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issues. The meeting will be open to the
public.

DATES: The meeting will be held
Thursday, September 15, 2016, from
8:30 a.m. to 4:30 p.m.

ADDRESSES: Hilton Washington, DC
North/Gaithersburg, Salons A, B, C and
D, 620 Perry Pkwy., Gaithersburg, MD
20877. The hotel’s telephone number is
301-977-8900. Answers to commonly
asked questions including information
regarding special accommodations due
to a disability, visitor parking, and
transportation may be accessed at:
http://www.fda.gov/Advisory
Committees/AboutAdvisoryCommittees/
ucm408555.htm.

FOR FURTHER INFORMATION CONTACT: S.].
Anderson, Genter for Devices and
Radiological Health, Food and Drug
Administration, 10903 New Hampshire
Ave., Bldg. 66, Rm. 1643, Silver Spring,
MD 20993, Sara.Anderson@fda.hhs.gov,
301-796-7047, 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.

SUPPLEMENTARY INFORMATION:

Agenda: The Committee will discuss
and make recommendations on:

e Compliance Analysis. This
presentation will be focused on
Mammography Quality Standards Act
(MQSA) current compliance trends,
such as how most compliance cases
originate. Input from the committee on
any trends seen in the analysis, why the
trends may be occurring, and possible
actions will be sought.

¢ Inspection Enhancement Project.
This presentation will describe a
proposal to use the inspection program
to enhance image quality. FDA is
seeking committee input on anticipated
facility questions related to the
proposal.

e The approved alternative standard
American College of Radiology Full
Field Digital Mammography Quality
Control Manual. The manual’s contents
will be explained and FDA will ask the
committee’s advice on facility roll-out
strategies.

o Issues related to breast density. A
presentation of current issues followed
by a committee discussion on how these
issues might effect a possible MQSA
requirement for reporting breast density.

e Future challenges for MQSA, such
as the role of synthesized 2D images.
FDA is seeking committee input on this
challenge as well as what future
challenges MQSA might encounter.

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 September 7, 2016.
Oral presentations from the public will
be scheduled between approximately 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
30, 2016. 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 31, 2016.

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 disabilities.
If you require accommodations due to a
disability, please contact Artair Mallett
at 301 796—9638 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: August 1, 2016.
Janice M. Soreth,

Acting Associate Commissioner, Special
Medical Programs.

[FR Doc. 2016—18592 Filed 8—4—16; 8:45 am]
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Health Resources and Services
Administration

Agency Information Collection
Activities: Submission to OMB for
Review and Approval; Public Comment
Request

AGENCY: Health Resources and Services
Administration, HHS.

ACTION: Notice.

SUMMARY: In compliance with section
3507(a)(1)(D) of the Paperwork
Reduction Act of 1995, the Health
Resources and Services Administration
(HRSA) has submitted an Information
Collection Request (ICR) to the Office of
Management and Budget (OMB) for
review and approval. Comments
submitted during the first public review
of this ICR will be provided to OMB.
OMB will accept further comments from
the public during the review and
approval period.

DATES: Comments on this ICR should be
received no later than September 6,
2016.

ADDRESSES: Submit your comments,
including the ICR title, to the desk
officer for HRSA, either by email to
OIRA_submission@omb.eop.gov or by
fax to 202—395-5806.

FOR FURTHER INFORMATION CONTACT: To
request a copy of the clearance requests
submitted to OMB for review, email the
HRSA Information Collection Clearance
Officer at paperwork@hrsa.gov or call
(301) 443-1984.
SUPPLEMENTARY INFORMATION:
Information Collection Request Title:
The Teaching Health Center Graduate
Medical Education (THCGME) Program
Eligible Resident/Fellow FTE Chart.
OMB No. 0915—-0367—Revision.
Abstract: The Teaching Health Center
Graduate Medical Education (THCGME)
Program, section 340H of the Public
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Health Service (PHS) Act, was
established by section 5508 of Public
Law 111-148. Public Law 114-10, the
Medicare Access and CHIP
Reauthorization Act of 2015 (MACRA)
provided continued funding for the
THCGME Program. THCGME Program
awards payment for both direct and
indirect expenses to support training for
primary care residents in community-
based ambulatory patient care settings.
THCGME Program Eligible Resident/
Fellow FTE Chart, published in the
THCGME Funding Opportunity
Announcements (FOAs), is a means for
determining the number of eligible
resident/fellow full-time equivalents
(FTEs) in an applicant’s primary care
residency program. The current
THCGME Program Eligible Resident/
Fellow FTE Chart received OMB
clearance on September 16, 2013. HRSA
is revising the chart to provide clearer
projections over a longer period of time.
Need and Proposed Use of the
Information: The THCGME Program
Eligible Resident/Fellow FTE Chart
requires applicants to provide data
related to the size and/or growth of the

