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http://www.fda.gov/Advisory
Committees/default.htm; under the
heading “Resources for You,” click on
“Public Meetings at the FDA White Oak
Campus.” Please note that visitors to the
White Oak Campus must enter through
Building 1.

Contact Person: Karen Abraham-
Burrell, Center for Drug Evaluation and
Research, Food and Drug
Administration, 10903 New Hampshire
Ave., White Oak Bldg. 31, Rm. 2147,
Silver Spring, MD 20993-0002, 301—
796-9001, FAX: 301-847—-8533, email:
EMDAC®@fda.hhs.gov, or FDA Advisory
Committee Information Line, 1-800—
741-8138 (301—443-0572 in the
Washington, DC area). A notice in the
Federal Register about last minute
modifications that impact a previously
announced advisory committee meeting
cannot always be published quickly
enough to provide timely notice.
Therefore, you should always check the
Agency’s Web site at http://www.fda.
gov/AdvisoryCommittees/default.htm
and scroll down to the appropriate
advisory committee meeting link, or call
the advisory committee information line
to learn about possible modifications
before coming to the meeting.

Agenda: The committee will discuss
biologics license application (BLA)
125511, proposed trade name
NATPARA (established name:
Recombinant Human Parathyroid
Hormone (rDNA) or (thPTH[1-84]),
submitted by NPS Pharmaceuticals, Inc.,
for the proposed indication of
replacement for endogenous parathyroid
hormone (1-84) for the long-term
treatment of hypoparathyroidism.

FDA intends to make background
material available to the public no later
than 2 business days before the meeting.
If FDA is unable to post the background
material on its Web site prior to the
meeting, the background material will
be made publicly available at the
location of the advisory committee
meeting, and the background material
will be posted on FDA’s Web site after
the meeting. Background material is
available at http://www.fda.gov/
AdvisoryCommittees/Calendar/
default.htm. Scroll down to the
appropriate advisory committee meeting
link.

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 on or before August 27, 2014.
Oral presentations from the public will
be scheduled between approximately
between 1 p.m. and 2 p.m. Those
individuals interested in making formal
oral presentations should notify the

contact person 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 on
or before August 19, 2014. Time allotted
for each presentation may be limited. If
the number of registrants requesting to
speak is greater than can be reasonably
accommodated during the scheduled
open public hearing session, FDA may
conduct a lottery to determine the
speakers for the scheduled open public
hearing session. The contact person will
notify interested persons regarding their
request to speak by August 20, 2014.

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 Karen
Abraham-Burrell at least 7 days in
advance of the meeting.

FDA is committed to the orderly
conduct of its advisory committee
meetings. Please visit our Web site at
http://www.fda.gov/Advisory
Committees/AboutAdvisoryCommittees/
ucm111462.htm for procedures on
public conduct during advisory
committee meetings.

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

Dated: July 16, 2014.
Leslie Kux,
Assistant Commissioner for Policy.
[FR Doc. 2014-17086 Filed 7—21-14; 8:45 am]
BILLING CODE 4164-01-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
(Pub. L. 92—463), notice is hereby given
of the following meeting:

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

Date and Time: August 5, 2014 (9:30
a.m.—5:00 p.m.) August 6, 2014 (8:30
a.m.—3:00 p.m.)

Place: Combined In-Person and
Webinar Format, Health Resources and
Services Administration (HRSA), U.S.
Department of Health and Human
Services, 5600 Fishers Lane, Room 18—
67, Rockville, Maryland 20857.

Status: The meeting will be open to
the public.

Purpose: The ACTPCMD provides
advice and recommendations on a broad
range of issues relating to grant
programs authorized by sections 222
and 749 of the Public Health Service
Act, as amended by section 5103(d) and
re-designated by section 5303 of the
Patient Protection and Affordable Care
Act of 2010.

Agenda: The meeting will begin with
introductions of seven new members to
the committee and then move to
opening remarks from HRSA senior
officials who will provide an update on
HRSA'’s newly created Bureau of Health
Workforce. The new members will
receive a comprehensive update on the
committee’s latest 11th Report to
Congress, which will focus on the
training of health professionals in
community settings, the members will
then break-out into workgroups and
continue development of the report. A
short timeline for finalizing the report
will be created.

Public Comment: An opportunity will
be provided for public comment at the
end of each day of the meeting, or
written comments to the members may
be sent prior to the meeting to Shane
Rogers at srogers@hrsa.gov.

