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regulations. The committee also reviews
and makes recommendations on
proposed guidelines developed to assist
the medical device industry in meeting
the good manufacturing practice
requirements, and provides advice with
regard to any petition submitted by a
manufacturer for an exemption or
variance from good manufacturing
practice regulations.

Section 520 of the FD&C Act, (21
U.S.C. 360j), as amended, provides that
the Device Good Manufacturing Practice
Advisory Committee shall be composed
of nine members as follows: (1) Three of
the members shall be appointed from
persons who are officers or employees
of any Federal, State, or local
government; (2) two shall be
representatives of the interests of the
device manufacturing industry; (3) two
shall be representatives of the interests
of physicians and other health
professionals; and (4) two shall be
representatives of the interests of the
general public.

D. Technical Electronic Product
Radiation Safety Standards Committee

The function of the committee is to
provide advice and consultation on the
technical feasibility, reasonableness,
and practicability of performance
standards for electronic products to
control the emission of radiation from
such products. The committee may
recommend electronic product radiation
safety standards for consideration.

Section 534(f) of the FD&C Act (21
U.S.C. 360kk(f)), as amended by the Safe
Medical Devices Act of 1990, provides
that the Technical Electronic Product
Radiation Safety Standards Committee
include five members from
governmental Agencies, including State
or Federal Governments; five members
from the affected industries; and five
members from the general public, of
which at least one shall be a
representative of organized labor.

III. Qualifications

A. Panels of the Medical Devices
Advisory Committee

Persons nominated for membership
on the panels should have adequately
diversified experience appropriate to
the work of the panel in such fields as
clinical and administrative medicine,
engineering, biological and physical
sciences, statistics, and other related
professions. The nature of specialized
training and experience necessary to
qualify the nominee as an expert
suitable for appointment may include
experience in medical practice,
teaching, and/or research relevant to the
field of activity of the panel. The

particular needs at this time for each
panel are listed in section I of this
document. The term of office is up to 4
years, depending on the appointment
date.

B. National Mammography Quality
Assurance Advisory Committee

Persons nominated for membership
should be physicians, practitioners, and
other health professionals, whose
clinical practice, research
specialization, or professional expertise
include a significant focus on
mammography and individuals
identified with consumer interests. Prior
experience on Federal public advisory
committees in the same or similar
subject areas will also be considered
relevant professional expertise.

The particular needs at this time for
this committee are listed in section I of
this document. The term of office is up
to 4 years, depending on the
appointment date.

C. Device Good Manufacturing Practice
Advisory Committee

Persons nominated for membership as
a health professional or officer or
employee of any Federal, State, or local
government should have knowledge of
or expertise in any one or more of the
following areas: Quality assurance
concerning the design, manufacture,
and use of medical devices. To be
eligible for selection as a representative
of the general public, nominees should
possess appropriate qualifications to
understand and contribute to the
committee’s work. The particular needs
at this time for this committee are listed
in section I of this document. The term
of office is up to 4 years, depending on
the appointment date.

D. Technical Electronic Product
Radiation Safety Standards Committee

Persons nominated should be
technically qualified by training and
experience in one or more fields of
science or engineering applicable to
electronic product radiation safety. The
particular needs at this time for this
committee are listed in section I of this
document. The term of office is up to 4
years, depending on the appointment
date.

IV. Nomination Procedures

Any interested person may nominate
one or more qualified persons for
membership on one or more of the
advisory panels or advisory committees.
Self-nominations are also accepted.
Nominations must include a current,
complete resume or curriculum vitae for
each nominee, and their current
business address and/or home address,

telephone number, and email address if
available. Nominations must specify the
advisory panel(s) or advisory
committee(s) for which the nominee is
recommended. Nominations must also
acknowledge that the nominee is aware
of the nomination unless self-
nominated. FDA will ask potential
candidates to provide detailed
information concerning such matters
related to financial holdings,
employment, and research grants and/or
contracts to permit evaluation of
possible sources of conflict of interest.
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: February 1, 2013.
Jill Hartzler Warner,

Acting Associate Commissioner for Special
Medical Programs.

[FR Doc. 2013-02793 Filed 2-6—13; 8:45 am]
BILLING CODE 4160-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Institute of Diabetes and
Digestive and Kidney Diseases; Notice
of Meetings

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. App.), notice is
hereby given of the following meetings.

