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DeviceRegulationandGuidance/
GuidanceDocuments/default.htm.
Guidance documents are also available
at http://www.fda.gov/BiologicsBlood
Vaccines/GuidanceCompliance
Regulatorylnformation/default.htm or
http://www.regulations.gov. Persons
unable to download an electronic copy
of “Technical Considerations for
Additive Manufactured Devices” may
send an email request to CDRH-
Guidance@fda.hhs.gov to receive an
electronic copy of the document. Please
use the document number 1400002 to
identify the guidance you are
requesting.

IV. Paperwork Reduction Act of 1995

These collections of information are
subject to review by the Office of
Management and Budget (OMB) under
the Paperwork Reduction Act of 1995
(44 U.S.C. 3501-3520). The collections
of information in 21 CFR part 814,
subparts B and E are approved under
OMB control number 0910-0231; the
collections of information in 21 CFR
part 814, subpart H are approved under
OMB control number 0910-0332; the
collections of information in 21 CFR
part 807, subpart E are approved under
OMB control number 0910-0120; the
collections of information in 21 CFR
part 812 are approved under OMB
control number 0910-0078; the
collections of information in 21 CFR
part 820 are approved under OMB
control number 0910-0073; the
collections of information in 21 CFR
parts 801 and 809 are approved under
OMB control number 0910-0485; and
the collections of information in the
guidance document entitled “Requests
for Feedback on Medical Device
Submissions: The Pre-Submission
Program and Meetings with Food and
Drug Administration Staff”” are
approved under OMB control number
0910-0756.

Dated: May 4, 2016.
Leslie Kux,
Associate Commissioner for Policy.
[FR Doc. 2016-10924 Filed 5-9-16; 8:45 am]
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Office of the Secretary

[Document Identifier: HHS-0S—-0990-New—
30D]

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

AGENCY: Office of the Secretary, HHS.
ACTION: Notice.

SUMMARY: In compliance with section
3507(a)(1)(D) of the Paperwork
Reduction Act of 1995, the Office of the
Secretary (OS), Department of Health
and Human Services, has submitted an
Information Collection Request (ICR),
described below, to the Office of
Management and Budget (OMB) for
review and approval. The ICR is for a
new collection. Comments submitted
during the first public review of this ICR
will be provided to OMB. OMB will
accept further comments from the
public on this ICR during the review
and approval period.

Proposed Project: Million Hearts
Social Network Analysis: Network
Survey—OMB No. 0990-New—Office of
the Assistant Secretary for Planning and
Evaluation (ASPE).

Abstract: The Office of the Assistant
Secretary for Planning and Evaluation
(ASPE) is requesting approval on a new
information collection request from the
Office of Management and Budget
(OMB) for purposes of conducting a
study about the Million Hearts Initiative
and its subsequent public-private
partner network.

Million Hearts focuses on aligning the
efforts of federal agencies, states,
regions, health systems, communities
and individuals towards this common
goal, ensuring the coordination of
public health, clinical care, and policy
approaches to this complex problem.
Previous research has shown that
collaborative efforts among
organizations with a variety of
programming, resources and skill sets
result in higher levels of community
impact. Integrated efforts to address
public health issues by involving
multiple stakeholders are predicted to
result in better health outcomes than
programs that do not use a collaborative
approach.

ASPE is requesting comment on the
burden for this study that is examining
the Million Hearts public-private
partnership network. The goal of
developing this activity is to examine
the network to identify facilitators and
barriers to effective communication and
collaboration in addressing large and
complex public health problems like
cardiovascular disease. This project
wants to take the lessons learned from
this unique and massive collaboration
and apply them to other efforts to
improve the health and well-being of
Americans.

DATES: Comments on the ICR must be
received on or before June 9, 2016.

ADDRESSES: Submit your comments to
OIRA_submission@omb.eop.gov or via
facsimile to (202) 395-5806.

FOR FURTHER INFORMATION CONTACT:
Information Collection Clearance staff,
Information.CollectionClearance@
hhs.gov or (202) 690-6162.

SUPPLEMENTARY INFORMATION: When
submitting comments or requesting
information, please include the
Information Collection Request Title
and document identifier HHS—-OS-
0990-New—-30D for reference.
Information Collection Request Title:

TOTAL ESTIMATED ANNUALIZED BURDEN—HOURS

Average
Number of re-
Number of burden per Total burden
Form name respondents sponses per response hours
respondent (in hours)
Million Hearts Network SUrvey .........ccoocoiiiiiiiiiici e 100 1 30/60 50
TOMAL et ne e snesres | seeesreesneeseesinees | eesieeeseenirnenneans | teseeeiaeeneeneeenens 50

Darius Taylor,

Information Collection Clearance Officer.
[FR Doc. 2016-10953 Filed 5-9-16; 8:45 am]
BILLING CODE 4150-05-P
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Institute on Deafness and
Other Communication Disorders;
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 on
Deafness and Other Communication
Disorders Special Emphasis Panel;
Asymmetric Hearing Loss Clinical Trial
Review.

