tified Color Industry Committee (now 
the Certified Color Manufacturers Asso­
ciation, 900 17th Street NW., Washing­
ton, D.C. 20006), c/o Hazelton Labora­
tories, Inc., P.O. Box 30, Falls Church, 
Va. 22046. The petition was filed, pursue 
ant to section 706 o f the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C. 376).,

The Commissioner of Food and Drugs, 
having evaluated the data in the peti­
tion and other relevant material, con­
cludes that D&C Orange No. 4 is safe 
and suitaible fo r  use, under the condi­
tions prescribed in this regulation, in 
coloring drug and cosmetic products 
that are applied externally, and that 
certification is necessary for the protec­
tion o f the public health.

W ith  permanent listing, the provi­
sional listing for “D&C Orange No. 4” 
in § 81.1(b) (21 CFR 81.1(b)), which 
was extended to October 31, 1977,-b y  
regulation published in the F ederal R eg­
ister  of February 4, 1977 (42 FR  6992), 
w ill become obsolete, and that entry is 
being deleted from  the regulations.

This regulation does not list D&C 
Orange No. 4 for use in lakes as re­
quested in the petition. The Commis­
sioner notes that proposed regulations 
related to the use of color additives in 
lakes were published in the F ederal 
R egister of May 11, 1965 (30 F R  6490). 
The Commissioner advises that new pro­
posed regulations governing the use of 
color additives in lakes will be published 
in the F ederal R egister in the near fu­
ture and concludes that the listing of 
colors for use in lakes can best be im­
plemented by general regulations. D&C 
Orange No. 4 will, therefore, continue 
to be approved for use in lakes for col­
oring externally applied drugs and cos­
metics under the general provisional 
listing for “Lakes (D&C) ” under § 81.1
(b ). -

This regulation establishes specifica­
tions fo r the certification o f batches of 
D&C Orange No. 4 that are more re­
strictive than those currently prescribed 
under § 82.1254 (21 CFR 82.1254). Ad­
ditionally, the identity of the color has 
been revised to be consistent with cur­
rent chemical nomenclature. The iden-

RULES AND REGULATIONS

tity nomenclature and the specifications 
currently prescribed in § 82.1254 become 
obsolete upon the effective date o f new 
§§ 74.1254 and 74.1254 (21 CFR 74.1254 
and 74.2254). However, it  is necessary to 
retain § 82.1254 to provide for the use 
o f the color additive in lakes. Accord­
ingly, §82.1254 is revised to reference the 
identity nomenclature and specifications 
prescribed by § 74.1254.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act. (sec. 706 (b ),
(c ) , and (d ), 74 Stat. 399-403 (21 U.S.C. 
376 (b ), (c ), and ( d ) ) )  and the transi­
tional provisions of the Color Additive' 
Amendments o f 1960 (T itle  n , Pub. L. 
86-618, sec. 203, 74 Stat. 404-407 (21 
U.S.C. 376 note) )•, and under authority 
delegated to the Commissioner (21 CFR
5.1). Parts 74, 81, and 82 are amended 
as follows:
PART 74— LISTING OF COLOR ADDITIVES 

SUBJECT TO CERTIFICATION
1. Part 74 is amended:
a. By adding new § 74.1254 to Sub- 

part B, to read as follows:

§ 74.1254 D&C Orange No. 4.
(a ) Identity. (1) The color additive 

D&C Orange No. 4 is principally the so­
dium salt of 4-E (2-hydroxy-1-naphtha- 
lenyl) azolbenzenesulfonic acid.

(2) Color additive mixtures for use 
in externally applied drugs made with 
D&C Orange No. 4 may contain only 
those diluetns that are suitable and that 
are listed in Part 73 of this chapter for 
use in color additive mixtures for color­
ing externally applied drugs.

(b ) Specifications. D&C Orange No. 4 
shall conform to the following specifi­
cations and shall be free from  impurities 
other than those named to the extent 
that such impurities may be avoided bv 
good manufacturing practice.

