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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

Pediatric Pharmaceutical Usage—
Request for Comment

AGENCY: National Institutes of Health,
DHHS.

ACTION: Notice.

SUMMARY: The National Institute of
Child Health and Human Development
(NICHD) of the National Institutes of
Health (NIH) is interested in identifying
and obtaining information on
prescription drug use in pediatric and
young adult populations, neonates to
age 18. This notice is a request for
information and not a Request for
Proposal (RFP) or solicitation.
SUPPLEMENTARY INFORMATION:

Background

On January 4, 2002, President George
W. Bush signed into law the Best
Pharmaceuticals for Children Act
(BPCA), Pub. L. 107-109. The BPCA
mandates that the NIH, in consultation
with the Food and Drug Administration
(FDA) and experts in pediatric research,
develop, prioritize, and publish an
annual list of certain approved drugs for
which pediatric studies are needed. For
inclusion on the list, an approved drug
must meet the following criteria: (1)
There must be an approved application
under section 505(j) of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C.
355(j)); or (2) there must be a submitted
application that could be approved
under the criteria of section 505(j) of the
Federal Food, Drug, and Cosmetic Act;
or (3) there must be no patent protection
or market exclusivity protection under
the Federal Food, Drug, and Cosmetic
Act; or (4) there must be a referral for
inclusion on the list under section
505A(d)(4)(c) of the Federal Food, Drug,
and Cosmetic Act; and, in the case of
drugs referred to in criteria (1), (2), or
(3), additional studies must be needed
to assess the safety and effectiveness of
the use of the drug in the pediatric
population.

The BPCA further stipulates that in
developing and prioritizing the list, the
NIH shall consider for each drug on the
list: (1) The availability of information
concerning the safe and effective use of
the drug in the pediatric population; (2)
whether additional information is
needed; (3) whether new pediatric
studies concerning the drug may
produce health benefits in the pediatric
population; and (4) whether
reformulation of the drug is necessary.

Recently, NIH, in consultation wit
the FDA and other experts in

pharmaceutical use and pediatric
research, developed a preliminary list of
certain off-patent drugs that it
categorized as a function of indication
and use. The drugs were then
prioritized based on frequency of use in
the pediatric population, severity of the
condition being treated, and potential
for providing a health benefit in the
pediatric population. This initial listing
was published in the Federal Register
on January 21, 2003 (68 FR 2789).

Current Data Needs

To further support the development of
a list of drugs that need studies in
pediatric populations, the NICHD is
seeking information on current usage, in
terms of frequency, prevalence,
duration, indication and (possibly)
toxicity, of drugs in pediatric
populations. The NICHD will use the
available databases and analyses to
prioritize drugs to be further tested in
these populations.
ADDRESSES: Any organization with data
on prescriptions written and filled for
pediatric populations is requested to
contact NICHD with a complete
statement of what is available and any
associated costs for access to the
database and analyses of the data.
Specifically, organizations with such
data, or expertise analyzing such data,
should contact Tamar Lasky, Ph.D.,
NICHD, Mailstop 7510, 6100 Executive
Boulevard, Rockville, MD 20892, 301—
594-8670,
bestpharmaceuticals@mail.nih,gov.

Due Date: Organizations providing
information on prescriptions written
and filled for pediatric populations
should contact Dr. Tamar Lasky on or
before November 18, 2003.

Dated: September 11, 2003.
Elias A. Zerhouni,
Director, National Institutes of Health.
[FR Doc. 03-23905 Filed 9-18-03; 8:45 am]
BILLING CODE 4140-01-P

DEPARTMENT OF HOMELAND
SECURITY

Bureau of Immigration and Customs
Enforcement

Agency Information Collection
Activities: Proposed Collection;
Comment Request

ACTION: 60-Day Notice of Information
Collection Under Review; Memorandum
of Understanding to Participate in an
Employment Eligibility Confirmation
Pilot Program (OMB-18).