residency program over previous
academic years, the number of residents
enrolled in the program during the
baseline academic year, and a projection
of the program’s proposed expansion
over the next 5 academic years. It is
imperative that applicants complete this
chart and provide evidence of a planned
expansion, as per the statute, THCGME
funding may only be used to support an
expanded number of residents in a
residency program or to establish a new
residency training program. Utilization
of a chart to gather this important
information has decreased the number
of errors in the eligibility review process
resulting in a more accurate review and
funding process. In the proposed
revisions, the content of the information
collected has not changed; however, the
order in which the information is
presented on the chart has been
modified to provide clearer projections
over a longer period of time. This
extended time frame would allow
programs the flexibility to project the
variations that occur during the natural
expansion and scaling up of residency

programs. This would better equip
HRSA to make more accurate future
funding projections.

Likely Respondents: Teaching Health
Centers applying for THCGME funding
through a THCGME FOA, which may
include new applicants and existing
awardees.

Burden Statement: Burden in this
context means the time expended by
persons to generate, maintain, retain,
disclose or provide the information
requested. This includes the time
needed to review instructions; to
develop, acquire, install and utilize
technology and systems for the purpose
of collecting, validating and verifying
information, processing and
maintaining information, and disclosing
and providing information; to train
personnel and to be able to respond to
a collection of information; to search
data sources; to complete and review
the collection of information; and to
transmit or otherwise disclose the
information. The total annual burden
hours estimated for this ICR are
summarized in the table below.

TOTAL ESTIMATED ANNUALIZED BURDEN—HOURS

Average
Number of
Number of Total burden per Total burden
Form name respondents rerz%o%i%seﬁfr responses response hours
P (in hours)
Teaching Health Center GME Program Eligible Resident/
Fellow FTE Chart ......ccoccoevenieieeiesieseesee e 90 1 90 1 90
TOMAl e 90 | e 90 | i 90

Jackie Painter,

Senior Advisor, Division of the Executive
Secretariat.

[FR Doc. 2016-18609 Filed 8—4—16; 8:45 am]
BILLING CODE 4165-15-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Institute of Neurological
Disorders and Stroke; 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,

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
Neurological Disorders and Stroke Special
Emphasis Panel; R21: Rapid Assessment of
Zika Virus (ZIKV) Complications.

Date: August 15, 2016.

Time: 11:00 a.m. to 4:00 p.m.

Agenda: To review and evaluate grant
applications.

Place: National Institutes of Health,
Neuroscience Center, 6001 Executive
Boulevard, Rockville, MD 20852, (Telephone
Conference Call).

Contact Person: Ana Olariu, Ph.D.,
Scientific Review Administrator, Scientific
Review Branch, NINDS/NIH/DHHS,
Neuroscience Center, 6001 Executive Blvd.,
Suite 3204, MSC 9529, Bethesda, MD 20892—
9529, 301-496-9223, Ana.olariu@nih.gov.

This notice is being published less than 15
days prior to the meeting due to the timing
limitations imposed by the review and
funding cycle.

Name of Committee: National Institute of
Neurological Disorders and Stroke Special
Emphasis Panel; FTD CWOW Review.

Date: August 23-24, 2016.

Time: 8:00 a.m. to 1:00 p.m.

Agenda: To review and evaluate grant
applications.

Place: Bethesda North Marriott Hotel and
Conference Center, 5701 Marinelli Road,
Bethesda, MD 20852.

Contact Person: Ernest Lyons, Ph.D.,
Scientific Review Administrator, Scientific
Review Branch, NINDS/NIH/DHHS,
Neuroscience Center, 6001 Executive Blvd.,
Suite 3204, MSC 9529, Bethesda, MD 20892—
9529, 301-496—4056, Iyonse@ninds.nih.gov.
(Catalogue of Federal Domestic Assistance
Program Nos. 93.853, Clinical Research
Related to Neurological Disorders; 93.854,
Biological Basis Research in the
Neurosciences, National Institutes of Health,
HHS)

Dated: August 1, 2016.
Sylvia L. Neal,

Program Analyst, Office of Federal Advisory
Committee Policy.

[FR Doc. 2016-18551 Filed 8—4—16; 8:45 am]
BILLING CODE 4140-01-P
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