Sum of volatile matter (at 135° C) and 
chlorides and sulfates (calculated as 
sodium salts), not more than 10 percent.

Water-insoluble matter, not more than
0.2 percent.

2-Naphthol, not more than 0.4 per­
cent.

Sulfanilic acid, sodium salt, not more 
than 0.2 percent.

Subsidiary colors, not more than 3 
percent.

Lead (as Pb ), not more than 20 parts 
per million.

Arsenic (as A s ), not more than 3 parts 
per million.

Mercury (as H g ), not more than 1 part 
per million.

Total color, not less than 90 percent.
(c ) Uses and restrictions•. D&C Orange 

No. 4 may be safely used for coloring ex­
ternally applied drugs in amounts con­
sistent with good manufacturing prac­
tice.

(d ) Labeling. The label of the color ad­
ditive and any mixtures prepared there­
from  intended solely or in part for color­
ing purposes shall conform to the 
requirements o f § 70.25 of this chapter.

(e ) Certification. A ll batches o f D&C 
Orange No. 4 shall be certified in accord­
ance with regulations in Part 80 o f this 
chapter.

b. By adding new § 74.2254 to Subpart 
C, to read as follows:

§ 74.2254 D&C Orange No. 4.
(a ) Identity and specifications. The 

color additive D&C Orange No. 4 shall 
conform in identity and specifications 
to the requirements of § 74.1254 (a )(1 ) 
and (b ).

(b ) Uses and restrictions. D&C Orange 
No. 4 may be safely used for coloring ex­
ternally applied cosmetics in amounts 
consistent with good manufacturing 
practice.

(c ) Labeling. The label of the color ad­
ditive shall conform to the requirements 
o f § 70.25 o f this chapter.

(d ) Certification. A ll batches of D&C 
Orange No. 4 shall be certified in accord­
ance with regulations in Pa rt 80 of this 
chapter.

PART 81— GENERAL SPECIFICATIONS 
AND GENERAL RESTRICTIONS FOR 
PROVISIONAL COLOR ADDITIVES FOR 
USE IN FOODS, DRUGS, AND COS­
METICS

§ 81.1 [ Amended]
2. In  Part 81, hy amending the table 

in paragraph (b) of § 81.1 Provisional 
lists of color additives, by deleting the 
entry for “D&C Orange No. 4.”

PART 82— LISTING OF CERTIFIED PRO­
VISIONALLY LISTED COLORS AND
SPECIFICATIONS
3. Part 82 is amended by revising 

§ 82.1254 to read as follows:

§ 82.1254 D&C Orange No. 4.
The color additive D&C Orange No. 4 

shall conform in identity and specifica­
tions to the requirements of § 74.1254
(a ) (1) and (h) o f this chapter. D&C 
Orange No. 4 is restricted to use in ex­
ternally applied drugs and cosmetics.

Any person who will be adversely a f­
fected by the foregoing regulation may 
at any time on or before October 31, 
1977, file with the Hearing Clerk (HFC- 
20), Food and Drug Administration, 
Room 4-65, 5600 Fishers Lane, Rock­
ville, Md. 20857, written objections there­
to. Objections shall show wherein the 
person filing will be adversely affected by 
the regulation, specify with particularity 
the provisions o f the regulation deemed 
objectionable, and state the grounds for 
the objections. Objections shall be filed 
in accordance with the requirements of 
§ 71.30 (21 CFR 71.30) . I f  a hearing is 
requested, the objections shall state the 
issues for the hearing, shall be supported 
by grounds factually and legally suffi­
cient to justify the relief sought, and 
shall include a detailed description and 
analysis of the factual information in­
tended to be presented in support of the 
objections in the event that a hearing is 
held. Four copies o f all documents shall 
be filed and identified with the Hearing 
Clerk docket number found in brackets 
in the heading of this regulation. Re­
ceived objections may be seen in the 
office o f the Hearing Clerk between 9
a.m. and 4 p.m., Monday through Friday.
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Effective date: This regulation shall 
become effective October 31, 1977, ex­
cept as to any provisions that may be 
stayed by the filing o f prop«: objections. 
Notice of the filing o f objections or lack 
thereof will be announced in the F ed­
eral R egister.
(Sec. 706 (b ), (c>, and (d ), 74 Stat. 399-403 
(21 TJ.S.C. 376 (b ), (c ),an d  (d ) ) . )

Dated: September 22, 1977._
W il l ia m  F. R andolph , 

Acting Associate Commissioner 
for Compliance. 