The Department of Homeland
Security (DHS), Bureau of Immigration

and Customs Enforcement, has
submitted the following information
collection request for review and
clearance in accordance with the
Paperwork Reduction Act of 1995. The
proposed information collection is
published to obtain comments from the
public and affected agencies. Comments
are encouraged and will be accepted for
sixty days until November 18, 2003.

Written comments and suggestions
from the public and affected agencies
concerning the proposed collection of
information should address one or more
of the following four points:

(1) Evaluate whether the proposed
collection of information is necessary
for the proper performance of the
functions of the agency, including
whether the information will have
practical utility;

(2) Evaluate the accuracy of the
agencies estimate of the burden of the
proposed collection of information,
including the validity of the
methodology and assumptions used;

(3) Enhance the quality, utility, and
clarity of the information to be
collected; and

(4) Minimize the burden of the
collection of information on those who
are to respond, including through the
use of appropriate automated,
electronic, mechanical, or other
technological collection techniques or
other forms of information technology,
e.g., permitting electronic submission of
responses.

Overview of this information
collection:

(1) Type of Information Collection:
Revision of a currently approved
collection.

(2) Title of the Form/Collection:
Memorandum of Understanding to
Participate in an Employment Eligibility
Confirmation Pilot Program.

(3) Agency form number, if any, and
the applicable component of the
Department of Justice sponsoring the
collection: No Agency Form Number
(File No. OMB-18). SAVE Program,
Bureau of Immigration and Customs
Enforcement.

(4) Affected public who will be asked
or required to respond, as well as a brief
abstract: Primary: Individuals or
households. Employers electing to
participate in a pilot will execute a
Memorandum of Understanding with
the Immigration and Naturalization
Service and the Social Security
Administration (if applicable), that
provides the specific terms and
conditions governing the pilot and
company information for each site that
will be performing employment
verification queries.
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(5) An estimate of the total number of
respondents and the amount of time
estimated for an average respondent to
respond: 5,000 responses at 1 hour and
20 minutes (1.33 hours) per response.

(6) An estimate of the total public
burden (in hours) associated with the
collection: 6,650 annual burden hours.

If you have additional comments,
suggestions, or need a copy of the
proposed information collection
instrument with instructions, or
additional information, please contact
Richard A. Sloan 202-514-3291,
Director, Regulations and Forms
Services Division, Immigration and
Naturalization Service, U.S. Department
of Justice, Room 4034, 425 I Street, NW.,
Washington, DC 20536. Additionally,
comments and/or suggestions regarding
the item(s) contained in this notice,
especially regarding the estimated
public burden and associated response
time may also be directed to Mr.
Richard A. Sloan.

If additional information is required
contact: Ms. Theresa O'Malley, Chief
Information Officer, Department of
Homeland Security, Regional Office
Building 3, 7th and D Streets, SW., Suite
4636—26, Washington, DC 20202.

Dated: September 25, 2003.

Stephen Tarragon,

Acting Department Clearance Officer,
Department of Homeland Security, Bureau
of Immigration and Customs Enforcement.
[FR Doc. 03-23893 Filed 9-18-03; 8:45 am]
BILLING CODE 4410-10-M

DEPARTMENT OF HOUSING AND
URBAN DEVELOPMENT

[Docket No. FR-4809-N-38]

Federal Property Suitable as Facilities
To Assist the Homeless

AGENCY: Office of the Assistant
Secretary for Community Planning and
Development, HUD.

ACTION: Notice.

SUMMARY: This notice identifies
unutilized, underutilized, excess, and
surplus Federal property reviewed by
HUD for suitability for possible use to
assist the homeless.

EFFECTIVE DATE: September 19, 2003.
FOR FURTHER INFORMATION CONTACT:
Mark Johnston, Department of Housing
and Urban Development, Room 7262,
451 Seventh Street, SW., Washington,
DC 20410; telephone (202) 708—1234;
TTY number for the hearing- and
speech-impaired (202) 708-2565, (these
telephone numbers are not toll-free), or
call the toll-free Title V information line
at 1-800—927-7588.

