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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
new drug application (NDA) 206089
(oral testosterone undecanoate tablets),
submitted by Clarus Therapeutics, for
the proposed indication of testosterone
replacement therapy in males for
conditions associated with a deficiency
or absence of endogenous testosterone:
Primary hypogonadism (congenital or
acquired) and hypogonadotropic
hypogonadism (congenital or acquired).

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 3, 2014.
Oral presentations from the public will
be scheduled between approximately
10:45 a.m. and 11:45 a.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 25, 2014. 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 26, 2014.

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 physical

disabilities or special needs. If you
require special accommodations due to
a disability, please contact Kalyani
Bhatt 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).

Dated: July 16, 2014.
Leslie Kux,
Assistant Commissioner for Policy.
[FR Doc. 2014-17081 Filed 7-18—14; 8:45 am]
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Institute of Allergy and
Infectious Diseases; 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
Allergy and Infectious Diseases Special
Emphasis Panel; Synthesis of Therapeutic
Agents for Treatment of Infectious Disease.

Date: August 7, 2014.

Time: 12:00 p.m. to 5:00 p.m.

Agenda: To review and evaluate contract
proposals.

Place: National Institutes of Health, Room
3119, 6700B Rockledge Drive, Bethesda, MD
20817 (Telephone Conference Call).

Contact Person: Jay Bruce Sundstrom,
Ph.D., Scientific Review Officer, Scientific
Review Program, DEA/NIAID/NIH/DHHS,
6700B Rockledge Drive, MSC-7616 Bethesda,
MD 20892, (301) 4967042, sundstromj@
niaid.nih.gov.

Name of Committee: National Institute of
Allergy and Infectious Diseases Special
Emphasis Panel; NIH Support for

Conferences and Scientific Meetings (Parent
R13/U13).

Date: August 19-22, 2014.

Time: 8:00 a.m. to 3:00 p.m.

Agenda: To review and evaluate grant
applications.

Place: National Institutes of Health, Room
3201 B, 6700B Rockledge Drive, Bethesda,
MD 20817 (Virtual Meeting).

Contact Person: Travis J. Taylor, Ph.D.,
Scientific Review Program, DEA/NIAID/NIH/
DHHS, 6700-B Rockledge Dr., MSC-7616,
Bethesda, MD 20892-7616, 301-496—2550,
Travis.Taylor@nih.gov.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.855, Allergy, Immunology,
and Transplantation Research; 93.856,
Microbiology and Infectious Diseases
Research, National Institutes of Health, HHS)

Dated: July 15, 2014.
David Clary,

Program Analyst, Office of Federal Advisory
Committee Policy.

[FR Doc. 2014-16981 Filed 7-18—14; 8:45 am|
BILLING CODE 4140-01-P

DEPARTMENT OF HOMELAND
SECURITY

Transportation Security Administration

Extension of Agency Information
Collection Activity Under OMB Review:
Exercise Information System (EXIS)

AGENCY: Transportation Security
Administration, DHS.

ACTION: 30-day Notice.

SUMMARY: This notice announces that
the Transportation Security
Administration (TSA) has forwarded the
Information Collection Request (ICR),
Office of Management and Budget
(OMB) control number 1652—-0057,
abstracted below to OMB for review and
approval of an extension of the
currently approved collection under the
Paperwork Reduction Act (PRA). The
ICR describes the nature of the
information collection and its expected
burden. TSA published a Federal
Register notice, with a 60-day comment
period soliciting comments, of the
following collection of information on
May 1, 2014 (79 FR 24742). EXIS is a
web portal designed to serve
stakeholders in the transportation
industry in regard to security training
exercises. EXIS provides stakeholders
with transportation security exercise
scenarios and objectives, best practices
and lessons learned, and a repository of
the user’s own historical exercise data
for use in future exercises. It also allows
stakeholders to design their own
security exercises based on the unique
needs of their specific transportation
mode or method of operation. Utilizing
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and inputting information into EXIS is
completely voluntary.

DATES: Send your comments by August
20, 2014. A comment to OMB is most
effective if OMB receives it within 30
days of publication.

ADDRESSES: Interested persons are
invited to submit written comments on
the proposed information collection to
the Office of Information and Regulatory
Affairs, OMB. Comments should be
addressed to Desk Officer, Department
of Homeland Security/TSA, and sent via
electronic mail to oira_submission@
omb.eop.gov or faxed to (202) 395-6974.
FOR FURTHER INFORMATION CONTACT:
Christina A. Walsh, TSA PRA Officer,
Office of Information Technology (OIT),
TSA—-11, Transportation Security
Administration, 601 South 12th Street,
Arlington, VA 20598-6011; telephone
(571) 227-2062; email TSAPRA@
tsa.dhs.gov.