The agenda will be available 2 days
prior to the meeting on the HRSA Web
site (http://www.hrsa.gov/advisory
committees/bhpradvisory/actpcmd/
index.html). Agenda items are subject to
change as priorities dictate.
SUPPLEMENTARY INFORMATION: As this
meeting will be a combined format of
both in-person and webinar, members of
the public and interested parties who
wish to participate “in-person’” should
make an immediate request by emailing
their first name, last name, and contact
email to the Designated Federal Official
for the committee, Mr. Shane Rogers, at
srogers@hrsa.gov or call (301) 443—5260.
Space is limited. Due to the fact that this
meeting will be held within a federal
government building and public
entrance to such facilities require prior
planning, access will be granted upon
request only and will be on a first come,
first served basis. Members of the public
who wish to participate via webinar
should view the committee’s Web site
for the specific webinar access
information at least 2 days prior to the
date of the meeting: http://www.hrsa.
gov/advisorycommittees/bhpradvisory/
actpcmd/index.html.
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FOR FURTHER INFORMATION CONTACT: Mr.
Shane Rogers, Designated Federal
Official, ACTPCMD, Bureau of Health
Workforce, Health Resources and
Services Administration, Room 12C-06,
Parklawn Building, 5600 Fishers Lane,
Rockville, Maryland 20857, call (301)
443-5260, or email srogers@hrsa.gov.
Dated: July 15, 2014.
Jackie Painter,
Acting Director, Division of Policy and
Information Coordination.
[FR Doc. 2014—-17087 Filed 7—21-14; 8:45 am]
BILLING CODE 4165-15-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(d) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. Appendix 2), notice
is hereby given of the meeting of the
Council of Councils.

The meeting 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.

A portion of the meeting 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: Council of Councils.

Open: September 5, 2014.

Time: 8:15 a.m. to 12:15 p.m.

Agenda: Council Business Matters and
Updates; KOMP2: Update and Envisioning a
Possible Second Phase; NIH Update;
Enhancing Reproducibility—Update; Update
on Stimulating Peripheral Activity to Relieve
Conditions.

Place: National Institutes of Health, 9000
Rockville Pike, Building 31, C Wing, 6th
Floor, Conference Room 6, Bethesda, MD
20892.

Closed: September 5, 2014.

Time: 1:00 p.m. to 2:00 p.m.

Agenda: Review of grant applications.

Place: National Institutes of Health, 9000
Rockville Pike, Building 31, C Wing, 6th

Floor, Conference Room 6, Bethesda, MD
20892.

Open: September 5, 2014.

Time: 2:00 p.m. to 4:15 p.m.

Agenda: Review and Vote on Council of
Councils Operating Procedures for 2015;
Update on NIH-Sponsored Research
Resources/Core Activities; Early
Independence Award Process Evaluation and
Discussion; High-End Instrument Funding
Opportunity—Update on the Planning
Process.

Place: National Institutes of Health, 9000
Rockville Pike, Building 31, C Wing, 6th
Floor, Conference Room 6, Bethesda, MD
20892.

Contact Person: Franziska Grieder, DVM,
Ph.D., Executive Secretary, Director, Office of
Research Infrastructure Programs, Division of
Program Coordination, Planning, and
Strategic Initiatives, Office of the Director,
NIH, 6701 Democracy Boulevard, Room 948,
Bethesda, MD 20892, GriederF@mail.nih.gov,
301-435-0744.

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.
Information is also available on the Council
of Council’s home page at http://dpcpsi.
nih.gov/council/ where an agenda will be
posted before the meeting date.

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).

Dated: July 16, 2014.
Carolyn Baum,

Program Analyst, Office of Federal Advisory
Committee Policy.

[FR Doc. 2014-17166 Filed 7—21-14; 8:45 am]
BILLING CODE 4140-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Institute of Biomedical
Imaging and Bioengineering; Notice of
Meeting

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. App.), notice is
hereby given of a meeting of the
National Advisory Council for
Biomedical Imaging and Bioengineering.

The meeting 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 meeting 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/or contract proposals 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 and/or contract proposals,
the disclosure of which would
constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: National Advisory
Council for Biomedical Imaging and
Bioengineering, NACBIB, September, 2014.

Date: September 16, 2014.

Open: 9:00 a.m. to 12:15 p.m.

Agenda: Report from the Institute Director,
other Institute Staff and presentations of task
force reports.

Place: The William F. Bolger Center,
Franklin Building, Classroom 1, 9600
Newbridge Drive, Potomac, MD 20854.

Closed: 1:15 p.m. to 4:00 p.m.

Agenda: To review and evaluate grant
applications and/or proposals.

Place: The William F. Bolger Center,
Franklin Building, Classroom 1, 9600
Newbridge Drive, Potomac, MD 20854.

Contact Person: William J. Heetderks, MD,
Ph.D., Acting Associate Director, Office of
Research Administration, National Institute
of Biomedical Imaging and Bioengineering,
6707 Democracy Boulevard, Room 221,
Bethesda, MD 20892.

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.

Information is also available on the
Institute’s/Center’s home page: http://www.
nibib1.nih.gov/about/NACBIB/NACBIB.htm,


http://dpcpsi.nih.gov/council/
http://dpcpsi.nih.gov/council/
http://www.nibib1.nih.gov/about/NACBIB/NACBIB.htm
http://www.nibib1.nih.gov/about/NACBIB/NACBIB.htm
mailto:srogers@hrsa.gov
mailto:GriederF@mail.nih.gov

		Superintendent of Documents
	2024-06-02T16:41:15-0400
	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




