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Loestrin Fe (norethindrone acetate and
ethinyl estradiol ethinyl estradiol and
ferrous fumarate), Aridol (mannitol
inhalation powder), Augmentin XR
(amoxicillin/clavulanate potassium),
Afinitor (everolimus), Moxeza
(moxifloxacin hydrochloride), and
Lastacaft (alcaftadine).

As mandated by the Food and Drug
Administration Amendments Act, Title
III, Pediatric Medical Device Safety and
Improvement Act of 2007 (Public Law
110-85), the committee will discuss the
safety of and the ongoing propriety of
the humanitarian device exemption for
the Melody Transcatheter Pulmonary
Valve and Ensemble Delivery System
and the Elana Surgical Kit.

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 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 4, 2012.
Oral presentations from the public will
be scheduled between approximately
11:30 a.m. and 12:30 p.m. on September
11, 2012. 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 24, 2012. 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 27, 2012.

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 Walter
Ellenberg (walter.ellenberg@fda.hhs.gov)
or 301-796-0885 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/Advisory
Committees/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 24, 2012.
Jill Hartzler Warner,

Acting Associate Commissioner for Special
Medical Programs.

[FR Doc. 2012-18509 Filed 7—27-12; 8:45 am]
BILLING CODE 4160-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Institute on Drug Abuse;
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 contract proposals and
the discussions could disclose
confidential trade secrets or commercial
property such as patentable materials,
and personal information concerning
individuals associated with the contract
proposals, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: National Institute on
Drug Abuse Special Emphasis Panel Rodent
Testing to Identify Pharmacotherapies for
Substance Dependence (8908).

Date: August 23, 2012.

Time: 9:30 a.m. to 1:30 p.m.

Agenda: To review and evaluate contract
proposals.

Place: National Institutes of Health,
Neuroscience Center, 6001 Executive
Boulevard, Rockville, MD 20852, (Telephone
Conference Call).

Contact Person: Lyle Furr, Contract Review
Specialist, Office of Extramural Affairs,
National Institute on Drug Abuse, NIH,
DHHS, Room 4227, MSC 9550, 6001
Executive Boulevard, Bethesda, MD 20892—
9550, (301) 435-1439, If33c.nih.gov.

(Catalogue of Federal Domestic Assistance
Program Nos.: 93.279, Drug Abuse and

Addiction Research Programs, National
Institutes of Health, HHS)

Dated: July 24, 2012.
Jennifer S. Spaeth,

Director, Office of Federal Advisory
Committee Policy.

[FR Doc. 2012-18475 Filed 7-27-12; 8:45 am]
BILLING CODE 4140-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Heart, Lung, and Blood
Institute; 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 Heart, Lung,
and Blood Institute Special Emphasis Panel
Clinical Trials at the NHLBI.

Date: August 20, 2012.

Time: 11:00 a.m. to 4:00 p.m.

Agenda: To review and evaluate grant
applications.

Place: National Institutes of Health, 6701
Rockledge Drive, Bethesda, MD 20892,
(Telephone Conference Call).

Contact Person: Charles Joyce, Ph.D.,
Scientific Review Officer, Office of Scientific
Review/DERA, National Heart, Lung, and
Blood Institute, 6701 Rockledge Drive, Room
7196, Bethesda, MD 20892-7924, 301—435—
0288, cjoyce@nhlbi.nih.gov.

Name of Committee: National Heart, Lung,
and Blood Institute Special Emphasis Panel
Pathogen Inactivation for Blood Components.

Date: August 20, 2012.

Time: 1:00 p.m. to 2:00 p.m.

Agenda: To review and evaluate contract
proposals.

Place: National Institutes of Health, 6701
Rockledge Drive, Bethesda, MD 20892,
(Telephone Conference Call).

Contact Person: Giuseppe Pintucci, Ph.D.,
Scientific Review Officer, Office of Scientific
Review/DERA, National Heart, Lung, and
Blood Institute, 6701 Rockledge Drive, Room
7192, Bethesda, MD 20892, 301-435-0287,
Pintuccig@nhlbi.nih.gov.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.233, National Center for
Sleep Disorders Research; 93.837, Heart and
Vascular Diseases Research; 93.838, Lung
Diseases Research; 93.839, Blood Diseases
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and Resources Research, National Institutes
of Health, HHS)

Dated: July 24, 2012.
Jennifer S. Spaeth,

Director, Office of Federal Advisory
Committee Policy.

[FR Doc. 2012-18477 Filed 7-27-12; 8:45 am]
BILLING CODE 4140-01-P

DEPARTMENT OF HOMELAND
SECURITY

[Docket No. DHS-2012-0001]

Critical Infrastructure Private Sector
Clearance Program Request

AGENCY: National Protection and
Programs Directorate, DHS.

