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Dated: October 30, 2001.
Kerry Weems,
Acting Deputy Assistant Secretary, Budget.
[FR Doc. 01-27981 Filed 11-6—01; 8:45 am]
BILLING CODE 4150-31-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Centers for Disease Control and
Prevention

Board of Scientific Counselors,
National Center for Infectious
Diseases: Notice of Charter Renewal

This gives notice under the Federal
Advisory Committee Act (Pub. L. 92—
463) of October 6, 1972, that the Board
of Scientific Counselors, National
Center for Infectious Diseases, Centers
for Disease Control and Prevention
(CDC), Department of Health and
Human Services, has been renewed for
a 2-year period, extending through
October 31, 2003.

For further information, contact Julie
Gerberding, M.D., Acting Executive
Secretary, Board of Scientific
Counselors, National Center for
Infectious Diseases, Centers for Disease
Control and Prevention, of the
Department of Health and Human
Services, 1600 Clifton Road, NE, M/S C—
12, Atlanta, Georgia 30333, telephone
404—-639-3967 or fax 404—639-3039.

The Director, Management Analysis
and Services Office, has been delegated
the authority to sign Federal Register
notices pertaining to announcements of
meetings and other committee
management activities for both CDC and
ATSDR.

John Burckhardt,

Acting Director, Management Analysis and
Services Office, Centers for Disease Control
and Prevention.

[FR Doc. 01-27906 Filed 11-6—-01; 8:45 am]
BILLING CODE 4163-19-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Centers for Disease Control and
Prevention

Healthcare Infection Control Practices
Advisory Committee (HICPAC):
Location Change

ACTION: Notice.

CDC announces the following change
to the notice of meeting published
October 2, 2001, 66 FR 50201.

Name: Healthcare Infection Control
Practices Advisory Committee.

Times and Dates: 8:30 a.m.—5 p.m.,
November 13, 2001. 8:30 a.m.—4 p.m.,
November 14, 2001.

Old Place: CDC, Auditorium A, 1600
Clifton Road, NE., Atlanta, Georgia 30333.

NEW PLACE: Atlanta Marriott Century
Center, 2000 Century Boulevard, NE.,
Atlanta, Georgia 30345. Telephone: 404—-325—
0000.

Status: Open to the public, limited only by
the space available.

Summary: Notice is given that meeting
place for Healthcare Infection Control
Practices Advisory Committee has changed.
The meeting status, and purpose, announced
in the original notice remain the unchanged.

Contact Person for More Information:
Michele L. Pearson, M.D., Executive
Secretary, HICPAC, Division of Healthcare
Quality Promotion, NCID, CDC, 1600 Clifton
Road, NE., M/S A-07, Atlanta, Georgia
30333, telephone 404/498-1182.

The Director, Management Analysis and
Services Office, has been delegated the
authority to sign Federal Register notices
pertaining to announcements of meetings and
other committee management activities, for
both the Centers for Disease Control and
Prevention and the Agency for
ToxicSubstances and Disease Registry.

Dated: November 1, 2001.
John Burckhardt,

Acting Director, Management Analysis and
Services Office, Centers for Disease Control
and Prevention.

[FR Doc. 01-27905 Filed 11-6—-01; 8:45 am]

BILLING CODE 4163-18-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Administration for Children and
Families

Submission for OMB Review;
Comment Request

Title: TANF Time Limits
Questionnaire.

OMB No.: New Collection.

Description: The imposition of
federally imposed time limits on the
receipt of cash assistance under the
Temporary Assistance to Needy
Families (TANF) program was a central
and major part of welfare reform. The
earliest that TANF recipients could be
affected by the 60-month Federal limit
will be in the last quarter of 2001. The
purpose of the TANF Time Limits
project is to document what is known
about this important element of welfare
reform as the period for TANF re-
authorization approaches. The proposed
survey instrument is intended to obtain
“ real-time” information from those
States in which TANF recipients could
have reached the 60 month limit on
receipt of federally funded assistance in
the last quarter of calendar year 2001 or
terminated earlier under a State specific
time limit. The instrument is designed
to gather preliminary information about
the number of families accumulating 60
months of benefits, the outcomes for
such families (e.g., cases closed, benefits
extended with Federal funds, benefits
extended with State funds), and the
policies and practices of states to work
with families approaching or reaching
the Federal and State time limit.

Respondents: The primary
respondents for the questionnaire are
those States that implemented TANF
before February 1997. States that
implemented TANF later might also be
surveyed.

