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Procedures for Public Participation

Contact Daniel S. Dayton at 202—-380—
0725 to register to comment during the
meeting’s 30-minute public comment
period. Registered speakers/
organizations will be allowed 5 minutes
and will need to provide written copies
of their presentations. Requests to
comment at the meeting must be
received by 5:00 p.m. Eastern Daylight
Time, July 23, 2014. Written comments
may be provided to Mr. Dayton at
daniel.dayton@worldwar1centennial.org
until 5:00 p.m. Eastern Daylight Time,
July 23, 2014.

FOR FURTHER INFORMATION CONTACT:
Daniel S. Dayton, Designated Federal
Officer, c/o The Foundation for the
Commemoration of the World Wars, 701
Pennsylvania Avenue NW., #123,
Washington, DC 20004-2608, 202—380—
0725 (note: this is not a toll-free
number).

Written Comments may be submitted
to the Commission and will be made
part of the permanent record of the
Commission. Comments must be
received by 5:00 p.m. Eastern Daylight
Time (EDT), July 23, 2014 and may be
addressed to Mr. Dayton at
daniel.dayton@
worldwaricentennial.org.

SUPPLEMENTARY INFORMATION:

Background

The World War One Centennial
Commission was established by Public
Law 112-272, as a commission to
ensure a suitable observance of the
centennial of World War 1, to provide
for the designation of memorials to the
service of members of the United States
Armed Forces in World War 1, and for
other purpose. Under this authority, the
Committee will plan, develop, and
execute programs, projects, and
activities to commemorate the
centennial of World War 1, encourage
private organizations and State and
local governments to organize and
participate in activities commemorating
the centennial of World War 1, facilitate
and coordinate activities throughout the
States relating to the centennial of
World War 1, serve as a clearinghouse
for the collection and dissemination of
information about events and plans for
the centennial of World War 1, and
develop recommendations for Congress
and the President for commemorating
the centennial of World War 1.

Dated: July 7, 2014.

Daniel Dayton,

Designated Federal Officer, World War 1
Commission.
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SUMMARY: The Food and Drug
Administration (FDA) is announcing an
opportunity for public comment on the
proposed collection of certain
information by the Agency. Under the
Paperwork Reduction Act of 1995 (the
PRA), Federal Agencies are required to
publish notice in the Federal Register
concerning each proposed collection of
information, including each proposed
extension of an existing collection of
information, and to allow 60 days for
public comment in response to the
notice. This notice invites comments on
the Health and Diet Survey as used by
FDA to gauge and to track consumer
attitudes, awareness, knowledge, and
behavior regarding various topics
related to health, nutrition, physical
activity, and product labeling.

DATES: Submit either electronic or
written comments on the collection of
information by September 12, 2014.
ADDRESSES: Submit electronic
comments on the collection of
information to http://
www.regulations.gov. Submit written
comments on the collection of
information to the Division of Dockets
Management (HFA-305), Food and Drug
Administration, 5630 Fishers Lane, Rm.
1061, Rockville, MD 20852. All
comments should be identified with the
docket number found in brackets in the
heading of this document.

FOR FURTHER INFORMATION CONTACT: FDA
PRA Staff, Office of Operations, Food
and Drug Administration, 8455
Colesville Rd., COLE-14526, Silver
Spring, MD 20993—-0002, PRAStaff@
fda.hhs.gov.

SUPPLEMENTARY INFORMATION: Under the
PRA (44 U.S.C. 3501-3520), Federal
Agencies must obtain approval from the
Office of Management and Budget
(OMB) for each collection of
information they conduct or sponsor.
“Collection of information” is defined
in 44 U.S.C. 3502(3) and 5 CFR
1320.3(c) and includes Agency requests
or requirements that members of the
public submit reports, keep records, or

provide information to a third party.
Section 3506(c)(2)(A) of the PRA (44
U.S.C. 3506(c)(2)(A)) requires Federal
Agencies to provide a 60-day notice in
the Federal Register concerning each
proposed collection of information,
including each proposed extension of an
existing collection of information,
before submitting the collection to OMB
for approval. To comply with this
requirement, we are publishing notice of
the proposed collection of information
set forth in this document.

With respect to the following
collection of information, we invite
comments on these topics: (1) Whether
the proposed collection of information
is necessary for the proper performance
of FDA'’s functions, including whether
the information will have practical
utility; (2) the accuracy of FDA’s
estimate of the burden of the proposed
collection of information, including the
validity of the methodology and
assumptions used; (3) ways to enhance
the quality, utility, and clarity of the
information to be collected; and (4)
ways to minimize the burden of the
collection of information on
respondents, including through the use
of automated collection techniques,
when appropriate, and other forms of
information technology.

Health and Diet Survey as Used by the
Food and Drug Administration (OMB
Control Number 0910-0545—Revision)

We are seeking OMB approval to
revise the Health and Diet Survey,
which is a voluntary consumer survey
intended to gauge and to track consumer
attitudes, awareness, knowledge, and
behavior regarding various topics
related to health, nutrition, physical
activity, and product labeling. Currently
this collection is approved as a
traditional collection, however, the
Agency wishes to employ future
collections under the generic collection
process. The authority for FDA to
collect the information derives from
FDA’s Commissioner of Food and Drugs
authority provided in section 903(d)(2)
of the Federal Food, Drug, and Cosmetic
Act (21 U.S.C. 393(d)(2)).

