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TABLE 1—LIST OF INFORMATION COLLECTIONS APPROVED BY OMB—Continued

Title of collection OMBN(g.)ntrol Datgxe;)pi)r%r;)val
Guidance for Industry on Formal Dispute Resolutions; Appeals Above the Division Level ..........ccccccoeiiiniiiinenns 0910-0430 2/28/2019
SPF Labeling and Testing Requirements for OTC Sunscreen ProductS ..........ccoceeiiiienieiiiienieeieesee e 0910-0717 2/28/2019
Generic Drug User Fee Cover Sheet—Form FDA 3794 ..ottt 0910-0727 2/28/2019
Environmental Impact CONSIAEIAtIONS ........coiuiiiiiiiiieiiee ettt sttt sae e er e sine e 0910-0322 4/30/2019
FDA Adverse Event Reports; Electronic SUDMISSIONS .......c..ciiiiiiiiiiiiieiie et 0910-0645 5/31/2019
IMPOMEI'S ENLIY INOTICE .. .ottt ettt bt et b e et b e bt e bt bt et e ebe et e nse et e naeenne s 0910-0046 6/30/2019
Exports: Notification and Recordkeeping ReqUIrEMENTS .........ccuiiiiiiiiiiiiiiie e 0910-0482 6/30/2019
Focused Mitigation Strategies to Protect Food Against Intentional Adulteration ...........ccccceoeeriiiiniieniienieesees 0910-0812 6/30/2019

Dated: August 5, 2016.
Jeremy Sharp,

Deputy Commissioner for Policy, Planning,
Legislation, and Analysis.

[FR Doc. 2016-19021 Filed 8-9-16; 8:45 am]|
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA—-2016—N-0001]

Anesthetic and Analgesic Drug
Products Advisory Committee and the
Drug Safety and Risk Management
Advisory Committee; Notice of Meeting

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) announces a
forthcoming public advisory committee
meeting of the Anesthetic and Analgesic
Drug Products Advisory Committee and
the Drug Safety and Risk Management
Advisory Committee. The general
function of the committees is to provide
advice and recommendations to the
Agency on FDA'’s regulatory issues. The
meeting will be open to the public.
DATES: The meeting will be held on
October 5, 2016, from 8 a.m. to 5 p.m.

ADDRESSES: FDA White Oak Campus,
10903 New Hampshire Ave., Bldg. 31
Conference Center, the Great Room (Rm.
1503), Silver Spring, MD 20993-0002.
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/
AdvisoryCommittees/
AboutAdvisoryCommittees/
ucm408555.htm.

FOR FURTHER INFORMATION CONTACT:
Jennifer Shepherd, Center for Drug
Evaluation and Research, Food and
Drug Administration, 10903 New
Hampshire Ave., Bldg. 31, Rm. 2417,

Silver Spring, MD 20993-0002, 301—
796-9001, FAX: 301-847-8533,
AADPAC@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.

SUPPLEMENTARY INFORMATION:

Agenda: The committees will be
asked to discuss naloxone products
intended for use in the community,
specifically the most appropriate dose
or doses of naloxone to reverse the
effects of life-threatening opioid
overdose in all ages, and the role of
having multiple doses available in this
setting. The committees will also be
asked to discuss the criteria prescribers
will use to select the most appropriate
dose in advance of an opioid overdose
event and the labeling to inform this
decision, if multiple doses are available.

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 21, 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
September 13, 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 September 14, 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 Jennifer
Shepherd 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/
AdvisoryCommittees/
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).
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Dated: August 5, 2016.
Janice M. Soreth,

Acting Associate Commissioner, Special
Medical Programs.

[FR Doc. 2016—19005 Filed 8-9-16; 8:45 am)]
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Health Resources and Services
Administration

Agency Information Collection
Activities: Proposed Collection: Public
Comment Request; Office for the
Advancement of Telehealth Outcome
Measures

AGENCY: Health Resources and Services
Administration, HHS.

