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authority or social science research on
this issue?

5. How can warnings be made most
effective in preventing harm while
minimizing the chances of consumer
confusion or inattention? Is there any
evidence as to which types of warnings
consumers follow or disregard?

6. What arguments or social science
evidence, if any, can be used to support
distinguishing between claims made in
advertisements and those made on
labels? Does the First Amendment and
the relevant social science evidence
afford the Government greater latitude
over labels?

7. Would permitting speech by
manufacturer, distributor, and marketer
about off-label uses undermine the act’s
requirement that new uses must be
approved by the FDA? If so, how? If not,
why not? What is the extent of FDA’s
ability to regulate speech concerning
off-label uses?

8. Do FDA'’s speech-related
regulations advance the public health
concerns they are designed to address?
Are there other alternative approaches
that FDA could pursue to accomplish
those objectives with fewer restrictions
on speech?

9. Are there any regulations,
guidance, policies, and practices FDA
should change, in light of governing
First Amendment authority?

FDA is requesting comments within
75 days. Parties will then be given 45
days to reply to the comments of others.
Parties are encouraged to share
comments among themselves.

II. Comments

Interested persons may submit to the
Dockets Management Branch (see
ADDRESSES) written or electronic
comments regarding this notice by July
30, 2002. Responses to those comments
must be submitted by September 13,
2002. Two copies of any written
comments are to be submitted, except
that individuals may submit one copy.
Submit one electronic copy. Comments
are to be identified with the docket
number found in brackets in the
heading of this document. Received
comments may be seen in the Dockets
Management Branch between 9 a.m. and
4 p.m., Monday through Friday.

Dated: May 13, 2002.
William Hubbard,

Senior Associate Commissioner for Policy,
Planning and Legislation.

[FR Doc. 02-12325 Filed 5-13-02; 4:53 pm]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Health Resources and Services
Administration

Agency Information Collection
Activities: Submission for OMB
Review; Comment Request

Periodically, the Health Resources
and Services Administration (HRSA)
publishes abstracts of information
collection requests under review by the
Office of Management and Budget, in

compliance with the Paperwork
Reduction Act of 1995 (44 U.S.C.
Chapter 35). To request a copy of the
clearance requests submitted to OMB for
review, call the HRSA Reports
Clearance Office on (301) 443—1129.
The following request has been
submitted to the Office of Management
and Budget for review under the
Paperwork Reduction Act of 1995:

Proposed Project: Application for
Certification and Recertification as a
Federally Qualified Health Center
(FQHC) Look-Alike (OMB No. 0915-
0142): Revision

The Health Resources and Services
Administration (HRSA) revised the
application guide used by organizations
applying for certification or
recertificaion as a Federally Qualified
Health Center (FQHC) Look-Alike for
purposes of cost-based reimbursement
under the Medicaid and Medicare
programs. The guide’s revision will
reflect legislative, policy, and technical
changes since October 1999, the
issuance date of the last guidance. The
revisions include reference to the
Medicare, Medicaid and State
Children’s Health Insurance Program
Benefits Improvement and Protection
Act (BIPA) of 2000, section 702, the
Medicaid prospective payment system
for FQHCs, the elimination of waiver
allowances under the Medicaid FQHC
benefit and the interpretation and
implementation of policy documents
issued by HRSA.

The estimated burden is as follows:

Responses
Number of re- Hours per re- Total burden
Type of report spondents per reeig[)ond— sponse hours
APPLICALION i 25 1 100 2,500
Recertification 75 1 20 1,500
e 1 | TP RTPRPP 100 | cvevieeieeiieeieen | e 4,000

Written comments and
recommendations concerning the
proposed information collection should
be sent within 30 days of this notice to:
John Morrall, Human Resources and
Housing Branch, Office of Management
and Budget, New Executive Office
Building, Room 10235, Washington, DC
20503.

Dated: May 8, 2002.
Jane M. Harrison,

Director, Division of Policy Review and
Coordination.

[FR Doc. 02—12258 Filed 5-15-02; 8:45 am)]
BILLING CODE 4165-15-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Cancer Institute; Notice of
Closed Meeting

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. Appendix 2), notice
is hereby given of the following
meeting. The meeting will be closed to
the public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), Title 5 U.S.C.,
as amended. The grant applications and
the discussions could disclose

confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the grant
applications, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: National Cancer
Institute Special Emphasis Panel, Non-
Mammalian Organisms as Models for
Anticancer Drug Discovery.

Date: June 13—14, 2002.

Time: 8 am. to 5 p.m.

Agenda: To review and evaluate grant
applications.

Place: Bethesda Marriott Suites, 6711
Democracy Boulevard, Bethesda, MD 20817.

Contact Person: Lalita D Palekar, PhD,
Scientific Review Administrator, Special
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Review and Resources Branch, Division of
Extramural Activities, National Cancer
Institute, National Institutes of Health, 6116
Executive Boulevard, Room 8105, Bethesda,
MD 20892-7405, (301) 496-7575.
(Catalogue of Federal Domestic Assistance
Program Nos. 93.392, Cancer Construction;
93.393, Cancer Cause and Prevention
Research; 93.394, Cancer Detection and
Diagnosis Research; 93.395, Cancer
Treatment Research; 93.396, Cancer Biology
Research; 93.397, Cancer Centers Support;
93.398, Cancer Research Manpower; 93.399,
Cancer Control, National Institutes of Health,
HHS)

Dated: May 8, 2002.
LaVerne Y. Stringfield,

Director, Office of Federal Advisory
Committee Policy.