SUPPLEMENTARY INFORMATION: In
accordance with the December 12, 1988
court order in National Coalition for the
Homeless v. Veterans Administration,
No. 88-2503-0G (D.D.C.), HUD
publishes a Notice, on a weekly basis,
identifying unutilized, underutilized,
excess and surplus Federal buildings
and real property that HUD has
reviewed for suitability for use to assist
the homeless. Today’s Notice is for the
purpose of announcing that no
additional properties have been
determined suitable or unsuitable this
week.

Dated: September 11, 2003.
John D. Garrity,

Director, Office of Special Needs Assistance
Programs.

[FR Doc. 03-23635 Filed 9-18-03; 8:45 am]
BILLING CODE 4210-29-M

DEPARTMENT OF THE INTERIOR
Office of the Secretary

Guam War Claims Review
Commission; Establishment and
Notice of Meeting

The Guam War Claims Review
Commission, established by the
Secretary of the Interior pursuant to
Public Law 107-333, will meet to
organize the Commission and begin
planning its work on Friday, October 3,
2003, from 10 a.m. to noon, in room
7000A, Department of the Interior, 1849
C Street, NW., Washington, DC 20240.
Members of the public may attend the
meeting in person.

Any member of the public wishing
further information concerning the
meeting or a draft meeting agenda
should communicate with Mr. Stephen
Sander, Designated Federal Official for
the Guam War Claims Review
Commission, Office of Insular Affairs,
Department of the Interior, Washington,
DC 20240, phone (202) 208-4754,
telecopier (202) 501-7759, or via e-mail
at Stephen_Sander@os.doi.gov.

Stephen D. Sander,

Designated Federal Officer, Guam War Claims
Review Commission.

[FR Doc. 03—24067 Filed 9-18-03; 8:45 am]
BILLING CODE 4310-93-M

DEPARTMENT OF THE INTERIOR
Fish and Wildlife Service

Notice of Availability of the Approved
Recovery Plan for the Karner Blue
Butterfly (Lycaeides melissa samuelis)

AGENCY: Fish and Wildlife Service,
Interior.

ACTION: Notice of document availability.

SUMMARY: The U.S. Fish and Wildlife
Service (Service) announce the
availability of the approved recovery
plan for the Karner blue butterfly
(Lycaeides melissa samuelis), a species
that is federally-listed as endangered
under the Endangered Species Act of
1973 (Act), as amended (16 U.S.C. 1531
et seq.). This species occurs or may
occur on public and private land in
Indiana, Michigan, Minnesota, New
Hampshire, New York, Ohio, and
Wisconsin. Actions identified for
recovery of the Karner blue butterfly
seek to restore and protect an adequate
number of populations throughout its
range to ensure long-term viability of
the species in the wild.

ADDRESSES: U.S. Fish and Wildlife
Service’s approved recovery plans are
available from:

1. Fish and Wildlife Reference
Service, 5430 Grosvenor Lane, Suite
110, Bethesda, Maryland 20814 (the fee
for the plan varies depending on the
number of pages of the plan).

2. Field Supervisor, U.S. Fish and
Wildlife Service, Green Bay, Wisconsin,
Ecological Services Field Office, 2661
Scott Tower Drive, New Franken,
Wisconsin 54229.

3. The World Wide Web at: http://
endangered.fws.gov/RECOVERY/
RECPLANS/Index.htm.

FOR FURTHER INFORMATION CONTACT: Ms.
Catherine Carnes, Green Bay, Ecological
Services Field Office (see ADDRESSES
section No. 2 above); telephone (920)
866—1732. The Fish and Wildlife
Reference Service may be reached at
(301) 492-6403 or (800) 582—3421. TTY
users may contact Ms. Carnes and the
Fish and Wildlife Reference Service
through the Federal Relay Service at
(800) 877-8339.

SUPPLEMENTARY INFORMATION:

Background

Recovery of endangered or threatened
animals or plants is a primary goal of
the Service’s endangered species
program. A species is considered
recovered when the species’ ecosystem
is restored and/or threats to the species
are removed so that self-sustaining and
self-regulating populations of the
species can be supported as persistent
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