Federal Register / Vol. 55, No. 151 / Monday, August 6, 1990 / Rules and Regulations

31823

more than five items will be considered
in a single request.

EFFECTIVE DATE: This rule is effective
August 6, 1990,

FOR FURTHER INFORMATION CONTACT:
Patricia Muldonian, Office of
Technology and Policy Analysis, Bureau
of Export Administration, Telephone:
(202) 377-2440.

SUPPLEMENTARY INFORMATION:
Rulemaking Requirements

1. This rule is consistent with
Executive Orders 12291 and 12661.

2. This rule involves a collection of
information subject to the Paperwork
Reduction Act of 1980 (44 U.S.C. 3501 et
seq.). This collection was approved by
the Office of Management and Budget
(OMB) under control number 0694-0048.

3. This rule does nol contain policies
with Federalism implications sufficient
to warrant preparation of a Federalism
assessment under Executive Order
12612,

4. Because a notice of proposed
rulemaking and an opportunity for
public comment are not required to be
given for this rule by section 553 of the
Administrative Procedure Act (5 U.S.C.
553), or by any other law, under sections
603(a) and 604(a) of the Regulatory
Flexibility Act (5 U.S.C. 603(a) and
604(a)) no initial or final Regulatory
Flexibility analysis has to be or will be
prepared.

5. Section 13(a) of the Export
Administration Act of 1979 (EAA), as
amended (50 U.S.C. app. 2412(a)),
exempts this rule from all requirements
of section 553 of the Administrative
Procedure Act (APA) (5 U.S.C. 553),
including those requiring publication of
a notice of proposed rulemaking, an
opportunity for public comment, and a
delay in effective date. This rule is also
exempt from these APA requirements
because it involves a foreign and
military affairs function of the United
States. Section 13(b) of the EAA does
not require that this rule be published in
proposed form because this rule does
not impose a new control. Further; no
other law requires that a notice of
proposed rulemaking and an opportunity
for public comment be given for this
rule.

Accordingly, it is being issued in final
form. However, as with other
Department of Commerce rules,
comments from the public are always
welcome, Comments should be
submitted to Patricia Muldonian, Office
of Technology and Policy Analysis,
Bureau of Export Administration,
Department of Commerce, P.O. Box 273,
Washington, DC 20044.

List of Subjects in 15 CFR Parts 772 and
799

Exports, Reporting and recordkeeping
requirements,

Accordingly, parts 772 and 799 of the
Export Administration Regulations (15
CFR parts 768-799) are amended as
follows:

1. The authority citations for parts 772
and 799 continue to read as follows:

Authority: Public Law 96-72, Stat. 503 (50
U.S.C. app. 2401 et seq.), as amended by
Public Law 97-145 of December 29, 1981, by
Public Law 99-64 of July 12,1985 and by
Public Law 100-145 of August 23, 1988;
Executive Order 12525 of July 12, 1985 (50 FR
28757, July 18, 1985); Public Law 95-223 of
December 28, 1977 (50 U.S.C. 1701 e seq.);
Executive Order 12532 of September 9, 1985
(50 FR 36861, September 10, 1985) as affected
by notice of September 4, 1986 (51 FR 31925,
September 8, 1986); Public Law 99440 of
October 2, 1986 (22 U.S.C. 5001 et seq.): and
Executive Order 12571 of October 27, 1986 (51
FR 39505, October 29, 1986).

PART 772—[AMENDED]

2. A new paragraph (b)(2)(v) is added
to § 772.4 to read as follows:

§772.4 How to apply for a validated
license.

* * * . *

(b) L

(2) L2 AL S

{v) No person shall use, copy, steal or
otherwise compromise a PIN assigned to
another person; and no person shall use,
copy, steal or otherwise compromise the
company identification number of a
company that has not authorized such
person to have access to that number.

3. Section 799.1 is amended by
revising paragraph (f)(1)(iii) to read as
follows:

§799.1 The Commodity Control List and
how to use it.

(n.'.

(1..0

(iii) The commodities to be classified
must be clearly listed by model number
in the request. No more than five
commodities will be considered in a
single request. Exceptions may be made
on a case-by-case basis for several
related products if the relationship
between these products is satisfactorily
substantiated and documented.

