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(HFA-250), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-827—4659.
SUPPLEMENTARY INFORMATION: Under the
PRA (44 U.S.C. 3501-3520), Federal
agencies must obtain approval from the
Office of Management and Budget
(OMB) for each collection of
information they conduct or sponsor.
“Collection of information” is defined
in 44 U.S.C. 3502(3) and 5 CFR
1320.3(c) and includes agency requests
or requirements that members of the
public submit reports, keep records, or
provide information to a third party.
Section 3506(c)(2)(A) of the PRA (44
U.S.C. 3506(c)(2)(A)) requires Federal
agencies to provide a 60-day notice in
the Federal Register concerning each
proposed collection of information,
including each proposed extension of an
existing collection of information,
before submitting the collection to OMB
for approval. To comply with this
requirement, FDA is publishing notice
of the proposed collection of
information set forth in this document.
With respect to the following
collection of information, FDA invites

comments on: (1) Whether the proposed
collection of information is necessary
for the proper performance of FDA’s
functions, including whether the
information will have practical utility;
(2) the accuracy of FDA’s estimate of the
burden of the proposed collection of
information, including the validity of
the methodology and assumptions used;
(3) ways to enhance the quality, utility,
and clarity of the information to be
collected; and (4) ways to minimize the
burden of the collection of information
on respondents, including through the
use of automated collection techniques,
when appropriate, and other forms of
information technology.

Filing Objections and Requests for a
Hearing on a Regulation or Order—21
CFR Part 12 (OMB Control No. 0910-
0184)—Extension

Section 12.22 (21 CFR 12.22), issued
under section 701(e)(2) of the Federal
Food, Drug, and Cosmetic Act (the act)
(21 U.S.C. 371(e)(2)), sets forth the
instructions for filing objections and
requests for a hearing on a regulation or
order under §12.20(d) (21 CFR

12.20(d)). Objections and requests must
be submitted within the time specified
in § 12.20(e). Each objection, for which
a hearing has been requested, must be
separately numbered and specify the
provision of the regulation or the
proposed order. In addition, each
objection must include a detailed
description and analysis of the factual
information and any other document,
with some exceptions, supporting the
objection. Failure to include this
information constitutes a waiver of the
right to a hearing on that objection. FDA
uses the description and analysis to
determine whether a hearing request is
justified. The description and analysis
may be used only for the purpose of
determining whether a hearing has been
justified under 21 CFR 12.24 and do not
limit the evidence that may be
presented if a hearing is granted.

Respondents to this information
collection are those parties that may be
adversely affected by an order or
regulation.

FDA estimates the burden of this
collection of information as follows:

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN?

. Annual Frequency per Hours per
21 CFR Section No. of Respondents Response Total Annual Responses Response Total Hours
12.22 10 1 10 20 200

1There are no capital costs or operating and maintenance costs associated with this collection of information.

The burden estimate for this
collection of information is based on
past filings. Agency personnel
responsible for processing the filing of
objections and requests for a public
hearing on a specific regulation or order,
estimate approximately 10 requests are
received by the agency annually, with
each requiring approximately 20 hours
of preparation time.

Dated: June 27, 2002.

Margaret M. Dotzel,

Associate Commissioner for Policy.

[FR Doc. 02-17075 Filed 7-5-02; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
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Comment Request; Cosmetic Product
Voluntary Reporting Program

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing an
opportunity for public comment on the
proposed collection of certain
information by the agency. Under the
Paperwork Reduction Act of 1995 (the
PRA), Federal agencies are required to
publish notice in the Federal Register
concerning each proposed collection of
information, including each proposed
extension of an existing collection of
information, and to allow 60 days for
public comment in response to the
notice. This notice solicits comments on
the Cosmetic Product Voluntary
Reporting Program.

DATES: Submit written or electronic
comments on the collection of
information by September 6, 2002.
ADDRESSES: Submit written comments
on the collection of information to the
Dockets Management Branch (HFA—
305), Food and Drug Administration,
5630 Fishers Lane, rm. 1061, Rockville,
MD 20852. Submit electronic comments
to http://www.accessdata.fda.gov/
scripts/oc/dockets/edockethome.cfm.
Comments should be identified with the

docket number found in brackets in the
heading of this document.

FOR FURTHER INFORMATION CONTACT:
Peggy Schlosburg, Office of Information
Resources Management (HFA—-250),
Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857,
301-827-1223.

SUPPLEMENTARY INFORMATION: Under the
PRA (44 U.S.C. 3501-3520), Federal
agencies must obtain approval from the
Office of Management and Budget
(OMB) for each collection of
information they conduct or sponsor.
“Collection of information” is defined
in 44 U.S.C. 3502(3) and 5 CFR
1320.3(c) and includes agency requests
or requirements that members of the
public submit reports, keep records, or
provide information to a third party.
Section 3506(c)(2)(A) of the PRA (44
U.S.C. 3506(c)(2)(A)) requires Federal
agencies to provide a 60-day notice in
the Federal Register concerning each
proposed collection of information,
including each proposed extension of an
existing collection of information,
before submitting the collection to OMB
for approval. To comply with this



Federal Register/Vol. 67, No. 130/ Monday, July 8, 2002/ Notices

45127

requirement, FDA is publishing notice
of the proposed collection of
information set forth in this document.

