>
GPO,

Federal Register/Vol. 67, No. 130/ Monday, July 8, 2002/ Notices

45129

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 AnnMarie
Williams, Conference Management
Staff, at 301-594-1283, ext. 113, 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 26, 2002.
William K. Hubbard,

Senior Associate Commissioner for Policy,
Planning, and Legislation.

[FR Doc. 02-16904 Filed 7-5-02; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

Obstetrics and Gynecology Devices
Panel of the Medical Devices 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). At least one portion of the
meeting will be closed to the public.

Name of the Committee: Obstetrics
and Gynecology 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 July 22, 2002, from 8:30 a.m. to

5 p.m., and on July 23, 2002, from 8 a.m.

to 11 a.m.

Location: DoubleTree Hotel, Plaza I
and II, 1750 Rockville Pike, Rockville,
MD.

Contact Person: Joyce M. Whang,
Center for Devices and Radiological
Health (HFZ-470), Food and Drug
Administration, 9200 Corporate Blvd.,
Rockville, MD 20850, 301-594—1180, or
FDA Advisory Committee Information
Hotline, 1-800-741-8138 (301—443—
0572 in the Washington, DC area), code
12524. Please call the Information Line
for up-to-date information on this
meeting.

Agenda: On July 22, 2002, the
committee will hear a presentation on
post-market surveillance of vacuum
assisted delivery devices. The
committee will also discuss, make
recommendations, and vote on a
premarket approval application for a

permanent contraceptive device.
Background information, including the
agenda and questions for the committee,
will be available to the public 1
business day before the meeting on the
Internet at http://www.fda.gov/cdrh/
panelmtg.html. Material for the July 22,
2002, session will be posted on July 19,
2002.

Procedure: On July 22, 2002, from
8:30 a.m. to 5 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. Written
submissions may be made to the contact
person by July 11, 2002. Oral
presentations from the public will be
scheduled between approximately 9:30
a.m. and 10 a.m., and 3:30 p.m. and 4
p-m. on July 22, 2002. Time allotted for
each presentation may be limited. Those
desiring to make formal presentations
should notify the contact person before
July 11, 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.

Closed Committee Deliberations: On
July 23, 2002, from 8 a.m. to 11 a.m., the
meeting will be closed to permit
discussion and review of trade secret
and/or confidential commercial
information (5 U.S.C. 552b(c)(4))
regarding pending and future device
issues. In addition, the committee will
discuss and review trade secret and/or
confidential commercial information
presented by a sponsor.

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 AnnMarie
Williams, Conference Management
Staff, at 301-594-1283, ext. 113, at least
7 days in advance of the meeting.

FDA regrets that it was unable to
publish this notice 15 days prior to the
July 22, 2002, Obstetrics and
Gynecology Devices Panel of the
Medical Devices Advisory Committee
meeting. Because the agency believes
there is some urgency to bring these
issue(s) to public discussion and
qualified members of the Obstetrics and
Gynecology Devices Panel of the
Medical Devices Advisory Committee
were available at this time, the
Commissioner of Food and Drugs

concluded that it was in the public
interest to hold this meeting even if
there was not sufficient time for the
customary 15-day public notice.

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

Dated: July 2, 2002.
William K. Hubbard,

Senior Associate Commissioner for Policy,
Planning, and Legislation.

[FR Doc. 02—17115 Filed 7-5-02; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
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Food and Drug Administration
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Guide 7124.05

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is revoking the
Compliance Policy Guide (CPG) entitled
“Sec. 315.200 Status of Dental Supplies
such as Denture Cleaners, Adhesives,
Cushions, and Repair Materials as a
Device or Cosmetic (CPG 7124.05).”
This CPG is no longer necessary because
the agency has classified these products
as devices.

DATES: The revocation is effective
August 7, 2002.

ADDRESSES: Submit written requests for
single copies of the CPG to the Division
of Compliance Policy (HFC-230), Office
of Enforcement, Office of Regulatory
Affairs, Food and Drug Administration,
5600 Fishers Lane, Rockville, MD 20857
(301-827-0411) or fax your request to
301-827-0482.

A copy of the CPG may be seen in the
Dockets Management Branch (HFA—
305), Food and Drug Administration,
5630 Fishers Lane, rm. 1061, Rockville,
MD 20852, between 9 a.m. and 4 p.m.,
Monday through Friday.

FOR FURTHER INFORMATION CONTACT:
Jeffrey B. Governale, Division of
Compliance Policy (HFC-230), Office of
Enforcement, Office of Regulatory
Affairs, Food and Drug Administration,
5600 Fishers Lane, Rockville, MD
20857, 301-827-0411.

SUPPLEMENTARY INFORMATION:

I. Background

FDA issued the CPG entitled “Sec.
315.200 Status of Dental Supplies such
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as Denture Cleaners, Adhesives,
Cushions, and Repair Materials as a
Device or Cosmetic (CPG 7124.05)” on
April 26, 1976. This CPG, as revised on
August 9, 1988, considered these
products to be devices within the
meaning of section 201(h) of the Federal
Food, Drug, and Cosmetic Act (the act)
(21 U.S.C. 321(h)).