Date: June 1, 2016.

Time: 2:00 p.m. to 3:30 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: Kausik Ray, Ph.D.,
Scientific Review Officer, National Institute
on Deafness and Other Communication
Disorders, National Institutes of Health
Rockville, MD 20850, 301-402-3587, rayk@
nided.nih.gov.

Name of Committee: National Institute on
Deafness and Other Communication
Disorders Special Emphasis Panel; VSL
Fellowships Review.

Date: June 14, 2016

Time: 11:00 a.m. to 2:00 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: Shiguang Yang, DVM,
Ph.D., Scientific Review Officer, Division of
Extramural Activities, NIDCD, NIH, 6001
Executive Blvd., Room 8349, Bethesda, MD
20892, 301-496—-8683, yangshi@
nidcd.nih.gov.

Name of Committee: National Institute on
Deafness and Other Communication
Disorders Special Emphasis Panel; Hearing
and Balance Fellowships Review.

Date: June 15, 2016.

Time: 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.

Contact Person: Sheo Singh, Ph.D.,
Scientific Review Officer, Scientific Review
Branch, Division of Extramural Activities,
6001 Executive Blvd., Room 8351, Bethesda,
MD 20892, 301-496—8683, singhs@
nidcd.nih.gov.

(Catalogue of Federal Domestic Assistance

Program Nos. 93.173, Biological Research

Related to Deafness and Communicative

Disorders, National Institutes of Health, HHS)
Dated: May 4, 2016.

Sylvia L. Neal,

Program Analyst, Office of Federal Advisory

Committee Policy.

[FR Doc. 2016—-10882 Filed 5-9-16; 8:45 am|

BILLING CODE 4140-01-P

Department of Health and Human
Services

National Institutes of Health

Office of the Director; Notice of
Meeting

Notice is hereby given of a meeting
scheduled by the Deputy Director for
Intramural Research at the National
Institutes of Health (NIH) with the
Chairpersons of the Boards of Scientific
Counselors. The Boards of Scientific
Counselors are advisory groups to the
Scientific Directors of the Intramural
Research Programs at the NIH.

The meeting will be open to the
public. Attendance in person is limited
to space available in the conference
room. Individuals who wish to listen to
the discussions by telephone must call
using the information listed below.
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.

Date: Friday, June 17, 2016.

Time: 10:00 a.m. to 2:00 p.m. EST.

Place: Room 7, C-Wing, 6th Floor,
Building 31, 31 Center Drive, Bethesda, MD
20892.

Teleconference Information: 888—849—
8917. Participant Passcode 48961.

Agenda: The meeting will include a
discussion of policies and procedures that
apply to the regular review of NIH intramural
scientists and their work.

Contact Person: Margaret McBurney,
Program Specialist, Office of the Deputy
Director for Intramural Research, 1 Center
Drive, Room 160, Bethesda, MD 20892,
email: mmcburney@od.nih.gov, Phone: 301—
496-1921, Fax: 301-402—4273.

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.

Dated: May 4, 2016.
Anna Snouffer,
Deputy Director, Office of Federal Advisory
Committee Policy.
[FR Doc. 2016—10884 Filed 5-9-16; 8:45 am]
BILLING CODE 4140-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Human Genome Research
Institute; Notice of Closed Meeting

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 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
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 Human
Genome Research Institute Special Emphasis
Panel; GNOM-R-13 SEP.

Date: June 2-3, 2016.

Time: 4:00 p.m. to 5:00 p.m.

Agenda: To review and evaluate grant
applications.

Place: NHGRI, 5635FL, 3rd Floor
Conference Room, Fishers Lane, Rockville,
MD 20852 (Telephone Conference Call).

Contact Person: Keith McKenney, Ph.D.,
Scientific Review Officer, NHGRI, 5635
Fishers Lane, Suite 4076, Bethesda, MD
20814, 301-594—-4280, mckenneyk@
mail.nih.gov.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.172, Human Genome
Research, National Institutes of Health, HHS)

Dated: May 4, 2016.
Sylvia L. Neal,

Program Analyst, Office of Federal Advisory
Committee Policy.

[FR Doc. 2016-10879 Filed 5-9-16; 8:45 am]|
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