>
GPO,

38714

Federal Register/Vol. 68, No. 125/Monday, June 30, 2003/ Notices

Date and Time: The meeting will be
held on September 18, 2003, from 8 a.m.
to 5 p.m.

Location: Holiday Inn, Ballroom, Two
Montgomery Village Ave., Gaithersburg,
MD.

Contact Person: Kimberly Littleton
Topper, 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, e-mail at: topperk@cder.fda.gov,
or FDA Advisory Committee
Information Line, 1-800-741-8138
(301-443-0572 in the Washington, DC
area), code 12535. Please call the
Information Line for up-to-date
information on this meeting.
Background materials for this meeting,
when available, will be posted on the
Web one business day before the
meeting at: www.fda.gov/ohrms/
dockets/ac/acmenu.htm.

Agenda: The committee will discuss
medication errors relating to the
labeling and packaging of various drug
products in low-density polyethylene
plastic vials.

Procedure: 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 September 12, 2003. Oral
presentations from the public will be
scheduled between approximately 1
p.m. and 2 p.m. Time allotted for each
presentation may be limited. Those
desiring to make formal oral
presentations should notify the contact
person before September 12, 2003, 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 Kimberly
Topper 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: June 23, 2003.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 03-16358 Filed 6—27—-03; 8:45 am]
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Food and Drug Administration

Pediatric Oncology Subcommittee of
the Oncologic 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
Oncology Subcommittee of the
Oncologic 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 July 15, 2003, from 8 a.m. to
4:30 p.m.

Location: Center for Drug Evaluation
and Research (CDER) Conference Room,
rm. 1066, 5630 Fishers Lane, Rockville,
MD.

Contact Person: Thomas H. Perez,
CDER (HFD-21), Food and Drug
Administration, 5600 Fishers Lane (for
express delivery, 5630 Fishers Lane, rm.
1093), Rockville, MD 20857, 301-827—
6758, e-mail: PerezT@cder.fda.gov, or
the FDA Advisory Committee
Information Line, 1-800-741-8138
(301-443-0572 in the Washington, DC
area), code 12542. Please call the
Information Line for up-to-date
information on this meeting.
Background materials for this meeting,
when available, will be posted on FDA’s
Web site 1-business day before the
meeting at www.fda.gov/ohrms/dockets/
ac/acmenu.htm.

Agenda: The subcommittee will
discuss the following topics: (1)
Pharmacogenetic testing for thiopurine
methyltransferase deficiency in patients
for whom treatment with 6-
mercaptopurine is being considered;
and (2) overcoming challenges in
pediatric oncology product
development: regulatory oversight of
multinational clinical studies.

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 July 7, 2003. Oral
presentations from the public will be
scheduled between approximately 10
a.m. and 10:30 a.m. and 1 p.m. and 1:30
p-m. Time allotted for each presentation
may be limited. Those desiring to make
formal oral presentations should notify
the contact person before July 7, 2003,
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 notify 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: June 23, 2003.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 03—-16359 Filed 6—27—03; 8:45 am]|
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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:
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Proposed Project: Uniform Data System
(OMB No. 0915-0193)—Revision

This is a request for a revision of
approval of the Uniform Data System
(UDS), which contains the annual
reporting requirements for the cluster of
primary care grantees funded by the
Bureau of Primary Health Care (BPHC),
Health Resources and Services
Administration (HRSA). Authorizing
Legislation is Section 330 of the Public
Health Service Act. The UDS includes
reporting requirements for grantees of
the following primary care programs:
Community Health Centers, Migrant
Health Centers, Health Care for the

Homeless, Outreach and Primary Health
Services for Homeless Children and
Public Housing Primary Care, and
Healthy Schools Healthy Communities.
BPHC collects data on its programs to
ensure compliance with legislative
mandates and to report to Congress and
policy makers on program
accomplishments. To meet these
objectives, BPHC requires a core set of
information collected annually that is
appropriate for monitoring and
evaluating performance and reporting
on annual trends. The UDS includes
two components: the Universal Report,
completed by all grantees, provides data
on services, staffing, and financing; and

the Grant Report, completed by grantees
funded under the Homeless, Public
Housing Program or Healthy Schools
Healthy Communities as well as one of
the other programs, provides data on
characteristics of users whose services
fall within the scope of the Homeless,
Public Housing Program, Healthy
Schools Healthy Communities grant.
Grantees are also asked to provide
information on the charges, collections,
bad debt write off and contractual
disallowances by payor sources
(Medicaid, Medicare, self pay and
private insurance).

Estimated annualized reporting
burden are as follows:

Number of Hours per Total burden
Type of report respondents response hours
Universal Report 982 27 26,514
(] =T a1 B LT oo ] PP UPPP SO SPPRPN 184 18 3,312
e 1 | TSP PRSPPI 982 | i, 29,826

Written comments and
recommendations concerning the
proposed information collection should
be sent within 30 days of this notice to:
Allison Eydt, Human Resources and
Housing Branch, Office of Management
and Budget, New Executive Office
Building, Room 10235, Washington, DC
20503, Fax Number 202—-395-6974.

Dated: June 23, 2003.
Jane M. Harrison,

Director, Division of Policy Review and
Coordination.

[FR Doc. 03-16360 Filed 6—27—-03; 8:45 am]
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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: The Health Education
Assistance Loan (HEAL) Program (OMB
No. 0915-0034)—Revision

This clearance request is for the
approval for the revision of two HEAL
forms and two electronic data collection
activities: the Lenders Application for
Contract of Federal Loan Insurance form
(used by lenders to make application to
the HEAL insurance program); the
Borrower’s Deferment Request form
(used by borrowers to request
deferments on HEAL loans and used by
lenders to determine borrower’s
eligibility for deferment); the Borrower
Loan Status update electronic
submission (submitted monthly by
lenders to the Secretary on the status of
each loan); and the Loan Purchase/
Consolidation electronic submission
(submitted by lenders to the Secretary to
report sales, purchases, and
consolidation of HEAL loans).

The estimate of burden for the forms
are as follows:

HRSA form Number of Resggpses Total Hours per Total burden
respondents respondent responses responses hours
Lender’s Application for Contract of Federal Loan Insur-
= L (o] TSP PUTR R TUOPPPPPPPI 28 1 28 8 min. 4
Borrower's Deferment Request:
BOITOWEIS ..ot 4,642 1 4,642 10 min. 774
EMPIOYETS ..ot 2,780 1.669 4,642 5 min. 387
Borrower Loan Status Update Electronic Submission ........ 8 18 144 10 min. 24
Loan Purchase/Consolidation Electronic Submission ......... 28 248 6,944 4 min. 463
TOMAL it 7486 | oo 16,400 | .oovoeveiieiieeiene 1,652
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