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Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-827—-1482.
SUPPLEMENTARY INFORMATION: In the
Federal Register of April 4, 2001 (66 FR
17912), 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 0910-0528. The
approval expires on March 31, 2007. A
copy of the supporting statement for this
information collection is available on
the Internet at http://www.fda.gov/
ohrms/dockets.

Dated: April 23, 2004.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 04—10833 Filed 5-12—-04; 8:45 am)]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

Request for Nominations for Voting
and Nonvoting Consumer
Representative Members on Public
Advisory Committees and Panels

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is requesting
nominations for voting and nonvoting
consumer representatives to serve on its
advisory committees and panels in the
Center for Biologics Evaluation and
Research (CBER), Center for Drug
Evaluation and Research (CDER), and
Center for Devices and Radiological
Health (CDRH). Nominations will be
accepted for current vacancies and for
those that will or may occur through
December 31, 2004.

FDA has a special interest in ensuring
that women, minority groups, and
individuals with disabilities are
adequately represented on advisory
committees and, therefore, encourages
nominations of qualified candidates
from these groups.

DATES: Scheduled vacancies occur on
various dates throughout the year. As a
result, no cutoff date is established for
the receipt of nominations.

ADDRESSES: All nominations should be
sent to the contact person listed in the

FOR FURTHER INFORMATION CONTACT
section of this document.

FOR FURTHER INFORMATION CONTACT:
Michael Ortwerth, Advisory Committee
Oversight and Management Staff (HF—
4), FDA Office of the Commissioner,
5600 Fishers Lane, Rockville, MD
20857, e-mail:
Michael.Ortwerth@fda.gov.

SUPPLEMENTARY INFORMATION: FDA is
requesting nominations for voting and
nonvoting consumer representatives of
the following advisory committees and
panels for vacancies:

CBER

1. Blood Products Advisory
Committee

CDRH

1. Neurological Devices Panel of the
Medical Devices Advisory
Committee

CDER

1. Anti-Infective Drugs Advisory
Committee

2. Arthritis Advisory Committee

3. Peripheral and Central Nervous
System Drugs Advisory Committee

4. Pulmonary-Allergy Drugs Advisory
Committee

I. Criteria for Members

Persons nominated for membership
on the committees as a consumer
representative must meet the following
criteria: (1) Demonstrate ties to
consumer and community-based
organizations, (2) be able to analyze
technical data, (3) understand research
design, (4) discuss benefits and risks,
and (5) evaluate the safety and efficacy
of products under review. The
consumer representative must be able to
represent the consumer perspective on
issues and actions before the advisory
committee; serve as a liaison between
the committee and interested
consumers, associations, coalitions, and
consumer organizations; and facilitate
dialogue with the advisory committees
on scientific issues that affect
consumers.

II. Selection Procedures

Selection of members representing
consumer interests is conducted
through procedures that include use of
organizations representing the public
interest and consumer advocacy groups.
The organizations have the
responsibility of recommending
candidates of the agency’s selection.

III. Nomination Procedures

All nominations must include a cover
letter, a curriculum vitae or resume

(which should include nominee’s office
address, telephone number, and e-mail
address), and a list of consumer or
community-based organizations for
which the candidate can demonstrate
active participation.

Any interested person or organization
may nominate one or more qualified
persons for membership on one or more
of the advisory committees to represent
consumer interests. Self-nominations
are also accepted. FDA will ask the
potential candidates to provide detailed
information concerning such matters as
financial holdings, employment, and
research grants and/or contracts to
permit evaluation of possible sources of
conflict of interest. The nomination
should specify the committee(s) of
interest. The term of office is up to 4
years, depending on the appointment
date.

This notice is issued under the
Federal Advisory Committee Act (5
U.S.C. app. 2) and 21 CFR part 14,
relating to advisory committees.

Dated: May 5, 2004.

Peter J. Pitts,

Associate Commissioner for External
Relations.

[FR Doc. 04—10831 Filed 5-12—-04; 8:45 am)]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
Advisory Committee; Renewals

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing the
renewal of certain FDA advisory
committees by the Commissioner of
Food and Drugs (the Commissioner).
The Commissioner has determined that
it is in the public interest to renew the
charters of the committees listed in the
following table for an additional 2 years
beyond charter expiration date. The new
charters will be in effect until the dates
of expiration listed in the following
table. This notice is issued under the
Federal Advisory Committee Act of
October 6, 1972 (Public Law 92—463 (5
U.S.C. app. 2)).