ACTION: Notice.

SUMMARY: In compliance with the
requirement for opportunity for public
comment on proposed data collection
projects (section 3506(c)(2)(A) of the
Paperwork Reduction Act of 1995), the
Health Resources and Services
Administration (HRSA) announces
plans to submit an Information
Collection Request (ICR), described
below, to the Office of Management and
Budget (OMB). Prior to submitting the
ICR to OMB, HRSA seeks comments
from the public regarding the burden
estimate, below, or any other aspect of
the ICR.

DATES: Comments on this Information
Collection Request must be received no
later than October 11, 2016.

ADDRESSES: Submit your comments to
paperwork@hrsa.gov or mail the HRSA
Information Collection Clearance
Officer, Room 10-29, 5600 Fishers Lane,
Rockville, MD 20857.

FOR FURTHER INFORMATION CONTACT: To
request more information on the
proposed project or to obtain a copy of
the data collection plans and draft
instruments, email paperwork@hrsa.gov
or call the HRSA Information Collection
Clearance Officer at (301) 443—1984.
SUPPLEMENTARY INFORMATION: When
submitting comments or requesting
information, please include the
information request collection title for
reference.

Information Collection Request Title:
Office for the Advancement of
Telehealth Outcome Measures.

OMB No.: 0915-0311—Revision.

Abstract: In order to help carry out its
mission, the Office for the Advancement
of Telehealth (OAT) created a set of
performance measures that grantees can
use to evaluate the effectiveness of their
services programs and monitor their
progress through the use of performance
reporting data.

Need and Proposed Use of the
Information: As required by the
Government Performance and Review
Act of 1993 (GPRA), all federal agencies
must develop strategic plans describing
their overall goal and objectives. The
Office for the Advancement of

Telehealth (OAT) worked with its
grantees to develop performance
measures that are used to evaluate and
monitor the progress of the grantees.
Grantee goals are to: Improve access to
needed services; reduce rural
practitioner isolation; improve health
system productivity and efficiency; and
improve patient outcomes. In each of
these categories, specific indicators
were designed to be reported through a
performance monitoring Web site. New
measures are being added to the
Telehealth Network Grant Program and
all measures speak to OAT’s progress
toward meeting the goals.

Likely Respondents: Telehealth
Network Grantees.

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 Information
Collection Request are summarized in
the table below.

TOTAL ESTIMATED ANNUALIZED BURDEN HOURS

Average
Number of
Number of Total burden per Total burden
Form name respondents | '€SPONSES Per | oqhonses response hours
respondent (in hours)
Performance Improvement Measurement System (PIMS) .. 200 2 400 7 2,800
1o ] €= PSRN 200 | eeeeieeeeeeee 400 | eeeeeiiiieeeeee 2,800

HRSA specifically requests comments
on (1) the necessity and utility of the
proposed information collection for the
proper performance of the agency’s
functions, (2) the accuracy of the
estimated burden, (3) ways to enhance
the quality, utility, and clarity of the
information to be collected, and (4) the
use of automated collection techniques
or other forms of information

technology to minimize the information
collection burden.

Jackie Painter,

Senior Advisor, Division of the Executive
Secretariat.

[FR Doc. 201618944 Filed 8-9-16; 8:45 am]
BILLING CODE 4165-15-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Opportunity To Apply for Office on
Women’s Health 25th Anniversary
Partnership Award, Trailblazer Award,
and Emerging Leader Award

AGENCY: Office of the Secretary, Office
of the Assistant Secretary for Health,
Office on Women’s Health, Department
of Health and Human Services.

ACTION: Notice.

SUMMARY: Pursuant to 42 U.S.C. 300u,
42 U.S.C. 300u-2, and 42 U.S.C. 237a
(§ 3509 of the Patient Protection and
Affordable Care Act), notice is given
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