The meetings will be open to the
public as indicated below, with
attendance limited to space available.
Individuals who plan to attend and
need special assistance, such as sign
language interpretation or other
reasonable accommodations, should
notify the Contact Person listed below
in advance of the meeting.

The meetings will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), Title 5 U.S.C.,
as amended. The grant applications and
the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the grant
applications, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: National Institute of
Diabetes and Digestive and Kidney Diseases
Initial Review Group; Kidney, Urologic and
Hematologic Diseases D Subcommittee.

Date: March 5-7, 2013.

Open: March 5, 2013, 4:00 p.m. to 4:30

.m.
P Agenda: To review procedures and discuss
policy.
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Place: Embassy Suites at the Chevy Chase
Pavilion, 4300 Military Road NW.,
Washington, DC 20015.

Closed: March 5, 2013, 4:30 p.m. to 8:00

.m.
Agenda: To review and evaluate grant
applications.

Place: Embassy Suites at the Chevy Chase
Pavilion, 4300 Military Road NW.,
Washington, DG 20015.

Closed: March 6, 2013, 8:00 a.m. to 5:00
p.m.

Agenda: To review and evaluate grant
applications.

Place: Embassy Suites at the Chevy Chase
Pavilion, 4300 Military Road NW.,
Washington, DC 20015.

Closed: March 7, 2013, 8:00 a.m. to 12:00

m.
Agenda: To review and evaluate grant
applications.

Place: Embassy Suites at the Chevy Chase
Pavilion, 4300 Military Road NW.,
Washington, DC 20015.

Contact Person: Barbara A. Woynarowska,
Ph.D., Scientific Review Administrator,
Review Branch, DEA, NIDDK, National
Institutes of Health, Room 754, 6707
Democracy Boulevard, Bethesda, MD 20892—
5452, (301) 402-7172,
woynarowskab@niddk.nih.gov.

Name of Committee: National Institute of
Diabetes and Digestive and Kidney Diseases
Initial Review Group; Diabetes,
Endocrinology and Metabolic Diseases B
Subcommittee.

Date: March 6-8, 2013.

Open: March 6, 2013, 5:30 p.m. to 6:00
p.m.

Agenda: To review procedures and discuss
policy.

Place: Residence Inn Bethesda, 7335
Wisconsin Avenue, Bethesda, MD 20814.

Closed: March 6, 2013, 6:00 p.m. to 9:00

.m.
Agenda: To review and evaluate grant
applications.

Place: Residence Inn Bethesda, 7335
Wisconsin Avenue, Bethesda, MD 20814.

Closed: March 7, 2013, 8:00 a.m. to 5:00
p.m.

Agenda: To review and evaluate grant
applications.

Place: Residence Inn Bethesda, 7335
Wisconsin Avenue, Bethesda, MD 20814.

Closed: March 8, 2013, 8:00 a.m. to 5:00
p.m.

Agenda: To review and evaluate grant
applications.

Place: Residence Inn Bethesda, 7335
Wisconsin Avenue, Bethesda, MD 20814.

Contact Person: John F. Connaughton,
Ph.D., Chief, Chartered Committees Section,
Review Branch, DEA, NIDDK, National
Institutes of Health, Room 753, 6707
Democracy Boulevard, Bethesda, MD 20892—
5452, connaughtonj@extra.niddk.nih.gov.

Name of Committee: National Institute of
Diabetes and Digestive and Kidney Diseases
Initial Review Group; Digestive Diseases and
Nutrition C Subcommittee.

Date: March 13-15, 2012.

Open: March 13, 2013, 6:00 p.m. to 6:30
p.m.

Agenda: To review procedures and discuss
policy.

Place: Residence Inn Bethesda, 7335
Wisconsin Avenue, Bethesda, MD 20814.

Closed: March 13, 2013, 6:30 p.m. to 8:00
p.m.
Agenda: To review and evaluate grant
applications.

Place: Residence Inn Bethesda, 7335
Wisconsin Avenue, Bethesda, MD 20814.

Closed: March 14, 2013, 8:00 a.m. to 5:00
p-m.
Agenda: To review and evaluate grant
applications.

Place: Residence Inn Bethesda, 7335
Wisconsin Avenue, Bethesda, MD 20814.