[PR Doc.77-28825 Filed 9-29-77; 8 :45 am]

[ 4 1 1 0 -0 3 ]
SUBCHAPTER E— ANIM AL DRUGS, FEEDS, AND 

RELATED PRODUCTS
[Docket No. 76F-0016]

PART 573— FOOD ADDITIVES PERMITTED 
IN FEED AND DRINKING WATER OF 
ANIMALS

Ammoniated Cottonseed Meal
AGENCY: Food and Drug Administra­
tion.
ACTION: Final rule.
SUM M ARY: This document provides for 
use of ammoniated cottonseed meal in 
the feed o f ruminants. The National 
Cottonseed Products Association, Inc., 
filed a petition proposing safe use o f the 
product.
DATES: Effective September 30, 1977; 
objections by October 31, 1977.

ADDRESSES: Written objections to the 
Hearing Clerk (H FC-20), Food and Drug 
Administration, Room 4-65, 5600 Fishers 
Lane, Rockville, Md. 20857.
FOR FURTHER INFO RM ATIO N  CON­
TACT:

Lonnie W . Luther, Bureau of Veteri­
nary Medicine (HFV-147), Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 5600 
Fishers Lane, Rockville, Md. 20857 
(301-443-4317).

SUPPLEMENTARY INFO RM ATIO N : A  
notice published in the F ederal R egister 
of February 17, 1976 (41 FR  7148), an­
nounced that a petition (MF-3539) has 
been filed by the National Cottonseed 
Products Association, Inc., P.O. Box 
12023, Memphis, Term. 38112, proposing 
that § 573.140 Ammoniated cottonseed 
meal (formerly § 121.319 prior to recodi­
fication published in the F ederal R egis­
ter of September 10,1976 (41 FR  38619)) 
be amended to delete the restriction that 
the additive be used as the sole source of 
nonprotein nitrogen in the feed of 
ruminants.

The Commissioner of Food and Drugs, 
having evaluated the petition and. other 
relevant material, concludes that § 573. 
140 should be amended as set forth below.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (sec. 409 (c )(1 ), 
72 Stat. 1786 (21 U.S.C. 348(c) ( 1 ) ) )  and

under authority delegated to the Com­
missioner (21 CFR 5.1), § 573.140 is 
amended by revising paragraph (b) as 
follows:
§ 573.140 Ammoniated cottonseed meal. 

* • * * *
(b) I t  is used or intended for use in the 

feed of ruminants as a source of protein 
and/or as a source o f nonprotein nitro­
gen in an amount not to exceed 20 per­
cent of the total ration.

*  *  *  *  *

Any person who will be adversely a f­
fected by the foregoing regulation may at 
any time on or before October 31, 1977, 
submit to the Hearing Clerk (HFC-20), 
Food and Drug Administration, Room 4- 
65, 5600 Fishers Lane, Rockville, Md. 
20857, written, objections thereto and 
may make a written request for a public 
hearing on the stated objections. Each 
objection shall be separately numbered 
and each numbered objection shall spec­
ify  with particularity the provision of the 
regulation to which objection is made. 
Each numbered objection on which a 
hearing is requested shall specifically so 
state; failure to request a hearing for 
any particular objection shall constitute 
a waiver of the right to a hearing on that 
objection. Each numbered objection for 
which a hearing is requested shall include 
a detailed description and analysis o f the 
specific factual information intended to 
be presented in support of the objection 
in the event that a hearing is held; fa il­
ure to include such a description and 
analysis fo r any particular objection 
shall constitute a waiver of the right to a 
hearing on the objection. Four copies of 
a ll documents shall be submitted and 
shall be identified with the Hearing Clerk 
docket number found in brackets in the 
heading of this regulation. Received ob­
jections may be seen in the above office 
between the hours of 9 a.m. and 4 p.m., 
Monday through Friday.

