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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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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: Telephone Survey of
Public Opinion Regarding Various
Issues Related to Organ and Tissue
Donation—New

The Division of Transplantation
(DoT), Special Programs Bureau (SPB),
Health Resources and Services
Administration (HRSA), is planning to
conduct a telephone survey of public
knowledge, perceptions, opinion, and
behaviors related to organ donation.

Two key missions of the DoT are (1) to
provide oversight for the Organ
Procurement and Transplantation
Network and policy development
related to organ donation and
transplantation, and (2) to implement
efforts to increase public knowledge,
attitudes, and behaviors related to organ
and tissue donation. Effective education
campaigns need to be based on
knowledge of the public’s attitudes and
perceptions about, and perceived
impediments to, organ donation.

The purpose of this study is to obtain
current information on attitudes and
perceptions of organ donation and
transplantation of the general public
and various population subgroups. The
survey will measure issues such as level
of public knowledge about donation,

public intent to donate, impediments to
public intent to donate, living donation,
presumed consent, and financial
incentives for donation. In addition to
being useful to the DoT, results of this
survey also will be of considerable
assistance to the transplant community
and to the Secretary’s Advisory
Committee on Organ Transplantation
(ACOT) as it fulfills its charge to advise
the Secretary of Health and Human
Services on the numerous and often
controversial issues related to donation
and transplantation. In its first meeting,
the ACOT suggested such a survey to
gather information to inform both public
education efforts and policy decisions
on the issue of organ donation.

The burden estimate of for this
activity is as follows:

Form Number of Respgpses Total Hours per Total burden
respondents resp%nd ent responses response hours
Telephone SUIMVEY .......ccccociiiiiiiiiiciceeee e 2,500 1 2,500 2 500

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

Dated: May 6, 2004.
Steven A. Pelovitz,

Acting Deputy Associate Administrator for
Management and Program Support.

[FR Doc. 04-10834 Filed 5—12-04; 8:45 am]
BILLING CODE 4165-15-P

DEPARTMENT OF HOMELAND
SECURITY

Bureau of Customs and Border
Protection

List of Foreign Entities Violating
Textile Transshipment and Country of
Origin Rules

AGENCY: Bureau of Customs and Border
Protection, Department of Homeland
Security.

ACTION: General notice.

SUMMARY: This document notifies the
public of foreign entities which have
been issued a penalty claim under
section 592 of the Tariff Act of 1930, for
certain violations of the customs laws.
This list is authorized to be published
by section 333 of the Uruguay Round
Agreements Act.

DATES: This document notifies the
public of the semiannual list for the 6-
month period starting March 31, 2004,
and ending September 30, 2004.

FOR FURTHER INFORMATION: For
information regarding any of the
operational aspects, contact Gregory
Olsavsky, Fines, Penalties and
Forfeitures Branch, Office of Field
Operations, (202) 927-3119. For
information regarding any of the legal
aspects, contact Willem A. Daman,
Office of Chief Counsel, (202) 927—6900.
SUPPLEMENTARY INFORMATION:

Background

Section 333 of the Uruguay Round
Agreements Act (URAA) (Pub. L. 103—
465, 108 Stat. 4809) (signed December 8,
1994), entitled Textile Transshipments,
amended part V of title IV of the Tariff
Act of 1930 by creating a section 592A
(19 U.S.C. 1592a), which authorizes the
Secretary of the Treasury to publish in
the Federal Register, on a semiannual
basis, a list of the names of any
producers, manufacturers, suppliers,
sellers, exporters, or other persons
located outside the Customs territory of
the United States, when these entities
and/or persons have been issued a
penalty claim under section 592 of the
Tariff Act, for certain violations of the
customs laws, provided that certain
conditions are satisfied.

The violations of the customs laws
referred to above are the following: (1)
Using documentation, or providing
documentation subsequently used by
the importer of record, which indicates
a false or fraudulent country of origin or

source of textile or apparel products; (2)
Using counterfeit visas, licenses,
permits, bills of lading, or similar
documentation, or providing counterfeit
visas, licenses, permits, bills of lading,
or similar documentation that are
subsequently used by the importer of
record, with respect to the entry into the
Customs territory of the United States of
textile or apparel products; (3)
Manufacturing, producing, supplying,
or selling textile or apparel products
which are falsely or fraudulently labeled
as to country of origin or source; and (4)
Engaging in practices which aid or abet
the transshipment, through a country
other than the country of origin, of
textile or apparel products in a manner
which conceals the true origin of the
textile or apparel products or permits
the evasion of quotas on, or voluntary
restraint agreements with respect to,
imports of textile or apparel products.

If a penalty claim has been issued
with respect to any of the above
violations, and no petition in response
to the claim has been filed, the name of
the party to whom the penalty claim
was issued will appear on the list. If a
petition or supplemental petition for
relief from the penalty claim is
submitted under 19 U.S.C. 1618, in
accord with the time periods established
by §§171.2 and 171.61, Customs and
Border Protection (CBP) Regulations (19
CFR 171.2, 171.61) and the petition is
subsequently denied or the penalty is
mitigated, and no further petition, if
allowed, is received within 60 days of
the denial or allowance of mitigation,
then the administrative action shall be
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