ACTION: 30-day notice and request for
comments;

Reinstatement, with change, of a
previously approved collection.
SUMMARY: The Department of Homeland
Security (DHS), National Protection and
Programs Directorate (NPPD), Office of
Infrastructure Protection (IP) will
submit the following Information
Collection Request (ICR) to the Office of
Management and Budget (OMB) for
review and clearance in accordance
with the Paperwork Reduction Act of
1995 (Pub. L. 104-13, 44 U.S.C. Chapter
35). NPPD is soliciting comments
concerning Reinstatement, with change,
of a previously approved ICR for the
Critical Infrastructure Private Sector
Clearance Program (PSCP). DHS
previously published this ICR in the
Federal Register on April 12, 2012, for
a 60-day public comment period. DHS
received no comments. The purpose of
this notice is to allow an additional 30
days for public comments.

DATES: Comments are encouraged and
will be accepted until August 29, 2012.
This process is conducted in accordance
with 5 CFR 1320.10.

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 OMB Desk Officer, DHS,
Office of Civil Rights and Civil Liberties.
Comments must be identified by DHS—
2012-0001 and may be submitted by
one of the following methods:

e Federal eRulemaking Portal: http://
www.regulations.gov.

e Email:
oira_submission@omb.eop.gov. Include
the docket number in the subject line of
the message.

e Fax:(202) 395-5806.

Instructions: All submissions received
must include the words “Department of

Homeland Security” and the docket
number for this action. Comments
received will be posted without
alteration at http://www.regulations.gov,
including any personal information
provided.

OMB is particularly interested in
comments that:

1. Evaluate whether the proposed
collection of information 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 of the
proposed collection of information,
including the validity of the
methodology and assumptions used;

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 through the
use of appropriate automated,
electronic, mechanical, or other
technological collection techniques or
other forms of information technology,
e.g., permitting electronic submissions
of responses.

FOR FURTHER INFORMATION CONTACT:
Monika Junker, DHS/NPPD/IP,
monika.junker@dhs.gov, (703) 235—
8229.

SUPPLEMENTARY INFORMATION: PSCP
sponsors clearances for private sector
partners who are responsible for critical
infrastructure protection but would not
otherwise be eligible for a clearance
under Executive Order 12829. These
partners are subject matter experts
within specific industries and sectors.
The PSCP requires individuals to
complete a clearance request form that
initiates the clearance process. DHS
Sector Specialists or Protective Security
Advisors email the form to the
individual who then emails back the
completed form, minus their date and
place of birth and social security
number. The clearance request form is
signed by both the Federal official who
nominated the applicant and the
Assistant Secretary for Infrastructure
Protection. Upon approval to process,
the PSCP Administrator contacts the
nominee to obtain the social security
number, date and place of birth, and
will then enter this data into e-QIP—
Office of Personnel Management’s
secure portal for investigation
processing. Once the data is entered in
e-QIP, the applicant can complete the
online security questionnaire. The PSCP
maintains all applicants’ information in
the Master Roster, which contains all
the information found on the clearance

request form in addition to their
clearance information (date granted,
level of clearance, date non-disclosure
agreements signed, and type/date of
investigation). The Administrator of the
Master Roster maintains the information
to track clearance processing and
investigation information and to have
the most current contact information for
the participants from each sector.

Analysis

Agency: Department of Homeland
Security, National Protection and
Programs Directorate, Office of
Infrastructure Protection.

Title: Critical Infrastructure Private
Sector Clearance Program.

OMB Number: 1670-0013.

Frequency: Once.

Affected Public: Designated private
sector employees of critical
infrastructure entities or organizations.

Number of Respondents: 450
(estimate).

Estimated Time Per Respondent: 10
minutes.

Total Burden Hours: 75.

Total Burden Cost (capital/startup):
$0.
Total Recordkeeping Burden: $0.
Total Burden Cost (operating/
maintaining): $0.

Dated: July 24, 2012.

Scott Libby,

Acting Chief Information Officer, National
Protection and Programs Directorate,
Department of Homeland Security.

[FR Doc. 2012-18546 Filed 7-27-12; 8:45 am|
BILLING CODE 9110-9P-P

DEPARTMENT OF HOMELAND
SECURITY

[Docket No. DHS-2012-0037]

President’s National Security
Telecommunications Advisory
Committee

AGENCY: National Protection and
Programs Directorate, DHS.

ACTION: Committee Management; Notice
of an Open Federal Advisory Committee
Teleconference.

SUMMARY: The President’s National
Security Telecommunications Advisory
Committee (NSTAC) will meet on
Thursday, August 16, 2012, via a
conference call. The meeting will be
open to the public.

DATES: The NSTAC will meet Thursday,
August 16, 2012, from 2:00 p.m. to

3:15 p.m. Please note that the meeting
may close early if the committee has
completed its business.

ADDRESSES: The meeting will be held
via a conference call. For access to the
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