Effective date: This regulation shall 
become effective September 30, 1977.
(Sec. 409(c)(1), 72 Stat. 1786 (21 TJ.S.C. 348
( c ) ( 1 ) ) . )

Dated: September 23, 1977.

F red J. K in g m a ,
Acting Director, Bureau 

of Veterinary Medicine’. 
[FR Doc.77-28826 Filed 9-29-77:8:45 am]

, SUBCHAPTER B— FOOD FOR HUMAN 
CONSUMPTION

[Docket No. 76F-0461]

PART 177— INDIRECT FOOD ADDITIVES: 
POLYMERS

Styrene Block Polymers 
Correction

In  FR  Doc. 77-25093, appearing in the 
issue o f Tuesday, August 30,1977, on page 
43621, In the 2nd column, in the 3rd 
paragraph, the 5th line should read, 
“ * • * for the use o f styrene block 
polymers * *

[ 4 2 1 0 - 0 1 ]
Title 24— Housing and Urban 

Development
CHAPTER VIII— LOW-INCOME HOUSING, 

DEPARTMENT OF HOUSING AND 
URBAN DEVELOPMENT

[Docket No. R—77-344]

PART 866— LEASE AND GRIEVANCE 
PROCEDURES

Tenant Maintenance
AGENCY: Department of Housing and 
Urban Development.
ACTION: Final rule.

SUM M ARY: This final rule amends T i­
tle 24, Chapter-VIH, Part 866 § 866.4(g) 
Tenant Maintenance, to clarify the pro­
vision o f § 866.4(g) permitting Public 
Housing Agencies (PHAs) to  incorpo­
rate into the lease a provision for the 
performance o f seasonal and other main­
tenance tasks by tenants where it  has 
been common practice for tenants o f the 
given type o f dwelling unit to perform 
such tasks. The Department has become 
aware that interested parties have inter­
preted this section, which permits leases 
to provide for tenant performance o f sea­
sonal and other maintenance tasks, as
(1) being limited to tenants of projects 
o f the specified architectural or struc­
tural types mentioned as examples in the 
section and (2) specifying that the option 
o f tenant performance shall be embod­
ied in an agreement between the Public 
Housing Agency (PH A ) and the tenant 
which is separate from  the lease.

This rule clarifies the intent of the 
original issuance which was to permit 
PHAs to incorporate into the lease a 
provision for the performance of sea­
sonal and other maintenance tasks by 
tenants where it  has been common prac­
tice for tenants of the given type of 
dwelling unit to perform such tasks.

EFFECTIVE D A TE : October 31, 1977.
FOR FURTHER INFO RM ATIO N  CON­
TACT:

Edward Whipple, Chief, Rental and 
Occupancy Branch, 202-755-6596, U.S. 
Department of Housing and Urban De­
velopment, Washington, D.C. 20410.

SUPPLEM ENTARY INFO RM ATIO N : 
The Department gave notice on Janu­
ary 17, 1977, at 42 F*R 3181, that it was 
proposing to amend T itle 24 o f the Code 
o f Federal Regulations, Chapter VHI, 
§ 866.4(g), Tenant Maintenance.

Five comments were received in re­
sponse to the proposed amendment. The 
following is a discussion o f the comments 
and suggestions and of the changes to 
the amendment made in response to 
those comments:

1. Two comments suggested that a 
universal application o f the proposed 
amendment to require all tenants to 
perform maintenance tasks could cause 
serious injury or grave hardship to dis­
abled or elderly tenants. In  addition, it 
was suggested that hardship might result
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