SUPPLEMENTARY INFORMATION:
Comments Invited

In accordance with the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501
et seq.), an agency may not conduct or
sponsor, and a person is not required to
respond to, a collection of information
unless it displays a valid OMB control
number. The ICR documentation is
available at http://www.reginfo.gov.
Therefore, in preparation for OMB
review and approval of the following
information collection, TSA is soliciting
comments to—

(1) Evaluate whether the proposed
information requirement is necessary for
the proper performance of the functions
of the agency, including whether the
information will have practical utility;

(2) Evaluate the accuracy of the
agency’s estimate of the burden;

(3) Enhance the quality, utility, and
clarity of the information to be
collected; and

(4) Minimize the burden of the
collection of information on those who
are to respond, including using
appropriate automated, electronic,
mechanical, or other technological
collection techniques or other forms of
information technology.

Information Collection Requirement

Title: Exercise Information System
(EXIS).

Type of Request: Extension of a
currently approved collection.

OMB Control Number: 1652—0057.

Forms(s): N/A.

Affected Public: Transportation
System Sector.

Abstract: The Exercise Information
System (EXIS) is a voluntary, online tool
developed by TSA to support the

mission of a program developed and
implemented by TSA to fulfill
requirements of the Implementing
Recommendations of the 9/11
Commission Act of 2007 (911 Act) * and
the Security and Accountability For
Every Port Act of 2006.2 These statutory
programs led to the development of the
Intermodal Security Training Exercise
Program (I-STEP) for the Transportation
Systems Sector (TSS). Within the I-
STEP program, EXIS is an interactive
resource for the TSS.

Number of Respondents: 12,998 for
the next three years.

Estimated Annual Burden Hours: An
estimated 6,072 hours annually.

Dated: July 15, 2014.
Christina A. Walsh,

TSA Paperwork Reduction Act Officer, Office
of Information Technology.

[FR Doc. 2014-17129 Filed 7-18-14; 8:45 am]
BILLING CODE 9105-05-P

DEPARTMENT OF HOMELAND
SECURITY

U.S. Customs and Border Protection

[1651-0067]

Agency Information Collection
Activities: Documentation
Requirements for Articles Entered
Under Various Special Tariff Treatment
Provisions

AGENCY: U.S. Customs and Border
Protection, Department of Homeland
Security.

ACTION: 30-Day notice and request for
comments; extension of an existing
collection of information.

SUMMARY: U.S. Customs and Border
Protection (CBP) of the Department of
Homeland Security will be submitting
the following information collection
request to the Office of Management and
Budget (OMB) for review and approval
in accordance with the Paperwork
Reduction Act: Documentation
Requirements for Articles Entered
Under Various Special Tariff Treatment
Provisions. This is a proposed extension
of an information collection that was
previously approved. CBP is proposing
that this information collection be
extended with no change to the burden
hours or to the information collected.
This document is published to obtain
comments from the public and affected
agencies.

1Public Law 110-53, 121 Stat. 408 (Aug. 3, 2007).
2Public Law 109-347, 120 Stat. 1895-96 (Oct. 13,
2006) (codified at 6 U.S.C. 912).

DATES: Written comments should be
received on or before August 20, 2014
to be assured of consideration.
ADDRESSES: Interested persons are
invited to submit written comments on
this proposed information collection to
the Office of Information and Regulatory
Affairs, Office of Management and
Budget. Comments should be addressed
to the OMB Desk Officer for Customs
and Border Protection, Department of
Homeland Security, and sent via
electronic mail to oira_submission@
omb.eop.gov or faxed to (202) 395-5806.
FOR FURTHER INFORMATION CONTACT:
Requests for additional information
should be directed to Tracey Denning,
U.S. Customs and Border Protection,
Regulations and Rulings, Office of
International Trade, 90 K Street NE.,
10th Floor, Washington, DC 20229-
1177, at 202—-325-0265.
SUPPLEMENTARY INFORMATION: This
proposed information collection was
previously published in the Federal
Register (79 FR 26771) on May 9, 2014,
allowing for a 60-day comment period.
This notice allows for an additional 30
days for public comments. This process
is conducted in accordance with 5 CFR
1320.10. CBP invites the general public
and other Federal agencies to comment
on proposed and/or continuing
information collections pursuant to the
Paperwork Reduction Act of 1995 (Pub.
L. 104-13; 44 U.S.C. 3507). The
comments should address: (a) Whether
the collection of information is
necessary for the proper performance of
the functions of the agency, including
whether the information shall have
practical utility; (b) the accuracy of the
agency’s estimates of the burden of the
collection of information; (c) ways to
enhance the quality, utility, and clarity
of the information to be collected; (d)
ways to minimize the burden, including
the use of automated collection
techniques or the use of other forms of
information technology; and (e) the
annual costs to respondents or record
keepers from the collection of
information (total capital/startup costs
and operations and maintenance costs).
The comments that are submitted will
be summarized and included in the CBP
request for OMB approval. All
comments will become a matter of
public record. In this document, CBP is
soliciting comments concerning the
following information collection:

Title: Documentation Requirements
for Articles Entered Under Various
Special Tariff Treatment Provisions.

OMB Number: 1651-0067.

Abstract: CBP is responsible for
determining whether imported articles
that are classified under Harmonized
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