Closed: March 15, 2013, 8:00 a.m. to 5:00
p-m.
Agenda: To review and evaluate grant
applications.

Place: Residence Inn Bethesda, 7335
Wisconsin Avenue, Bethesda, MD 20814.

Contact Person: Robert Wellner, Ph.D.,
Scientific Review Officer, Review Branch,
DEA, NIDDK, National Institutes of Health,
Room 706, 6707 Democracy Boulevard,
Bethesda, MD 20892-5452, rw175w@nih.gov.
(Catalogue of Federal Domestic Assistance
Program Nos. 93.847, Diabetes,
Endocrinology and Metabolic Research;
93.848, Digestive Diseases and Nutrition
Research; 93.849, Kidney Diseases, Urology
and Hematology Research, National Institutes
of Health, HHS)

Dated: February 1, 2013.
David Clary,

Program Analyst, Office of Federal Advisory
Committee Policy.

[FR Doc. 2013-02694 Filed 2—-6-13; 8:45 am]
BILLING CODE 4140-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

Office of the Director, National
Institutes of Health; Notice of Meeting

Pursuant to section 10(a) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. App.), notice is
hereby given of a meeting of the
Advisory Committee on Research on
Women’s Health.

The meeting will be open to the
public, with attendance limited to space
available. Individuals who plan to
attend and need special assistance, such
as sign language interpretation or other
reasonable accommodations, should
notify the Contact Person listed below
in advance of the meeting.

Name of Committee: Advisory Committee
on Research on Women’s Health.

Date: March 7, 2013.

Time: 9:00 a.m. to 5:00 p.m.

Agenda: The Committee will provide
advice to the Office of Research on Women’s
Health (ORWH) on appropriate research
activities with respect to women’s health and
related studies to be undertaken by the
national research institutes; to provide
recommendations regarding ORWH

activities; to meet the mandates of the office;
and for discussion of scientific issues.

Place: National Institutes of Health,
Building 31, Conference Room 6, 31 Center
Drive, Bethesda, MD 20892.

Contact Person: Susan E Maier, Ph.D.,
Deputy Director, Office of Research on
Women'’s Health, 6707 Democracy Plaza,
Suite 400, Bethesda, MD 20817, 301—402—
1770, Susan.Maier@nih.gov.

Information is also available on the
Institute’s/Center’s home page:
www4.od.nih.gov/orwh/, where an agenda
and any additional information for the
meeting will be posted when available.

In the interest of security, NIH has
instituted stringent procedures for entrance
onto the NIH campus. All visitor vehicles,
including taxicabs, hotel, and airport shuttles
will be inspected before being allowed on
campus. Visitors will be asked to show one
form of identification (for example, a
government-issued photo ID, driver’s license,
or passport) and to state the purpose of their
visit.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.14, Intramural Research
Training Award; 93.22, Clinical Research
Loan Repayment Program for Individuals
From Disadvantaged Backgrounds; 93.232,
Loan Repayment Program for Research
Generally; 93.39, Academic Research
Enhancement Award; 93.936, NIH Acquired
Immunodeficiency Syndrome Research Loan
Repayment Program; 93.187, Undergraduate
Scholarship Program for Individuals from
Disadvantaged Backgrounds, National
Institutes of Health, HHS)

Any interested person may file written
comments with the committee by forwarding
the statement to the Contact Person listed on
this notice. The statement should include the
name, address, telephone number and when
applicable, the business or professional
affiliation of the interested person.

Dated: January 31, 2013.
Carolyn A. Baum,

Program Analyst, Office of Federal Advisory
Committee Policy.

[FR Doc. 2013—-02700 Filed 2—-6-13; 8:45 am]
BILLING CODE 4140-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

Center for Scientific Review; Notice of
Closed Meetings

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. App.), notice is
hereby given of the following meetings.

The meetings will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), Title 5 U.S.C.,
as amended. The grant applications and
the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,


mailto:connaughtonj@extra.niddk.nih.gov
mailto:woynarowskab@niddk.nih.gov
http://www4.od.nih.gov/orwh/
mailto:Susan.Maier@nih.gov
mailto:rw175w@nih.gov

		Superintendent of Documents
	2023-04-30T02:38:49-0400
	Government Publishing Office, Washington, DC 20401
	Government Publishing Office
	Government Publishing Office attests that this document has not been altered since it was disseminated by Government Publishing Office