Annual Burden Estimates

Number of re- | Average bur-
Instrument Nl;m(?ﬁée%ft;e- sponses per den hours per TOt?IIO?Jlgden
p respondent response
TANF Time Limits Questionnaire. State where:
No one could have reached a time limit
FIPSE CAUl e 18 1 .25 4.5
Written survey 18 1 10 180
SECONA CAUl .o 18 1 5 9
Only state time limit is binding
FIFSE CAUl . 16 1 .25 4
Written survey ... 16 1 14 224
SECONA CAUl .o 16 1 1 16
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Number of re- | Average bur-
Instrument Nl;m(l):)r?éeor:‘t;e- sponses per den hours per Tot?]IOl:lJ#gden
p respondent response

Only federal time limit is binding
[ TS] A o7 | PSP 13 1 .25 3.25
WIIEEEN SUIVEY ..ttt 13 1 21 273
Y =Yoo o I o7 || PPN 13 1 1 13
Federal and state time limits are binding.
[ L] A o7 1| PR EURRS 4 1 .25 1
WIIEEEN SUIVEY ..ttt sttt 4 1 23 92
Y =Yoo o I o7 | PPN 4 1 15 6

Estimated Total ANNUAl HOUIS: .........cooeiiiiiiiiiieeec et eeciieeeeeeeeesiinee | ceirivreeeeeessiirneees | rveeeeeesiiiisnneeeees | eveeesseniisreeeeeenns 825.75

Additional Information: Copies of the
proposed collection may be obtained by
writing to The Administration for
Children and Families, Office of
Information Services, 370 L’Enfant
Promenade, SW., Washington, DC
20447, Attn: ACF Reports Clearance
Officer.

OMB Comment: OMB is required to
make a decision concerning the
collection of information between 30
and 60 days after publication of this
document in the Federal Register.
Therefore, a comment is best assured of
having its full effect if OMB receives it
within 30 days of publication. Written
comments and recommendations for the
proposed information collection should
be sent directly to the following: Office
of Management and Budget, Paperwork
Reduction Project, 725 17th Street, NW.,
Washington, DC 20503, Attn: Desk
Officer for ACF.

Dated: November 1, 2001.
Bob Sargis,
Reports Clearance Officer.
[FR Doc. 01-27980 Filed 11-6—01; 8:45 am]
BILLING CODE 4184-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. 93D-0139]

International Conference on
Harmonisation; Guidance on Q1A
Stability Testing of New Drug
Substances and Products; Availability

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing the
availability of a revised guidance
entitled “Q1A(R) Stability Testing of
New Drug Substances and Products.”
The revised guidance was prepared
under the auspices of the International
Conference on Harmonisation of
Technical Requirements for Registration

of Pharmaceuticals for Human Use
(ICH). The guidance sets forth
recommendations on the information to
be submitted in the stability data
package for a new drug substance or
drug product for a registration
application within the three regions of
the European Union (EU), Japan, and
the United States. The purpose of the
revision is to add information to certain
sections and to provide clarification to
other sections of the guidance.

DATES: This guidance is effective
November 7, 2001. Submit written or
electronic comments at any time.
ADDRESSES: Submit written requests for
single copies of the guidance to the
Division of Drug Information (HFD—
240), Genter for Drug Evaluation and
Research, Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857; or the Office of
Communication, Training and
Manufacturers Assistance (HFM—40),
Center for Biologics Evaluation and
Research (CBER), 1401 Rockville Pike,
Rockville, MD 20852-1448, 301-827—
3844, FAX 888—CBERFAX. Send two
self-addressed adhesive labels to assist
the office in processing your requests.
Requests and comments should be
identified with the docket number
found in brackets in the heading of this
document.

Submit written comments on the
guidance to the Dockets Management
Branch (HFA-305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852. Submit
electronic comments to http://
www.fda.gov/dockets/ecomments. See
the SUPPLEMENTARY INFORMATION section
for electronic access to the guidance
document.

FOR FURTHER INFORMATION CONTACT:
Regarding the guidance: Chi-wan

Chen, Center for Drug Evaluation
and Research (HFD-830), Food and
Drug Administration, 5600 Fishers
Lane, Rockville, MD 20857, 301—
827—2001, or Andrew Shrake,
Center for Biologics Evaluation and
Research (HFM-345), Food and

Drug Administration, 1401
Rockville Pike, suite 200N,
Rockville, MD 20852-1448, 301—
402—-4635.

Regarding the ICH: Janet J. Showalter,
Office of Health Affairs (HFY-20),
Food and Drug Administration,
5600 Fishers Lane, Rockville, MD
20857, 301-827—-0864.

SUPPLEMENTARY INFORMATION:

I. Background

In recent years, many important
initiatives have been undertaken by
regulatory authorities and industry
associations to promote international
harmonization of regulatory
requirements. FDA has participated in
many meetings designed to enhance
harmonization and is committed to
seeking scientifically based harmonized
technical procedures for pharmaceutical
development. One of the goals of
harmonization is to identify and then
reduce differences in technical
requirements for drug development
among regulatory agencies.

ICH was organized to provide an
opportunity for tripartite harmonization
initiatives to be developed with input
from both regulatory and industry
representatives. FDA also seeks input
from consumer representatives and
others. ICH is concerned with
harmonization of technical
requirements for the registration of
pharmaceutical products among three
regions: The EU, Japan, and the United
States. The six ICH sponsors are the
European Commission, the European
Federation of Pharmaceutical Industries
Associations, the Japanese Ministry of
Health, Labor and Welfare, the Japanese
Pharmaceutical Manufacturers
Association, the Centers for Drug
Evaluation and Research and Biologics
Evaluation and Research, FDA, and the
Pharmaceutical Research and
Manufacturers of America. The ICH
Secretariat, which coordinates the
preparation of documentation, is
provided by the International
Federation of Pharmaceutical
Manufacturers Associations (IFPMA).
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