-~ - " * -

Dated: July 30, 1990.
James M. LeMunyon,
Deputy Assistant Secretary for Export
Administration.
[FR Doc. 90-18145 Filed 8-3-90; 8:45 am|
BILLING CODE 3610-DT-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
21CFRPart 74 |
[Docket No. 89C-0095]

Listing of Color Additives for Coloring
Intraocular Lens Haptics; D&C Violet
No. 2; Confirmation of Effective Date

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule, confirmation of
effective date.

sUMMARY: The Food and Drug
Administration (FDA) is confirming the
effective date of June 7, 1990, for the
final rule that amended the color
additive regulations to provide for the
safe use of D&C Violet No. 2 for coloring
polymethylmethacrylate intraocular lens
haptics.

DATES: Effective date confirmed: June 7,
1990.

FOR FURTHER INFORMATION CONTACT:
Sandra L. Varner, Center for Food
Safety and Applied Nutrition (HFF-335),
Food and Drug Administration, 200 C St.
SW., Washington, DC 20204, 202-472-
5690.

SUPPLEMENTARY INFORMATION: In the
Federal Register of May 7, 1990 (55 FR
18865), FDA issued a final rule amending
21 CFR 74.3602 of the color additive
regulations to provide for the safe use of
D&C Violet No. 2 for coloring
polymethylmethacrylate intraocular lens
haptics.

FDA gave interested persons until
June 6, 1990, to file objections or
requests for a hearing. The agency
received no objections or requests for a
hearing on the final rule, Therefore, FDA
concludes that the final rule published in
the Federal Register of May 7, 1990,
should be confirmed.

List of Subjects in 21 CFR Part 74
Color additives, Cosmetics, Drugs.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 201, 401,
402, 403, 409, 501, 502, 505, 601, 602, 701,
706, (21 U.S.C. 321, 341, 342, 343, 348, 351,
352, 355, 361, 362, 371, 376)) and under
authority delegated to the Commissioner
of Food and Drugs (21 CFR 5.10), notice
is given that no objections or requests
for a hearing were filed in response to
the May 7, 1990, final rule. Accordingly,
the amendments promulgated thereby
became effective June 7, 1990.
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Dated: July 31, 1990.
Ronald G. Chesemore,
Associate Commissioner for Regulatory
Affairs.
[FR Doc. 90-18249 Filed 8-3-90; 8:45 am]
EILLING CODE 4160-01-M

21CFR Part 74
[Docket No. 89C-0304]

Listing of Color Additives for Coloring
Sutures; [Phthalocyaninato(2-)]
Copper; Confirmation of Effective Date

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule; confirmation of
effective date.

suMMARY: The Food and Drug
Administration (FDA) is confirming the
effective date of June 12, 1890, for the
final rule that amended the color
additive regulations to provide for the
safe use of [phthalocyaninato(2-)]
copper to color nonabsorbable
monofilament sutures composed of
polybutylene terrephthalate for general
and ophthalmic surgery.
DATES: Effective date confirmed: June
12, 1990.
FOR FURTHER INFORMATION CONTACT:
Sandra L. Varner, Center for Food
Safety and Applied Nutrition (HFF-335),
Food and Drug Administration, 200 C St.
SW., Washington, DC 20204, 202-472-
5690.
SUPPLEMENTARY INFORMATION: In the
Federal Register of May 10, 1990 (55 FR
19618), FDA amended 21 CFR part 74 of
the color additive regulations in 21 CFR
74.3045 by revising paragraph (c)(1) to
provide for the safe use of
[phthalocyaninato (2-)] copper to color
nonabsorbable monofilament sutures
composed of polybutylene terephthalate
for general and ophthalmic surgery.
FDA gave interested persons until
June 11, 1990, to file objections or
requests for a hearing. The agency
received no objections or requests for a
hearing on the final rule. Therefore, FDA
finds that the final rule published in the
Federal Register of May 10, 1990, should
be confirmed.

List of Subjects in 21 CFR Part 74
Color additives, Cosmetics, Drugs.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sections 201,
401, 402, 403, 409, 501, 502, 505, 601, 602,
701, 706 (21 U.S.C. 321, 341, 342, 343, 348,
351, 352, 355, 361, 362, 371, 376)) and
under authority delegated to the
Commissioner of Food and Drugs (21
CFR 5.10), notice is given that no
objections or requests for a hearing

were filed in response to the May 10,

1990, final rule. Accordingly, the

amendments promulgated thereby

became effective June 12, 1990.
Dated: July 31, 1990

Ronald G. Chesemore,

Associate Commissioner for Regulatory

Affairs.

