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Center for Devices and Radiological
Health

1. Clinical Chemistry and Clinical
Toxicology Devices Panel: One vacancy
occurring February 28, 2002.

2. Circulatory System Devices Panel:
One vacancy occurring June 30, 2002.

3. Gastroenterology and Urology
Devices Panel: One vacancy occurring
December 31, 2002.

4. General and Hospital Personal Use
Devices Panel: One vacancy occurring
December 31, 2002.

Center for Drug Evaluation and
Research

1. Anesthetic and Life Support Drugs
Advisory Committee: One vacancy
occurring March 31, 2002.

2. Medical Imaging Drugs Advisory
Committee: One vacancy occurring June
30, 2002.

3. Psychopharmacologic Drugs
Advisory Committee: One vacancy
occurring June 30, 2002.

4. Advisory Committee for
Pharmaceutical Science: one vacancy
occurring October 31, 2002.

Center for Food Safety and Applied
Nutrition

1. Food Advisory Committee: Five
vacancies occurring June 30, 2002.

I. Criteria for Members
Persons nominated for membership

on the committees as a consumer
representative shall have demonstrated
ties to consumer and community-based
organizations and be able to analyze
data, understand research design,
discuss benefits and risks, and evaluate
the safety and effectiveness of products
under review. The consumer
representative must be able to represent
the consumer perspective on issues and
actions before the advisory committee,
serve as a liaison between the
committee and interested consumers,
associations, coalitions, and consumer
organizations, and facilitate dialogue
with the advisory committees on
scientific issues that affect consumers.

II. Selection Procedures

Selection of members representing
consumer interests is conducted
through procedures that include use of
a list of organizations representing the
public interest and consumer advocacy
groups. The list of organizations has the
responsibility for recommending
candidates for the agency’s selection.

III. Nomination Procedures

Any interested person or organization
may nominate one or more qualified
persons for membership on one or more
of the advisory committees to represent

consumer interests. Self-nominations
are also accepted. FDA will ask the
potential candidates to provide detailed
information concerning such matters as
financial holdings, employment, and
research grants and/or contracts to
permit evaluation of possible sources of
conflict of interest. The nomination
should state whether the nominee is
interested only in a particular advisory
committee or in any advisory
committee. The term of office is up to
4 years, depending on the appointment
date.

This notice is issued under the
Federal Advisory Committee Act (5
U.S.C. app. 2) and 21 CFR part 14,
relating to advisory committees.

Dated: October 16, 2001.
Linda A. Suydam,
Senior Associate Commissioner.
[FR Doc. 01–26572 Filed 10–22–01; 8:45 am]
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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: Ophthalmic
Devices Panel of the Medical Devices
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 November 30, 2001, from 9:45
a.m. to 4:30 p.m.

Location: Holiday Inn, Walker/
Whetstone Rooms, Two Montgomery
Village Ave., Gaithersburg, MD.

Contact: Sara M. Thornton, Center for
Devices and Radiological Health (HFZ–
460), Food and Drug Administration,
9200 Corporate Blvd., Rockville, MD
20850, 301–594–2053,
SMT@CDRH.FDA.GOV, or FDA
Advisory Committee Information Line,
1–800–741–8138 (301–443–0572 in the
Washington, DC area), code 12396.
Please call the Information Line for up-
to-date information on this meeting.

Agenda: The committee will discuss,
make recommendations, and vote on a

premarket approval application (PMA)
for a conductive keratoplasty (CK)
refractive surgical device for the
reduction of previously untreated
spherical hyperopia in patients 40 years
of age or greater, who have 0.75 diopter
(D) to 3.25 D of cycloplegic spherical
hyperopia, with less than or equal to
0.75 D of refractive astigmatism (minus
cylinder format), a cycloplegic spherical
equivalent of 0.75 D to 3.00 D, and no
more than 0.50 D difference between
preoperative manifest refraction
spherical equivalent (MRSE) and
cycloplegic refraction spherical
equivalent (CRSE) which shows some
regression of the initial effect over time.
Background information, including the
agenda and questions for the committee,
will be available to the public on
November 29, 2001, on the Internet at
http://www.fda.gov/cdrh/
panelmtg.html.

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 November 16, 2001. Formal
oral presentations from the public will
be scheduled between approximately
9:50 a.m. and 10:20 a.m. Near the end
of the committee deliberations on the
PMA, a 30-minute open public session
will be conducted for interested persons
to address issues specific to the
submission before the committee. Those
desiring to make formal oral
presentations should notify the contact
person before November 16, 2001, 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.

Notice of this meeting is given under
the Federal Advisory Committee Act (5
U.S.C. app. 2).

Dated: October 16, 2001.
Linda A. Suydam,
Senior Associate Commissioner.
[FR Doc. 01–26574 Filed 10–22–01; 8:45 am]
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This notice announces a forthcoming
meeting of a public advisory committee
of the Food and Drug Administration
(FDA). At least one portion of the
meeting will be closed to the public.