In accordance with section 513 of the
act (21 U.S.C. 360c), the agency has
classified dental products as devices by
regulation, including but not limited to:

1. Karaya and sodium borate with or
without acacia denture adhesive (21
CFR 872.3400)

2. Ethylene oxide homopolymer and/
or carboxymethylcellulose sodium
denture adhesive (21 CFR 872.3410)

3. Carboxymethylcellulose sodium
and cationic polyacrylamide polymer
denture adhesive (21 CFR 872.3420)

4. Ethylene oxide homopolymer and/
or karaya denture adhesive (21 CFR
872.3450)

5. Polyacrylamide polymer (modified
cationic) denture adhesive (21 CFR
872.3480)

6. Carboxymethylcellulose sodium
and/or polyvinylmethylether maleic
acid calcium-sodium double salt
denture adhesive (21 CFR 872.3490)

7. Polyvinylmethylether maleic
anhydride (PVM-MA), acid copolymer,
and carboxymethylcellulose sodium
(NACMC) denture adhesive (21 CFR
872.3500)

8. Over-the-counter (OTC) denture
cleanser (21 CFR 872.3520)

9. Mechanical denture cleaner (21
CFR 872.3530)

10. OTC denture cushion or pad (21
CFR 872.3540)

11. OTC denture repair kit (21 CFR
872.3570)

12. Denture relining, repairing, or
rebasing resin (21 CFR 872.3760)

Given these device classifications,
FDA is revoking CPG 7124.05, in its
entirety, to eliminate unnecessary
compliance policy.

II. Electronic Access

Prior to August 7, 2002, a copy of the
CPG may also be downloaded to a
personal computer with access to the
Internet. The Office of Regulatory
Affairs (ORA) home page includes the
referenced document that may be
accessed at http://www.fda.gov/ora/
compliance_ref/cpg/cpgdev/cpg315—
200.html.

Dated: June 28, 2002.

Dennis E. Baker,

Associate Commissioner for Regulatory
Affairs.

[FR Doc. 02—-17079 Filed 7-5-02; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Health Resources and Services
Administration

Council on Graduate Medical
Education; Notice of Meeting

In accordance with section 10(a)(2) of
the Federal Advisory Committee Act
(Public Law 92—463), announcement is
made of the following National
Advisory body scheduled to meet
during the month of September:

Name: Council on Graduate Medical
Education (COGME).

Date and Time: September 11, 2002, 8:30
a.m.—4:30 p.m., September 12, 2002, 8 a.m.—
11:15 a.m.

Place: Holiday Inn Select, Versailles 1,
8120 Wisconsin Avenue, Bethesda, MD
20814.

The meeting is open to the public.

Agenda: The agenda for September 11 will
include: Welcome and opening comments
from the Associate Administrator for Health
Professions, the Chair of COGME, and the
Acting Executive Secretary of COGME. There
will be a panel of speakers on the topic of
“Competencies in Graduate Medical
Education” and a panel of speakers on the
topic of “Financial Situation of Teaching
Hospitals.”

In the afternoon the Council’s three
workgroups will convene. They are:
Workgroup on Diversity, Workgroup on
Graduate Medical Education Financing, and
Workgroup on Workforce.

The agenda for September 12 will include
a discussion of the June 17—-18 Health
Professions Education Summit co-sponsored
by the Council on Graduate Medical
Education (COGME), the National Advisory
Council on Nurse Education and Practice,
and the Institute of Medicine. The three
workgroup chairs will give their reports.
There will be a discussion of the status of
COGME’s 2002 Summary Report, plans for
future work, and new business.

Anyone requiring information regarding
the meeting should contact Stanford M.
Bastacky, D.M.D., M.H.S.A., Acting Executive
Secretary, Council on Graduate Medical
Education, Division of Medicine and
Dentistry, Bureau of Health Professions,
Room 9A-27, Parklawn Building, 5600
Fishers Lane, Rockville, Maryland 20857,
Telephone (301) 443-6326.

Agenda items are subject to change as
priorities dictate.

Dated: July 2, 2002.
Jane M. Harrison,

Director, Division of Policy Review and
Coordination.

[FR Doc. 02-17047 Filed 7-5—-02; 8:45 am)]
BILLING CODE 4165-15-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Health Resources and Services
Administration

Advisory Committee on Training in
Primary Care Medicine and Dentistry;
Notice of Meeting

In accordance with section 10 (a) (2)
of the Federal Advisory Committee Act
(Public Law 92—463), announcement is
made of the following National
Advisory body scheduled to meet
during the month of August 2002.

Name: Advisory Committee on Training in
Primary Care Medicine and Dentistry
(ACTPCMD).

Date and Time: August 19, 2002; 8:30
a.m.—4:45 p.m.

Place: The Holiday Inn, 8120 Wisconsin
Avenue, Bethesda, Maryland 20814.

The meeting is open to the public.

Purpose: The Advisory Committee on
Training in Primary Care Medicine and
Dentistry (ACTPCMD) will discuss and
consider criteria for performance
measurement and outcome assessment of
primary care medicine and dentistry grant
programs that are funded through Title VII,
section 747 of the Public Health Service Act,
as amended. The Committee will review
current performance measurement and
outcome assessment methods, discuss
potential alternative methods, and consider
recommendations of potential performance
measurement and outcome assessment
methods that might be employed in the
future.

Agenda: The meeting on Monday, August
19 will begin with welcoming and opening
comments from the Chair and Executive
Secretary. A plenary session will follow in
which Division of Medicine and Dentistry
staff will review criteria currently used to
measure performance and assess the outcome
of primary care medicine and dentistry grant
programs funded through Title VII, section
747 of the Public Health Service Act, as
amended. Following this presentation,
Committee members will discuss the criteria
currently used, consider potential alternative
criteria for performance measurement and
outcome assessment of the aforementioned
grant programs, and formulate
recommendations for alternative criteria.

Anyone interested in obtaining a roster of
members or other relevant information
should write or contact Stan Bastacky,
D.M.D., M.H.S.A., Deputy Executive
Secretary, Advisory Committee on Training
in Primary Care Medicine and Dentistry,
Parklawn Building, Room 9A-21, 5600
Fishers Lane, Rockville, Maryland 20857,
Telephone (301) 443-6326. The Web address
for information on the Advisory Committee
is http://www.bhpr.hrsa.gov/dm/
actpcmd.htm.
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