[FR Doc. 80-18250 Filed 8-3-99; 8:45 am|

BILLING CODE 4180-01-M

21 CFR Part 176

[Docket No. 86F-0274]

Indirect Food Additives; Paper and
Paperboard Components

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
food additive regulations to provide for
the safe use of glutaraldehyde as a
slimicide in the manufacture of paper
and paperboard that may contact food.
This action is in response to a petition
filed by Union Carbide Corp.

DATES: Effective August 6, 1990. Written
objections and requests for a hearing by
September 5, 1990.

ADDRESSES: Written objections to the
Dockets Management Branch (HFA-

305), Food and Drug Administration, Rm.

4-62, 5600 Fishers Lane, Rockville, MD
20857,

FOR FURTHER INFORMATION CONTACT:
Edward J. Machuga, Center for Food
Safety and Applied Nutrition (HFF-335),
Food and Drug Administration, 200 C St.
SW., Washington, DC 20204, 202-472-
5690.

SUPPLEMENTARY INFORMATION: In a
notice published in the Federal Register
of July 22, 1986 (51 FR 26309), FDA
announced that a food additive petition
had been filed by Union Carbide Corp.,
Bound Brook, NJ 08805, propesing that

§ 176.300 Slimicides (21 CFR 176.300) be
amended to provide for the safe use of
glutaraldehyde as a slimicide in the
manufacture of paper and paperboard
that contact food.

FDA has evaluated data in the
petition and other relevant material. The
agency concludes that the proposed
food additive use is safe, and that 21
CFR 176.300(c) should be amended as
set forth below.

In accordance with § 171.1(h) (21 CFR
171.1(h)), the petition and the documents
that FDA considered and relied upon in
reaching its decision to approve the
petition are available for inspection at
the Center for Food Safety and Applied
Nutrition by appointment with the

information contact person listed above,
As provided in 21 CFR 171.1(h), the
agency will delete from the documents
any materials that are not available for
public disclosure before making the
documents available for inspection.

The agency has carefully considered
the potential environmental effects of
this action. FDA has concluded that the
action will not have a significant impact
on the human environment, and that an
environmental impact statement is not
required. The agency’s finding of no
significant impact and the evidence
supporting that finding, contained in an
environmental assessment, may be seen
in the Dockets Management Branch
(address above) between 9 a.m. and 4
p.m., Monday through Friday.

Any person who will be adversely
affected by this regulation may at any
time on or before September 5, 1990, file
with the Dockets Management Branch
(address above) written objections
thereto. Each objection shall be
separately numbered, and each
numbered objection shall specify with
particularity the provisions of the
regulation to which objection is made
and the grounds for the objection. 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 of the specific factual
information intended to be presented in
support of the objection in the event that
a hearing is held. Failure to include such
a description and analysis for any
particular objection shall constitute a
waiver of the right to a hearing on the
objection. Three copies of all documents
shall be submitted and shall be
identified with the docket number found
in brackets in the heading of this
document. Any objections received in
response to the regulation may be seen
in the Dockets Management Branch
between 9 a.m. and 4 p.m., Monday
through Friday.

List of Subjects in 21 CFR Part 176

Food additives, Food packaging, Paper
and paperboard.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs and redelegated to
the Director, Center for Food Safety and
Applied Nutrition, 21 CFR part 176 is
amended as follows:
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PART 176—INDIRECT FOOD
ADDITIVES: PAPER AND
PAPERBOARD COMPONENTS

1. The authority citation for 21 CFR
part 176 continues to read as follows:

Authority: Secs. 201, 402, 406, 409, 706 of
the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 321, 342, 346, 348, 376).

2, Section 176.300 is amended by
alphabetically adding a new entry to the
table in paragraph (c) to read as follows:

§ 176.300 Slimicides.
- *

. - -

(C). . »

List of substances

Glutaraldehyde (CAS
Reg. No. 111-30-8)

* - - -

Dated: July 26, 1990
Douglas L. Archer,
Acting Deputy Director; Center for Food
Sufety and Applied Nutrition.
[FR Doc. 90-18193 Filed 8-3-90: 8:45 am]
BILLING CODE 4160-01-M

21 CFR Part 177
[Docket No. 89F-0335]
Indirect Food Additives: Polymers

AGENCY: Food and Drng Administration,
HHS.