DATES: Authority for these committees
will expire on the dates indicated in the
following table unless the
Commissioner formally determines that
renewal is in the public interest.
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Name of committee

Date of expiration

National Mammography Quality Assurance Advisory Committee

Nonprescription Drugs Advisory Committee

Advisory Committee on Special Studies Relating to the Possible Long-Term Health Effects of

Phenoxy Herbicides and Contaminants
Food Advisory Committee

Vaccines and Related Biological Products Advisory Committee

Advisory Committee for Pharmaceutical Science

Gastrointestinal Drugs Advisory Committee

Advisory Committee for Reproductive Health Drugs

Arthritis Advisory Committee
Veterinary Medicine Advisory Committee

July 6, 2005
August 27, 2005
December 2, 2005

December 18, 2005
December 31, 2005
January 22, 2006
March 3, 2006
March 23, 2006
April 5, 2006

April 24, 2006

FOR FURTHER INFORMATION CONTACT:
Linda A. Sherman, Advisory Committee
Oversight and Management Staff (HF—
4), Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857,
301-827-1220.

Dated: May 5, 2004.
Peter J. Pitts,

Associate Commissioner for External
Relations.

[FR Doc. 04-10832 Filed 5-12—-04; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

Pediatric Subcommittee of the Anti-
Infective Drugs 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). The meeting will be open to the
public.

Name of Committee: Pediatric
Subcommittee of the Anti-Infective
Drugs 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 June 9, 2004, from 8 a.m. to 5

.m.

Location: Center for Drug Evaluation
and Research Advisory Committee
Conference Room, rm. 1066, 5630
Fishers Lane, Rockville, MD.

Contact Person: Thomas H. Perez,
Center for Drug Evaluation and Research
(HFD-21), Food and Drug
Administration, 5600 Fishers Lane (for
express delivery, 5630 Fishers Lane, rm.
1093), Rockville, MD 20857, 301-827—
7001, or by e-mail: perezt@cder.fda.gov.
Please call the FDA Advisory
Committee Information Line, 1-800—

741-8138 (301-443-0572 in the
Washington, DC area), code
3014512530, for up-to-date information
on this meeting.

Agenda: The subcommittee will meet
between 8 a.m. and 1:30 p.m., and the
agency will report to the committee on
adverse event reporting as mandated in
section 17 of the Best Pharmaceuticals
for Children Act. The products to be
discussed during this portion of the
meeting include HYCAMTIN
(topotecan), TEMODAR (temozolomide),
EFFEXOR (venlafaxine), MONOPRIL
(fosinopril), ALLEGRA (fexofenadine),
DURAGESIC (fentanyl), CILOXAN
(ciprofloxacin), and VIGAMOX
(moxifloxacin). Following this, from
approximately 1:30 p.m. to 3:30 p.m.,
the agency will provide an update on
neonatal withdrawal syndrome and
congenital eye malformations reported
in infants whose mothers used selective
serotonin reuptake inhibitors (SSRIs)
during pregnancy. From approximately
3:30 p.m. to 4 p.m., the agency will
provide an overview of the Pediatric
Research Equity Act, which was signed
into law on December 3, 2003. From 4
p-m. to 4:30 p.m., there will be an
overview of the Institute of Medicine
report entitled “Ethical Conduct in
Pediatric Clinical Trials.” Finally, from
4:30 p.m. to 4:45 p.m., the agency will
provide an update on the subpart D,
institutional review board referral
process.

The background material for this
meeting will be posted on the Internet
when available or 1 working day before
the meeting at http://www.fda.gov/
ohrms/dockets/ac/acmenu.htm.

Procedure: Interested persons may
present data, information, or views,
orally or in writing, on issues pending
before the subcommittee. Written
submissions may be made to the contact
person by June 1, 2004. Oral
presentations from the public will be
scheduled between approximately 11:15
a.m. and 11:45 a.m., for issues related to
the section 17 adverse event reports.
Also, oral presentations from the public
will be scheduled between

approximately 3 p.m. and 3:30 p.m., for
issues related to neonatal withdrawal
syndrome and congenital eye
malformations seen in infants. Time
allotted for each presentation may be
limited. Those desiring to make formal
oral presentations should notify the
contact person by June 1, 2004, 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.

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
meetings and will make every effort to
accommodate persons with physical
disabilities or special needs. If you
require special accommodations due to
a disability, please contact Thomas
Perez at least 7 days in advance of the
meeting.

Notice of this meeting is given under
the Federal Advisory Committee Act (5
U.S.C. app. 2).

Dated: May 5, 2004.

Peter J. Pitts,

Associate Commissioner for External
Relations.

[FR Doc. 04—10830 Filed 5-12—-04; 8:45 am)]
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.
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