We will use the Health and Diet
Survey findings to test and refine our
ideas, but will generally conduct further
research before making important
decisions such as adopting new policies
and allocating or redirecting significant
resources to support these policies.

This survey has been repeated
approximately every 3 to 5 years over
the course of the past 3 decades for the
purpose of tracking changes and trends
in public opinions and consumer
behavior, with some new questions
added or omitted or partially modified
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in each iteration in response to
emerging and current events or issues.
In the next 3 years, we plan to field the
survey 2 to 3 times. We will use the
information from the Health and Diet
Survey to evaluate and develop
strategies and programs to encourage

and help consumers adopt healthy diets
and lifestyles. The information will also
help FDA evaluate and track consumer
awareness and behavior as outcome
measures of their achievement in
improving public health.

Description of Respondents: The
respondents are adults, age 18 and
older, drawn from the 50 States and the
District of Columbia. Participation will
be voluntary.

We estimate the burden of this
collection of information as follows:

TABLE 1—ESTIMATED ANNUAL REPORTING BURDEN !

Number of
L Number of Total annual
Activity respondents re%%%r;sn%seﬁfr responses Average burden per response Total hours
Cognitive interview screener ... 100 1 100 | 0.083 (5 minutes) 8
Cognitive interview .................. 18 1 18 |1 18
Pretest screener ..... 2,000 1 2,000 | 0.033 (2 minutes) ... 66
Pretest .....ccccoeveenne 200 1 200 | 0.25 (15 minutes) ... 50
SUIVEY SCrEENET ...ccveveeieiierieeieeae 30,000 1 30,000 | 0.033 (2 minutes) 990
SUINVEY .ot 3,000 1 3,000 | 0.25 (15 MINULES) ...eerveeeerierieiieniens 750
L] - | T B S SRRSO PUPPTRRSRRPINY 1,882

1There are no capital costs or operating and maintenance costs associated with this collection of information.

We base our estimate of the number
of respondents and the average burden
per response on our experience with
previous Health and Diet Surveys. We
will use a cognitive interview screener
with 100 individuals to recruit
prospective interview participants. We
estimate that it will take a screener
respondent approximately 5 minutes
(0.083 hours) to complete the cognitive
interview screener, for a total of 8 hours,
rounded down from 8.3 hours. We will
conduct cognitive interviews with 18
participants. We estimate that it will
take a participant approximately 1 hour
to complete the interview, for a total of
18 hours. Prior to the administration of
the Health and Diet Survey, the Agency
plans to conduct a pretest to identify
and resolve potential survey
administration problems. We will use a
pretest screener with 2,000 individuals;
we estimate that it will take a
respondent approximately 2 minutes
(0.033 hours) to complete the pretest
screener, for a total of 66 hours. The
pretest will be conducted with 200
participants; we estimate that it will
take a participant 15 minutes (0.25
hours) to complete the pretest, for a total
of 50 hours. We will use a survey
screener to select an eligible adult
respondent in each household reached
by landline telephone numbers to
participate in the survey. A total of
30,000 individuals in the 50 states and
the District of Columbia will be
screened by telephone. We estimate that
it will take a respondent 2 minutes
(0.033 hours) to complete the screening,
for a total of 990 hours. We estimate that
3,000 eligible adults will participate in
the survey, each taking 15 minutes (0.25
hours), for a total of 750 hours. Thus,

the total estimated burden is 1,882
hours.

We are requesting this burden for
unplanned surveys so as not to restrict
our ability to gather information on
consumer attitudes, awareness,
knowledge, and behavior regarding
various topics related to health,
nutrition, physical activity, and product
labeling. This ability will help the
Agency identify and respond to
emerging issues in a more timely
manner.

Dated: July 8, 2014.
Leslie Kux,
Assistant Commissioner for Policy.
[FR Doc. 2014-16384 Filed 7-11-14; 8:45 am)]
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This notice announces a forthcoming
meeting of a public advisory committee
of the Food and Drug Administration
(FDA). The meeting will be open to the
public.

Name of Committees: Bone,
Reproductive and Urologic Drugs
Advisory Committee and the Drug

Safety and Risk Management Advisory
Committee.

General Function of the Committees:
To provide advice and
recommendations to the Agency on
FDA'’s regulatory issues.

Date and Time: The meeting will be
held on September 17, 2014, from 8 a.m.
to 5 p.m.

Location: College Park Marriott Hotel
and Conference Center, 3501 University
Blvd., Hyattsville, MD 20783. The
hotel’s telephone number is 301-985—
7300.

Contact Person: Kalyani Bhatt, 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,
BRUDAC@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 committees will discuss
the appropriate indicated population for
testosterone replacement therapy and
the potential for adverse cardiovascular
outcomes associated with this use.

FDA intends to make background
material available to the public no later
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