ACTION: Final rule.

summaRy: The Food and Drug
Administration (FDA) is amending the
food additive regulations to provide for
alternative specifications applicable to
4-methylpentene-1 copolymers for use as
articles or components of articles
intended for use in contact with food.
This action is in response to a petition
filed by Mitsui Petrochemical Industries,
Ltd.

pATES: Effective August 6, 1990; written
objections and requests for a hearing by
September 5, 1990. The Director of the
Office of the Federal Register approves
the incorporation by reference in
accordance with 5 U.S.C. 552(a) of
certain publications in 21 CFR 177.1520
(d)(8) and (d){9). effective August 6,
1990.

ADDRESSES: Written objections may be
sent to the Dockets Management Branch
(HFA-305), Food and Drug
Administration, Rm. 4-62, 5600 Fishers
Lane, Rockville, MD 20857,

FOR FURTHER INFORMATION CONTACT:
Thomas C. Brown, Center for Food
Safety and Applied Nutrition (HFF-335),
Food and Drug Administration, 200 C
Street SW., Washington, DC 20204, 202-
472-5690.

SUPPLEMENTARY INFORMATION: In a
notice published in the Federal Register
of August 30, 1989 (54 FR 35939), FDA
announced that a food additive petition
(FAP 9B4160) had been filed by Mitsui
Petrochemical Industries, Ltd.,
Kasumigaseki Bldg., P.O. Box 90, 2-§
Kasumigaseki 3-chome, Chiyoda-KU,
Tokyo 100, Japan, proposing that

§ 177.1520 Olefin polymers (21 CFR
177.1520) be amended to provide for
alternate specifications applicable to 4-
methylpentene-1 copolymers for use as
articles or components of articles
intended for use in contact with: food.
Alternate specifications in the table in
§ 177.1520(c), entry 3.3, would include:

(1) Lowering the minimum acceptable
melting point from 235 to 220 °C as
determined by the American Society for
Testing Materials (ASTM) method
D3418-82;

(2) Deleting the specification for
maximum extractable fraction in n-
hexane and maximum soluble fraction
in xylene; and

(3) Establishing a specification for
minimum intrinsic viscosity of 1.0, as
determined by ASTM method D1601-78.

FDA has evaluated data in the
petition and other relevant material. The
agency concludes that the proposed
specifications for 4-methylpentene-1
copolymers are appropriate as
alternative specifications to those
currently in the regulation. Therefore,
the agency is amending § 177.1520 in the
table in paragraph (c) by revising entry
3.3 and adding paragraphs (d)(8) and
(d)(9) as set forth below.

In accordance with § 171.1(h) (21 CFR
171.1(h}), the petition and the documents
that FDA considered and relied upon in
reaching its decision to approve the
petition are available for inspection at
the Center for Food Safety and Applied
Nutrition by appointment with the
information contact person listed above.
As provided in 21 CFR 171.1(h), the
agency will delete from the documents
any materials that are not available for
public disclosure before making the
documents available for inspection.

The agency has determined under 21
CFR 25.24(a}(9) that this action is of a
type that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment

nor an environmental impact statement
is required.

Any person who will be adversely
affected by this regulation may at any
time on or before September 5, 1990 file
with the Dockets Management Branch
(address above) written objections
thereto. Each objection shall be
separately numbered, and each
numbered objection shall specify with
particularity the provisions of the
regulation to which objection is made
and the grounds for the objection. 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 of the specific factual
information intended to be presented in
support of the objection in the event that
a hearing is held. Failure to include such
a description and analysis for any
particular objection shall constitute a
waiver of the right to a hearing on the
objection. Three copies of all documents
shall be submitted and shall be
identified with the docket number found
in brackets in the heading of this
document. Any objections received in
response to the regulation may be seen
in the Dockets Management Branch
between 8 a.m. and 4 p.m., Monday
through Friday.

List of Subjects in 21 CFR Part 177

Food additives, Food packaging,
Incorporation by reference.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs and redelegated to
the Director, Center for Food Safety and
Applied Nutrition, 21 CFR part 177 is
amended as follows:

PART 177—INDIRECT FOOD
ADDITIVES: POLYMERS

1. The authority citation for 21 CFR
Part 177 continues to read as follows:
Authority: Secs. 201, 402, 409, 706 of the

Federal Food, Drug. and Cosmetic Act (21
U.S.C. 321, 342, 348, 376),

2. Section 177.1520 is amended in the
table in paragraph (c) by revising entry
3.3 and by adding new paragraphs (d)(8)
and (d)(9) to read as follows:

§ 177.1520 Olefin polymers.

(c

]Qta




