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information you claim to be confidential
with a heading or cover note that states
“THIS DOCUMENT CONTAINS
CONFIDENTIAL INFORMATION.” The
Agency will review this copy, including
the claimed confidential information, in
its consideration of comments. The
second copy, which will have the
claimed confidential information
redacted/blacked out, will be available
for public viewing and posted on http://
www.regulations.gov. Submit both
copies to the Division of Dockets
Management. If you do not wish your
name and contact information to be
made publicly available, you can
provide this information on the cover
sheet and not in the body of your
comments and you must identify this
information as “confidential.” Any
information marked as “confidential”’
will not be disclosed except in
accordance with 21 CFR 10.20 and other
applicable disclosure law. For more
information about FDA’s posting of
comments to public dockets, see 80 FR
56469, September 18, 2015, or access
the information at: http://www.fda.gov/
regulatoryinformation/dockets/
default.htm.

Docket: For access to the docket to
read background documents or the
electronic and written/paper comments
received, go to http://
www.regulations.gov and insert the
docket number, found in brackets in the
heading of this document, into the
“Search” box and follow the prompts
and/or go to the Division of Dockets
Management, 5630 Fishers Lane, Rm.
1061, Rockville, MD 20852.

FOR FURTHER INFORMATION CONTACT: Jane
Van Doren, Center for Food Safety and
Applied Nutrition (HFS—-005), Food and
Drug Administration, 5100 Paint Branch
Pkwy., College Park, MD 20740, 240—
402-2927.

SUPPLEMENTARY INFORMATION: In the
Federal Register of March 4, 2016 (81
FR 11572), we published a notice
entitled ‘“Risk Assessment of Foodborne
Ilness Associated with Pathogens from
Produce Grown in Fields Amended with
Untreated Biological Soil Amendments
of Animal Origin; Request for Scientific
Data, Information, and Comments.” The
notice requested scientific data,
information, and comments that would
assist us in our plan to develop a risk
assessment for produce grown in fields
or other growing areas amended with
untreated biological soil amendments of
animal origin (BSAAO) (including raw
manure). The risk assessment will
evaluate and, if feasible, quantify the
risk of human illness associated with
consumption of produce grown in fields
or other growing areas amended with

untreated biological soil amendments of
animal origin that are potentially
contaminated with enteric pathogens,
such as Escherichia coli 0157:H7 or
Salmonella. The risk assessment also
will evaluate the impact of certain
interventions, such as use of a time
interval between application of the soil
amendment and crop harvest, on the
predicted risk. The risk assessment is
intended to inform policy decisions
with regard to produce safety.

We received multiple requests for an
extension of the comment period. The
requests conveyed concern that the
original 60-day comment period does
not allow sufficient time to provide the
scientific data, information, and
comments described in the notice. We
have considered the requests and are
extending the comment period for the
notice until July 5, 2016. We believe
that a 60-day extension allows adequate
time for interested persons to submit
comments without significantly
delaying rulemaking on these important
issues.

Dated: April 18, 2016.
Leslie Kux,
Associate Commissioner for Policy.
[FR Doc. 2016—09367 Filed 4-21-16; 8:45 am]
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Announcement of Intent To Establish
the Secretary’s Advisory Committee on
National Health Promotion and Disease
Prevention Objectives for 2030 and
Solicitation of Nominations for
Membership; Correction

AGENCY: Office of Disease Prevention
and Health Promotion, Office of the
Assistant Secretary for Health, Office of
the Secretary, U.S. Department of Health
and Human Services.

ACTION: Notice; correction.

SUMMARY: In the Federal Register notice
first published on March 17, 2016, on
page 14455, and corrected on April 12,
2016, on page 21581, the U.S.
Department of Health and Human
Services announced its intent to
establish the Secretary’s Advisory
Committee on National Health
Promotion and Disease Prevention
Objectives for 2030 (Committee) and
invited nominations for membership.
The nomination period is scheduled to
end at 6:00 p.m. on April 18, 2016. The
notice is being amended to extend the
solicitation period for nominations for
two weeks to allow more time for
interested individuals to submit
nominations.

FOR FURTHER INFORMATION CONTACT:
Emmeline Ochiai, email address:
HP2030@hhs.gov.

Correction

In the Federal Register, dated March
17, 2016, on page 14455, correct the
DATES section to read:

Nominations for membership to the
Committee must be submitted by 6:00
p-m. Eastern Time on May 2, 2016.

Dated: April 13, 2016.
Donald Wright,

Deputy Assistant Secretary for Health,
Disease Prevention and Health Promotion.

[FR Doc. 2016—09132 Filed 4-21-16; 8:45 am|
BILLING CODE 4150-32-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Center for Advancing
Translational Sciences; 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 Center for
Advancing Translational Sciences Special
Emphasis Panel NTU 2016.

Date: May 18-19, 2016.

Time: 8 am. to 5 p.m.

Agenda: To review and evaluate grant
applications.

Place: National Institutes of Health, One
Democracy Plaza, Room 1066, 6701
Democracy Boulevard, Bethesda, MD 20892,
(Virtual Meeting).

