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Comments are invited on: (a) Whether
the proposed collection of information
is necessary for the proper performance
of the functions of the agency, including
whether the information shall have
practical utility; (b) the accuracy of the
agency’s estimate of the burden of the
proposed collection of information; (c)
ways to enhance the quality, utility, and
clarity of the information to be
collected; and (d) ways to minimize the
burden of the collection of information
on respondents, including through the
use of automated collection techniques
or other forms of information
technology. CDC is requesting an
emergency clearance from the Office of
Management and Budget (OMB) to
collect data under the Public Health
Security and Bioterrorism Preparedness
and Response Act of 2002. Send
comments to Anne O’Connor, CDC
Assistant Reports Clearance Officer,
1600 Clifton Road, MS D—24, Atlanta,
GA 30333. Written comments should be
received within 14 days of this notice.
OMB is expected to act on the request
of CDC within 21 days of publication of
this notice.

Proposed Project: Minimum Data
Elements (MDE) and System for
Technical Assistance Reporting (STAR)
for the National Breast and Cervical
Cancer Early Detection Program
(NBCCEDP)—New—The National
Center for Chronic Disease Prevention

Centers for Disease Control and
Prevention (CDC). The NBCCEDP was
established in response to the
Congressional Breast and Cervical
Cancer Mortality Prevention Act of 1990
to provide early detection, breast and
cervical cancer screening services for
under-served women. The CDC
proposes to aggregate breast and cervical
cancer screening, diagnostic and
treatment data from NBCCEDP grantees
at the state, territory and tribal level.
These aggregated data will include
demographic information about women
served through funded programs. The
proposed data collection will also
include infrastructure data about
grantee management, public education
and outreach, professional education,
and service delivery.

Breast cancer is a leading cause of
cancer-related death among American
women. The American Cancer Society
estimates that 203,500 new cases will be
diagnosed among women in 2002, and
39,600 women will die of this disease.
Mammography is extremely valuable as
an early detection tool because it can
detect breast cancer well before the
woman can feel the lump, when it is
still in an early and more treatable stage.
Women older than age 40 that receive
annual mammography screening reduce
their probability of breast cancer
mortality and increase their treatment

Although early detection efforts have
greatly decreased the incidence of
invasive cervical cancer during the last
four decades, an estimated 13,000 new
cases will be diagnosed in 2002 and
4,100 women will die of this disease.
Papanicolaou (Pap) tests effectively
detect precancerous lesions in addition
to invasive cervical cancer. The
detection and treatment of precancerous
lesions can prevent nearly all cervical
cancer-related deaths.

Because breast and cervical cancer
screening, diagnostic and treatment data
are already collected and aggregated at
the state, territory and tribal level, the
additional burden on the grantees will
be small. Implementation of this
program will require grantees to report
a minimum data set electronically to the
CDC on a semi-annual basis. The
program will require grantees to report
infrastructure data to the CDC annually
using a web-based system. Information
collected will be used to obtain more
complete breast and cervical cancer
data, promote public education of
cancer incidence and risk, improve the
availability of screening and diagnostic
services for under-served women,
ensure the quality of services provided
to women, and develop outreach
strategies for women that are never or
rarely screened for breast and cervical
cancer. There are no costs to

and Health Promotion (NCCDPHP), options. respondents.
Number of Average Total
Form Number of responses burden per burden
respondents per response (in (in hrs)
respondent hrs)
Infrastructure report (STAR) ..ottt e e seer e e e aneeeeenes 71 1 25 1,775
Screening and follow-up (MDE) ........oocuiiiiiiiieiiecie e 71 2 4 568
L0 ] - | B SPUUPURU ESUPRURRRRRSUPURURRN IPUPTRPRRRRRRRRRNY 2,343

Dated: September 3, 2002.
Nancy E. Cheal,
Acting Associate Director for Policy, Planning
and Evaluation, Centers for Disease Control
and Prevention.
[FR Doc. 02—22895 Filed 9-9-02; 8:45 am]
BILLING CODE 4163-18-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Administration for Children and
Families

Proposed Information Collection
Activity; Comment Request

Proposed Projects
Title: Head Start Fellows Program.

OMB No.: 0970-0140.

Description: Public Law 103-252, the
Human Services Amendments of 1994,
amended the Head Start Act (the Act) to
authorize the creation of a Head Start
Fellows Program to support the
professional development of individuals
working in the fields of child
development and family services. The
Act was most recently reauthorized
through fiscal year 2003 by the Coats
Human Services Amendments of 1998,
Public Law 105-285.