Name of Committee: Vaccines and
Related Biological Products 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 November 28, 2001, from 8:30
a.m. to 5:15 p.m.; and on November 29,
2001, from 8:30 a.m. to 2:30 p.m.

Location: Holiday Inn, Versailles
Ballrooms I and II, 8120 Wisconsin
Ave., Bethesda, MD.

Contact: Nancy T. Cherry or Denise H.
Royster, Center for Biologics Evaluation
and Research (HFM–71), Food and Drug
Administration, 1401 Rockville Pike,
Rockville, MD 20852, 301–827–0314, or
FDA Advisory Committee Information
Line, 1–800–741–8138 (301–443–0572
in the Washington, DC area), code
12391. Please call the Information Line
for up-to-date information on this
meeting.

Agenda: On November 28 and 29,
2001, the committee will review issues
surrounding efficacy trial endpoints for
vaccines for the prevention of Human
Papilloma Virus. On November 29,
2001, the committee will discuss the
intramural scientific research of the
Laboratory of Bacterial Toxins.

Procedure: On November 28, 2001,
from 12:30 p.m. to 5:15 p.m.; and on
November 29, 2001, from 8:30 a.m. to
1:40 p.m., the meeting is open to the
public. Interested persons may present
data, information, or views, orally or in
writing, on issues pending before the
committee by November 16, 2001.
Written submissions may be made to the
contact person by November 16, 2001.
On November 28, 2001, oral
presentations will be held between
approximately 3:15 p.m. and 4:15 p.m.
Time allotted for each presentation may
be limited. Those desiring to make
formal oral presentations should notify
the contact person before November 16,

2001, 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.

Closed Committee Deliberations: On
November 28, 2001, from 8:30 a.m. to
12:30 p.m., the meeting will be closed
to permit discussion and review of trade
secret and/or confidential information
(5 U.S.C. 552b(c)(4)). On November 29,
2001, from 1:45 p.m. to 2:30 p.m., the
meeting will be closed to permit
discussion where disclosure would
constitute a clearly unwarranted
invasion of personal privacy (5 U.S.C.
552b(c)(6)). The meeting will be closed
to discuss personal information
concerning individuals associated with
the research program.

Notice of this meeting is given under
the Federal Advisory Committee Act (5
U.S.C. app. 2).

Dated: October 16, 2001.
Linda A. Suydam,
Senior Associate Commissioner.
[FR Doc. 01–26576 Filed 10–22–01; 8:45 am]
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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: Community Health
Center and National Health Service
Corps User/Visit Survey—NEW

The purpose of this study is to
conduct a sample survey which has the
following components: (1) A personal
interview survey of Community Health
Center (CHC) and National Health
Service Corps (NHSC) site users; and (2)
a record-based study of visits to CHCs
and NHSC sites. CHCs and NHSC sites
serve predominantly poor minority
medically underserved populations. The
proposed user and visit survey will
collect in-depth information about CHC
and NHSC site users, their health status,
the reasons they seek care, their
diagnoses, and the services utilized in a
medical encounter.

The proposed User/Visit Survey
builds on a 1995 User/Visit Survey
which was conducted to learn about the
process and outcomes of care in CHC
users. The 1995 User/Visit Survey
included a personal interview of
approximately 2000 users of 48 selected
CHCs as well as medical record
abstractions for about 3000 visits to
these same health centers. The
interview questionnaire was derived
from the National Health Interview
Survey (NHIS) conducted by the
National Center for Health Statistics
(NCHS) and the visit survey was an
adaptation of the NCHS National
Hospital Ambulatory Medical Care
Survey (NHAMCS). Conformance with
the NHIS and NHAMCS allowed
comparisons between these NCHS
surveys and the User/Visit Survey.

The proposed User/Visit Survey was
developed using similar questionnaire
methodology in conjunction with a
contractor and will allow longitudinal
comparisons for CHCs with the 1995
version of the survey data, including
monitoring of process outcomes over
time. This User/Visit Survey is the first
year that NHSC non-grantee,
freestanding sites will be surveyed.

The estimated response burden is as
follows:

Form Number of
respondents

Responses per
respondent

Total
respondents

Hours per
response

Total burden
hours

Site Induction .............................................. 85 sites ..................... 1 ............................... 85 1 85
Site Sampling Method ................................ 85 sites ..................... 1 ............................... 85 1.5 127.5
User Survey ................................................ 30 users at 70 CHCs

and 40 users at 15
NHSC sites.

1 ............................... 2,700 2.75 7,425

Visit Survey ................................................. 70 CHCs .................. 43 records ................ 3,010 .5 1,505

Total ..................................................... .................................. .................................. ........................ .......................... 9,142.5
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