[FR Doc. 02—12227 Filed 5-15-02; 8:45 am)]
BILLING CODE 4140-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Center for Research
Resources; Amended Notice of
Meeting

Notice is hereby given of a change in
the meeting of the Clinical Research
Review Committee, June 5, 2002, 8 a.m.
to June 6, 2002, 6 p.m., Holiday Inn—
Chevy Chase, 5520 Wisconsin Avenue,
Chevy Chase, MD 20815 which was
published in the Federal Register on
April 18, 2002, 67 FR 19195.

Meeting has been changed to a one
day meeting—June 6, 2002. The location
and time remains the same. The meeting
is partially closed to the public.

Dated: May 9, 2002.
LaVerne Y. Stringfield,

Director, Office of Federal Advisory
Committee Policy.

[FR Doc. 02—-12224 Filed 5-15-02; 8:45 am]
BILLING CODE 4140-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Eye Institute; Notice of Closed
Meeting

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. Appendix 2), notice
is hereby given of the following
meeting.

The meeting will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), Title 5 U.S.C.,
as amended. The grant applications and
the discussions could disclose

confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the grant
applications, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: National Eye Institute
Special Emphasis Panel.

Date; June 17-18, 2002.

Time: June 17, 2002, 8 a.m. to 5 p.m.

Agenda: To review and evaluate grant
applications.

Place: Double Tree Hotel, 1750 Rockville
Pike, Rockville, MD 20852.

Time: June 18, 2002, 8 a.m. to 5 p.m.

Agenda: To review and evaluate grant
applications.

Place: Double Tree Hotel, 1750 Rockville
Pike, Rockville, MD 20852.

Contact Person: Jeanette M Hosseini, PhD,
Scientific Review Administrator, Division of
Extramural Research, National Eye Institute,
Bethesda, MD 20892, (301) 451-2020.
(Catalogue of Federal Domestic Assistance
Program Nos. 93.867, Vision Research,
National Institutes of Health, HHS)

Dated: May 9, 2002.
LaVerne Y. Stringfield,

Director, Office of Federal Advisory
Committee Policy.

[FR Doc. 02—12220 Filed 5-15-02; 8:45 am]
BILLING CODE 4140-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Heart, Lung, and Blood
Institute; Notice of Meeting

Pursuant to section 10(a) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. Appendix 2), notice
is hereby given of a meeting of the Sleep
Disorders Research Advisory Board.

The meeting will be open to the
public, with attendance limited to space
available. Individuals who plan to
attend and need special assistance, such
as sign language interpretation or other
reasonable accommodations, should
notify the Contact Person listed below
in advance of the meeting.

Name of Committee: Sleep Disorders
Research Advisory Board.

Date: June 26, 2002.

Time: 8:30 am. to 4 p.m.

Agenda: To discuss sleep research and
education priorities and programs.

Place: National Institutes of Health,
Natcher Building, Gonference Room D, 45
Center Drive, Bethesda, MD 20892.

Contact Person: Carl E. Hunt, MD, Director,
National Center on Sleep Disorders Research,
National Heart, Lung, and Blood Institute,
National Institutes of Health, 6701 Rockledge
Drive, Room 10138, Bethesda, MD 20892,
301/435-0199, huntc@nhlbi.nih.gov.

Information is also available on the
Institute’s/Center’s home page:
www.nhlbi.nih.gov/meetings/index.htm,
where an agenda and any additional
information for the meeting will be posted
when available.

(Catalogue of Federal Domestic Assistance
Program, Nos. 93.233, National Center for
Sleep Disorders Research; 93.837, Heart and
Vascular Diseases Research; 93.838, Lung
Diseases Research; 93.839, Blood Diseases
and Resources Research, National Institutes
of Health, HHS)

Dated: May 9, 2002.
LaVerne Y. Stringfield,

Director, Office of Federal Advisory
Committee Policy.

[FR Doc. 02—12221 Filed 5-15—-02; 8:45 am]|
BILLING CODE 4140-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Institute of Allergy and
Infectious Diseases; Notice of Closed
Meeting

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. Appendix 2), notice
is hereby given of the following
meeting.

The meeting will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), Title 5 U.S.C.
as amended. The grant applications and
the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the grant
applications, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: Allergy, Immunology,
and Transplantation Research Committee.

Date: June 3—4, 2002.

Time: June 3, 2002, 8:30 a.m. to 6 p.m.

Agenda: To review and evaluate grant
applications.

Place: Latham Hotel, 3000 M Street, NW.,
Washington, DC 20007-3701.

Time: June 4, 2002, 8:30 a.m. to 2 p.m.

Agenda: To review and evaluate grant
applications.

Place: Latham Hotel, 3000 M Street, NW.,
Washington, DC 20007-3701.

Contact Person: Nancy B. Saunders, PhD,
Scientific Review Administrator, Scientific
Review Program, Division of Extramural
Activities, NTAID, NIH, Room 2217, 6700-B
Rockledge Drive, MSC 7616, Bethesda, MD
20892-7616, 301-496—2550, ns120v@nih.gov.
(Catalogue of Federal Domestic Assistance
Program Nos. 93.855, Allergy, Immunology,
and Transplantation Research; 93.856,
Microbiology and Infectious Diseases
Research, National Institutes of Health, HHS)
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