With respect to the following
collection of information, FDA invites
comments on: (1) Whether the proposed
collection of information is necessary
for the proper performance of FDA’s
functions, including whether the
information will have practical utility;
(2) the accuracy of FDA'’s estimate of the
burden of the proposed collection of
information, including the validity of
the methodology and assumptions used;
(3) ways to enhance the quality, utility,
and clarity of the information to be
collected; and (4) ways to minimize the
burden of the collection of information
on respondents, including through the
use of automated collection techniques,
when appropriate, and other forms of
information technology.

Cosmetic Product Voluntary Reporting
Program—(21 CFR 720.4, 720.6, and
720.8)—(OMB Control Number 0910-
0030)—Extension

Under the Federal Food, Drug, and
Cosmetic Act (the act), cosmetic
products that are adulterated under
section 601 of the act (21 U.S.C. 361) or
misbranded under section 602 of the act
(21 U.S.C. 362) cannot legally be
distributed in interstate commerce. To
assist FDA in carrying out its
responsibility to regulate cosmetics,
FDA requests under part 720 (21 CFR
part 720), but does not require, that
firms that manufacture, pack, or
distribute cosmetics file with the agency

an ingredient statement for each of their
products (§ 720.4). Ingredient statements
for new submissions (§ 720.4) are
reported on Form FDA 2512, “Cosmetic
Product Ingredient Statement,” and on
Form FDA 2512a, a continuation form.
Changes in product formulation
(§720.6) are also reported on Forms
FDA 2512 and FDA 2512a. When a firm
discontinues the commercial
distribution of a cosmetic, FDA requests
that the firm file Form FDA 2514,
“Discontinuance of Commercial
Distribution of Cosmetic Product
Formulation” (§ 720.6). If any of the
information submitted on or with these
forms is confidential, the firm may
submit a request for confidentiality
under § 720.8.

FDA uses the information received on
these forms as input for a computer-
based information storage and retrieval
system. These voluntary formula filings
provide FDA with the best information
available about cosmetic product
formulations, ingredients and their
frequency of use, businesses engaged in
the manufacture and distribution of
cosmetics, and approximate rates of
product discontinuance and formula
modifications. FDA’s database also lists
cosmetic products containing
ingredients suspected to be carcinogenic
or otherwise deleterious to the public
health. The information provided under
the Cosmetic Product Voluntary
Reporting Program assists FDA
scientists in evaluating reports of
alleged injuries and adverse reactions to

the use of cosmetics. The information
also is utilized in defining and planning
analytical and toxicological studies
pertaining to cosmetics.

FDA shares nonconfidential
information from its files on cosmetics
with consumers, medical professionals,
and industry. For example, by
submitting a Freedom of Information
Act request, consumers can obtain
information about which products do or
do not contain a specified ingredient
and about the levels at which certain
ingredients are typically used.
Dermatologists use FDA files to cross-
reference allergens found in patch test
kits with cosmetic ingredients. The
Cosmetic, Toiletry, and Fragrance
Association, which is conducting a
review of ingredients used in cosmetics,
has relied on data provided by FDA in
selecting ingredients to be reviewed
based on frequency of use.

The Cosmetic Product Voluntary
Reporting Program was suspended
during fiscal year (FY) 1998 due to a
lack of budgetary funding and was
reinstated at the beginning of FY 1999.
The estimated hour burden is 60 percent
of the previous level reported in 1999.
In general, the larger cosmetic
companies have resumed participating
in the program, whereas the smaller
companies are lagging.

FDA estimates the annual burden of
this collection of information as follows:
H==1><Form No.

Annual Frequency per Response
H==1><Hours per Response

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN?

" Number of Respond- | Total Annual
21 CFR Section ontaop Responses Total Hours

720.1-720.4 (new submis- | FDA 2512 54 35.6 1,920 0.5 960
sions) FDA 2512a

720.4 and 720.6 (amend- | FDA 2512 54 14 75 0.33 25
ments) FDA 2512a

720.3 and 720.6 (notices FDA 2514 54 0.4 20 0.1 2
of discontinuance)

720.8 (requests for con- 0 0 0 15 0
fidentiality)

Total 54 2,015 987

1There are no capital costs or operating and maintenance costs associated with this collection of information.
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This estimate is based on the number
and frequency of submissions received
in the past and on discussions between
FDA staff and respondents during
routine communications. The actual
time required for each submission will
vary in relation to the size of the
company and the breadth of its
marketing activities.

Dated: June 27, 2002.
Margaret M. Dotzel,
Associate Commissioner for Policy.
[FR Doc. 02—17076 Filed 7-5—-02; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

[Docket No. 02N-0063]

Agency Information Collection
Activities; Announcement of OMB
Approval; Consumer Surveys on Food
and Dietary Supplement Labeling
Issues

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that a collection of information entitled
“Consumer Surveys on Food and
Dietary Supplement Labeling Issues”
has been approved by the Office of
Management and Budget (OMB) under
the Paperwork Reduction Act of 1995.

