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Procurement and Grants Office, Centers
for Disease Control and Prevention,
2920 Brandywine Road, Room 3000,
Atlanta, GA 30341-4146, Telephone
number: (770) 488—2696, E-mail
address: mij3@cdc.gov.

For program technical assistance,
contact: Pat Schumacher, Epidemiology
Program Office, Division of Public
Health Surveillance & Informatics,
Applied Sciences Branch, Centers for
Disease Control and Prevention, 4770
Buford Highway, MS K-74, Atlanta, GA
30341-3717, Telephone: (770) 488—
8375, E-mail address: prs5@cdc.gov.

Dated: June 6, 2002.
Edward Schultz,

Deputy Director, Procurement and Grants
Office, Centers for Disease Control and
Prevention.

[FR Doc. 02—14729 Filed 6-11-02; 8:45 am]|
BILLING CODE 4163-18-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

Request for Nominations for
Nonvoting Representatives of
Consumer Interests on Public
Advisory Panels or Committees

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

SUMMARY: The Food and Drug
Administration (FDA) is requesting
nominations for nonvoting consumer
representatives to serve on certain
device panels of the Medical Devices
Advisory Committee in the Center for
Devices and Radiological Health
(CDRH). Nominations will be accepted
for current vacancies and for those that
will or may occur through July 31, 2003.
FDA has a special interest in ensuring
that women, minority groups,
individuals with disabilities, and small
businesses are adequately represented
on advisory committees and, therefore,
encourages nominations for
appropriately qualified candidates from
these groups.

DATES: Nominations for vacancies listed
in this notice should be received by July
12, 2002.

ADDRESSES: All nominations and
curricula vitae (which include
nominee’s office address, telephone
number, and e-mail address) should be
submitted in writing to Linda Ann
Sherman, Advisory Committee and
Oversight Management Staff (HF-4),
Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857, e-
mail: LSHERMAN@OCG.FDA.GOV.

SUPPLEMENTARY INFORMATION: FDA is
requesting nominations for nonvoting
members representing consumer
interests for the vacancies listed as
follows:

; . Approximate Date
Medical Deeiglces Pan- Con'?s%mer Represent-
ative Is Needed
Anesthesiology and Immediately
Respiratory Ther-
apy
Circulatory System July 1, 2002
Gastroenterology and Jan. 1, 2003
Urology
General Hospital and Jan. 1, 2003
Personal Use
Immunology Mar. 1, 2003
Microbiology Mar. 1, 2003
Molecular and Clinical June 1, 2003
Genetics
Radiological Feb. 1, 2003
I. Function

The functions of the medical device
panels are to: (1) Review and evaluate
data on the safety and effectiveness of
marketed and investigational devices
and make recommendations for their
regulation; (2) advise the Commissioner
of Food and Drugs regarding
recommended classification or
reclassification of these devices into one
of three regulatory categories; (3) advise
on any possible risks to health
associated with the use of devices; (4)
advise on formulation of product
development protocols; (5) review
premarket approval applications for
medical devices; (6) review guidelines
and guidance documents; (7)
recommend exemption to certain
devices from the application of portions
of the Federal Food, Drug, and Cosmetic
Act (the act)); (8) advise on the necessity
to ban a device; (9) respond to requests
from the agency to review and make
recommendations on specific issues or
problems concerning the safety and
effectiveness of devices; and (10) make
recommendations on the quality in the
design of clinical studies regarding the
safety and effectiveness of marketed and
investigational devices.

II. Consumer Representation

Section 520(f)(3) of the act (21 U.S.C.
360j(f)(3)), as amended by the Medical
Device Amendments of 1976, provides
that each medical device panel include
as a member one nonvoting
representative of consumer interests.

III. Nomination Procedure

Any interested person may nominate
one or more qualified persons as a
member of a particular advisory
committee or panel to represent
consumer interests as identified in this

notice. Self-nominations are also
accepted. To be eligible for selection,
the applicant’s experience and/or
education will be evaluated against
Federal civil service criteria for the
position to which the person will be
appointed.

Nominations shall include a complete
curriculum vitae of each nominee and
shall state that the nominee is aware of
the nomination, is willing to serve as a
member, and appears to have no conflict
of interest that would preclude
membership. 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 panel or in any advisory
committee or panel. The term of office
is up to 4 years, depending on the
appointment date.

IV. Selection Procedure

Selection of members representing
consumer interests is conducted
through procedures which include use
of a consortium of consumer
organizations which has the
responsibility for recommending
candidates for the agency’s selection.
Candidates should possess appropriate
qualifications to understand and
contribute to the committee’s work.

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: June 5, 2002.
William K. Hubbard,

Senior Associate Commissioner for Policy,
Planning, and Legislation.