Contact Person: Barbara J. Nelson, Ph.D.,
Scientific Review Officer, Office of Scientific
Review, National Center for Advancing
Translational, Sciences (NCATS), National
Institutes of Health, 6701 Democracy Blvd.,
Democracy 1, Room 1080, Bethesda, MD
20892-4874, 301-435-0806, nelsonbj@
mail.nih.gov.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.859, Pharmacology,
Physiology, and Biological Chemistry
Research; 93.350, B—Cooperative
Agreements; 93.859, Biomedical Research
and Research Training, National Institutes of
Health, HHS)
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Dated: April 18, 2016.
David Clary,

Program Analyst, Office of Federal Advisory
Committee Policy.

[FR Doc. 2016—09314 Filed 4-21-16; 8:45 am]
BILLING CODE 4140-01-P

Dated: April 18, 2016.
Melanie J. Gray,

Program Analyst, Office of Federal Advisory
Committee Policy.

[FR Doc. 2016—09316 Filed 4—-21-16; 8:45 am]
BILLING CODE 4140-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Institute of General Medical
Sciences; 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 Institute of
General Medical Sciences Special Emphasis
Panel; Research Centers in Trauma, Burn and
Perioperative Injury.

Date: May 6, 2016.

Time: 12:00 p.m. to 3:00 p.m.

Agenda: To review and evaluate grant
applications.

Place: National Institutes of Health,
Natcher Building, Room 3An. 12N, 45 Center
Drive, Bethesda, MD 20892, (Telephone
Conference Call).

Contact Person: Brian R. Pike, Ph.D.,
Scientific Review Officer, Office of Scientific
Review, National Institute of General Medical
Sciences, National Institutes of Health, 45
Center Drive, Room 3AN18, Bethesda, MD
20892, 301-594-3907, pikbr@mail.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.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.375, Minority Biomedical
Research Support; 93.821, Cell Biology and
Biophysics Research; 93.859, Pharmacology,
Physiology, and Biological Chemistry
Research; 93.862, Genetics and
Developmental Biology Research; 93.88,
Minority Access to Research Careers; 93.96,
Special Minority Initiatives; 93.859,
Biomedical Research and Research Training,
National Institutes of Health, HHS)

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

Submission for OMB Review; 30-Day
Comment Request; The Framingham
Heart Study (NHLBI)

SUMMARY: Under the provisions of
Section 3507(a)(1)(D) of the Paperwork
Reduction Act of 1995, the National
Institutes of Health (NIH) has submitted
to the Office of Management and Budget
(OMB) a request for review and
approval of the information collection
listed below. This proposed information
collection was previously published in
the Federal Register on 12/31/2015,
pages 81830—81832. No comment s were
received. The purpose of this notice is
to allow an additional 30 days for public
comment. The National Heart, Lung and
Blood Institute (NHLBI), National
Institutes of Health, may not conduct or
sponsor, and the respondent is not
required to respond to, an information
collection that has been extended,
revised, or implemented on or after
October 1, 1995, unless it displays a
currently valid OMB control number.

Direct Comments to OMB: Written
comments and/or suggestions regarding
the item(s) contained in this notice,
especially regarding the estimated
public burden and associated response
time, should be directed to the: Office
of Management and Budget, Office of
Regulatory Affairs, OIRA_submission@
omb.eop.gov or by fax to 202-395-6974,
Attention: NIH Desk Officer.

Comment Due Date: Comments
regarding this information collection are
best assured of having their full effect if
received within 30-days of the date of
this publication.

FOR FURTHER INFORMATION CONTACT: To
obtain a copy of the data collection
plans and instruments, submit
comments in writing, or request more
information on the proposed project,
contact: Ms. Deshiree Belis, National
Heart, Lung, and Blood Institute,
National Institutes of Health, 6705
Rockledge Dr., Suite 6185A, Bethesda,

MD 20892, or call non-toll-free number
301-435-1032, or Email your request,
including your address to
deshiree.belis@nih.gov. Formal requests
for additional plans and instruments
must be requested in writing.

Proposed Collection: The Framingham
Heart Study, 0925-0216, Revision,
National Heart, Lung, and Blood
Institute (NHLBI), the National
Institutes of Health (NIH).

Need and Use of Information
Collection: This proposal is to extend
the Framingham Study to examine the
Generation Three Cohort, New Offspring
Spouses and Omni Group 2 Cohort, as
well as to continue to monitor the
morbidity and mortality which occurs
in all Framingham Cohorts. The
contractor, with the collaborative
assistance of NHLBI Intramural staff,
will invite study participants, schedule
appointments, administer examinations
and testing, enter information into
computer databases for editing, and
prepare scientific reports of the
information for publication in
appropriate scientific journals. All
participants have been examined
previously and thus the study deals
with a stable, carefully described group.
Data are collected in the form of an
observational health examination
involving such components as blood
pressure measurements, venipuncture,
electrocardiography and a health
interview, including questions about
lifestyles and daily living situations.
The National Heart, Lung, and Blood
Institute uses the results of the
Framingham Study to: (1) Characterize
risk factors for cardiovascular and lung
diseases so that national prevention
programs can be designed and
implemented; (2) evaluate trends in
cardiovascular diseases and risk factors
over time to measure the impact of
overall preventive measures; and (3)
understand the etiology of
cardiovascular and lung diseases so that
effective treatment and preventive
modalities can be developed and tested.
Most of the reports of study results have
been published in peer reviewed
medical journals and books.

OMB approval is requested for 3
years. There are no costs to respondents
other than their time. The total
estimated annualized burden hours are
8,382.

Estimated Annualized Burden Hours
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