Head Start Fellowships are awarded
on a competitive basis to individuals
(other than Federal employees) selected
from among applicants who are
working, on the date of application, in
local Head Start programs or otherwise

working in the fields of child
development and children and family
services. The information collected from
the applications is used to ensure that
individuals selected to be Head Start
Fellows have the appropriate
experience/skills, and that the training
developed for them and the work
assigned to them will enhance their
ability to make significant contributions
to the fields of child development and
family services. The information
collected is used by program staff and
policy makers at the Federal level to
make judgments on the progress and
needs of the program.

Respondents: 200.
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ANNUAL BURDEN ESTIMATES
Number of
Average
Instrument Number of responses burden hours Total burden
respondents per hours
respondent per response
APPHICALION 1o 200 1 24 4,800
Estimated Total Annual BUrden HOUIS .........uiiiiiiiiiiiiiiie e sevinieeeeeenes | eeeeeeiisreeseeesiens | eeeeesiisneneeesssnnis | eeereniisrreeeeessinns 4,800

In compliance with the requirements
of Section 3506(c)(2)(A) of the
Paperwork Reduction Act of 1995, the
Administration for Children and
Families is soliciting public comment
on the specific aspects of the
information collection described above.

Copies of the proposed collection of
information can be obtained and
comments may be forwarded by writing
to the Administration for Children and
Families, Office of Administration,
Office of Information Services, 370
L’Enfant Promenade, SW., Washington,
DC 20447, Attn: ACF Reports Clearance
Officer. All requests should be
identified by the title of the information
collection.

The Department specifically requests
comments on: (a) Whether the proposed
collection of information is necessary
for the proper performance of the
functions of the agency, including
whether the information shall have
practical utility; (b) the accuracy of the
agency’s estimate of the burden of the
proposed collection of information; (c)
the quality, utility, and clarity of the
information to be collected; and (d)
ways to minimize the burden of the
collection of information on
respondents, including through the use
of automated collection techniques or
other forms of information technology.
Consideration will be given to
comments and suggestions submitted
within 60 days of this publication

Dated: September 4, 2002.
Robert Sargis,
Reports Clearance Officer.
[FR Doc. 02—22852 Filed 9—-9-02; 8:45 am]
BILLING CODE 4184-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. 98D-0834]
Withdrawal of Guidances on Estrogen

and Estrogen/Progestin-Containing
Drug Products

AGENCY: Food and Drug Administration,
HHS.
ACTION: Notice; withdrawal.

SUMMARY: The Food and Drug
Administration (FDA) is announcing the
withdrawal of two guidances: A draft
entitled‘Labeling Guidance for
Noncontraceptive Estrogen Drug
Products—Prescibing Information for
Healthcare Providers and Patient
Labeling” and a final “Guidance for
Clinical Evaluation of Combination
Estrogen/Progestin-Containing Drug
Products Used for Hormone
Replacement Therapy of
Postmenopausal Women.” These
guidances are under agency review for
change.

DATES: General comments on agency
guidance documents are welcome at any
time.

ADDRESSES: Submit written comments
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.
Submit written requests for the
guidance to the Division of Drug
Information (HFD-240), Center for Drug
Evaluation and Research (CDER), Food
and Drug Administration, 5600 Fishers
Lane, Rockville, MD 20857. See the
SUPPLEMENTARY INFORMATION section for
electronic access to agency guidance
documents.

FOR FURTHER INFORMATION CONTACT: Dan
Shames, Center for Drug Evaluation and
Research (HFD-580), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-827—4260

SUPPLEMENTARY INFORMATION: FDA is
announcing the withdrawal of two
guidances on estrogen and estrogen/
progestin drug products. The two
guidances being withdrawn are the draft
guidance “Labeling Guidance for
Noncontraceptive Estrogen Drug
Products—Prescibing Information for
Healthcare Providers and Patient
Labeling” (labeling guidance) and the
final “Guidance for Clinical Evaluation
of Combination Estrogen/Progestin-
Containing Drug Products Used for
Hormone Replacement Therapy of
Postmenopausal Women” (combination
guidance). The draft labeling guidance
was made available for comment in the

Federal Register of September 27, 1999
(64 FR 52100); the final combination
guidance was made available in March
1995. Both guidances are undergoing
review for change as a result of the
results from the National Institutes of
Health (NIH) Women’s Health Initiative
trial.?

Interested persons may submit written
or electronic comments to the Dockets
Management Branch (see ADDRESSES).
Two copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the docket number
found in brackets in the heading of this
document. Received comments are
available for public examination in the
Dockets Management Branch between 9
a.m. and 4 p.m., Monday through
Friday.

Persons with access to the Internet
may obtain CDER guidance documents
at http://www.fda.gov/cder/guidance/
index.htm.

Dated: August 27, 2002.
Margaret M. Dotzel,
Associate Commissioner for Policy.
[FR Doc. 02—22900 Filed 9-9-02; 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.
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.

1 The results of the NIH Women’s Health
Initiative trial were reported in the Journal of the
American Medical Association, 2002;288:321-333.
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