[FR Doc. 02—14838 Filed 6-11-02; 8:45 am)]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

Arthritis 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: Arthritis
Advisory Committee.
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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 29 and 30, 2002, from 8
a.m. to 5 p.m.

Location: Holiday Inn, Versailles
Ballroom, 8120 Wisconsin Ave.,
Bethesda, MD.

Contact Person: Kathleen Reedy or
LaNise Giles, 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, FAX 301-827-6776, or e-mail:
reedyk@cder.fda.gov, or FDA Advisory
Committee Information Line, 1-800—
741-8138 (301—443-0572 in the
Washington, DC area), code 12532.
Please call the Information Line for up-
to-date information on this meeting.

Agenda: On both days, the committee
will discuss the clinical relevance of
different classifications of pain as well
as discussion of appropriate clinical
trial models and designs for medications
which would be indicated for each
classification of pain.

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 July 17, 2002. Oral
presentations from the public will be
scheduled on July 29, 2002, between
approximately 1 p.m. and 3 p.m., and
on July 30, 2002, between
approximately 11 a.m. and 12 noon.
Time allotted for each presentation may
be limited. Those desiring to make
formal oral presentations should notify
the contact person before July 17, 2002,
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 LaNise Giles
at 301-827-7001, 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 3, 2002.
William K. Hubbard,

Senior Associate Commissioner for Policy,
Planning, and Legislation.

[FR Doc. 02—14680 Filed 6—-11-02; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. 01D-0276]

Guidance for Industry: Channels of

Trade Policy for Commodities With
Vinclozolin Residues; Availability

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing the
availability of a final guidance
document for industry entitled
“Channels of Trade Policy for
Commodities With Vinclozolin
Residues.” This guidance presents
FDA'’s policy for implementing, for the
pesticide chemical vinclozolin, the
channels of trade provision in the
Federal Food, Drug, and Cosmetic Act
(the act), as amended by the Food
Quality Protection Act (FQPA) of 1996.
The guidance is intended to assist firms
in understanding FDA’s planned
approach to the enforcement of this
provision of the FQPA with regard to
residues of vinclozolin in food.

DATES: Submit written or electronic
comments concerning the guidance at
any time.

ADDRESSES: Submit written comments
concerning the guidance document 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
single copies of the guidance document
entitled “Channels of Trade Policy for
Commodities With Vinclozolin
Residues” to the Office of Plant and
Dairy Foods and Beverages (HFS-305),
Center for Food Safety and Applied
Nutrition, Food and Drug
Administration, 5100 Paint Branch
Pkwy., College Park, MD 20740-3835.
Send two self-addressed adhesive labels
to assist that office in processing your
request. See the SUPPLEMENTARY
INFORMATION section for electronic
access to this document.

FOR FURTHER INFORMATION CONTACT:

Michael E. Kashtock, Center for Food
Safety and Applied Nutrition (HFS—

305), Food and Drug Administration,
5100 Paint Branch Pkwy., College Park,
MD 20740-3835, 301-436-2022, FAX
301-436-2651, e-mail:
mkashtoc@cfsan.fda.gov.

SUPPLEMENTARY INFORMATION:
I. Background

In a notice published in the Federal
Register of July 10, 2001 (66 FR 35990),
FDA announced the availability of a
draft guidance document entitled
“Channels of Trade Policy for
Commodities With Vinclozolin
Residues.” The agency has finalized the
draft guidance after receiving no
comments on the document. In a notice
published in the Federal Register of
October 23, 2001 (66 FR 53614), FDA
announced that it was submitting to the
Office of Management and Budget
(OMB) for review and clearance under
the Paperwork Reduction Act of 1995
the collection of information entitled
“Suggested Documentation for
Demonstrating Compliance With the
Channels of Trade Provision for Foods
With Vinclozolin Residues.” In the
October notice, FDA estimated that the
guidance entitled “Channels of Trade
Policy for Commodities With
Vinclozolin Residues” would create an
estimated annual reporting burden of
921 hours and an estimated annual
recordkeeping burden of 496 hours. The
October notice also requested comments
on these burden estimates. On March
25, 2002, OMB informed FDA that it
had approved the information collection
until March 31, 2005.

II. Guidance Document

This final guidance document is being
issued as level 1 guidance consistent
with FDA’s good guidance practices
regulation (21 CFR 10.115). The
guidance represents the agency’s current
thinking on the channels of trade
provision and how this provision relates
to FDA-regulated products with
residues of vinclozolin. It does not
create or confer any rights for or on any
person and does not operate to bind
FDA or the public. An alternative
approach may be used if such approach
satisfies the requirements of the
applicable statute and regulations.

II1. Electronic Access

Copies of this guidance also may be
downloaded to a personal computer
with access to the Internet. The final
guidance document may be accessed at
http://www.cfsan.fda.gov under “How
to Obtain FDA Food & Cosmetic
Guidance Documents.”
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