FOR FURTHER INFORMATION CONTACT:
Peggy Schlosburg, Office of Information
Resources Management (HFA-250),
Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857,
301-827-1223.

SUPPLEMENTARY INFORMATION: In the
Federal Register of February 21, 2002
(67 FR 8030), the agency announced
that the proposed information collection
had been submitted to OMB for review
and clearance under 44 U.S.C. 3507. An
agency may not conduct or sponsor, and
a person is not required to respond to,

a collection of information unless it
displays a currently valid OMB control
number. OMB has now approved the
information collection and has assigned
OMB control number 0910-0492. The
approval expires on December 31, 2002.
A copy of the supporting statement for
this information collection is available
on the Internet at http://www.fda.gov/
ohrms/dockets.

Dated: June 27, 2002.
Margaret M. Dotzel,
Associate Commissioner for Policy.
[FR Doc. 02-17078 Filed 7-5—-02; 8:45 am)]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

Ophthalmic Devices Panel of the
Medical Devices Advisory Committee;
Notice of Meeting

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

This notice announces a forthcoming
meeting of a public advisory committee
of the Food and Drug Administration
(FDA). At least one portion of the
meeting will be closed to the public.

Name of Committee: Ophthalmic
Devices Panel of the Medical Devices
Advisory Committee.

General Function of the Committee:
To provide advice and
recommendations to the agency on
FDA'’s regulatory issues.

Date and Time: The meeting will be
held on August 1, 2002, from 8:30 a.m.
to 4:30 p.m., and on August 2, 2002,
from 8:30 a.m. to 3 p.m.

Location: Hilton Washington DC
North/Gaithersburg, Salons A, B, and C,
620 Perry Pkwy., Gaithersburg, MD.

Contact Person: Sara M. Thornton,
Center for Devices and Radiological
Health (HFZ-460), Food and Drug
Administration, 9200 Corporate Blvd.,
Rockville, MD 20850, 301-594—2053,
ext. 127, or FDA Advisory Committee
Information Line, 1-800-741-8138
(301-443-0572 in the Washington, DC
area), code 12396. Please call the
Information Line for up-to-date
information on this meeting.

Agenda: On August 1, 2002, the
committee will discuss, make
recommendations, and vote on a
premarket approval application (PMA)
for an excimer laser system for use in
wavefront guided laser in situ
keratomileusis correction for the
reduction or elimination of myopia up
to -7 diopters (D) with less than -0.50D
of astigmatism at the spectacle plane in
subjects who are 21 years of age or
older. On August 2, 2002, the committee
will discuss issues related to the
development of an FDA guidance, an
American National Standards Institute
standard, and an International
Standards Organization standard for
intraocular lenses for the treatment of
myopia or hyperopia in phakic patients.

The committee will address questions
on clinical study design, specular
microscopy (endothelial cell counts),
lens opacity, and contrast sensitivity.
Background information for each day’s
topic, including the attendee list,
agenda, and questions for the
committee, will be available to the
public 1-business day before the
meeting, on the Internet at http://
www.fda.gov/cdrh/panelmtg.html.
Material for the August 1, 2002, session
will be posted on July 31, 2002; material
for the August 2, 2002, session will be
posted on August 1, 2002.

Procedure: On both days from 8:30
a.m. to 3 p.m., the meeting is open to
the public. Interested persons may
present data, information, or views,
orally or in writing, on issues pending
before the committee. Written
submissions may be made to the contact
person by July 26, 2002. On August 1,
2002, formal oral presentations from the
public will be scheduled between
approximately 8:45 a.m. and 9:15 a.m.
Near the end of the committee
deliberations on the PMA, a 30-minute
open public session will be conducted
for interested persons to address issues
specific to the submission before the
committee. On August 2, 2002, oral
presentations from the public will be
scheduled between approximately 8:45
a.m. and 9:15 a.m. Near the end of
committee deliberations on the agenda
topics, a 30-minute open public session
will be conducted for interested persons
to address issues specific to the topics
before the committee. Time allotted for
each presentation may be limited. Those
desiring to make formal oral
presentations should notify the contact
person before July 26, 2002, and submit
a brief statement of the general nature of
the evidence or arguments they wish to
present, the names and addresses of
proposed participants, and an
indication of the approximate time
requested to make their presentation.

Closed Committee Deliberations. On
August 1, 2002, from 3 p.m. to 4:30
p.m., the meeting will be closed to
permit FDA staff to present to the
committee trade secret and/or
confidential commercial information
relevant to pending and future device
submissions for vitreoretinal, surgical
and diagnostic devices, intraocular and
corneal implants, and contact lenses.
This portion of the meeting will be
closed to permit discussion of this
information (5 U.S.C. 552b(c)(4)).

Persons attending FDA’s advisory
committee meetings are advised that the
agency is not responsible for providing
access to electrical outlets.

FDA welcomes the attendance of the
public at its advisory committee
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