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are not present when called risk
forfeiting their scheduled time.

If you need special accommodations
due to a disability, contact Lee Lemley
(see FOR FURTHER INFORMATION CONTACT)
at least 7 days in advance.

V. Notice of Hearing Under 21 CFR Part
15

The Commissioner of Food and Drugs
is announcing that the public hearing
will be held in accordance with part 15
(21 CFR part 15). The hearing will be
conducted by a presiding officer, who
will be accompanied by FDA senior
management from the Office of the
Commissioner and the relevant centers.

Under § 15.30(f), the hearing is
informal and the rules of evidence do
not apply. No participant may interrupt
the presentation of another participant.
Only the presiding officer and panel
members may question any person
during or at the conclusion of each
presentation (21 CFR 15.30(e)). Public
hearings under part 15 are subject to
FDA'’s policy and procedures for
electronic media coverage of FDA’s
public administrative proceedings (part
10 (21 CFR part 10), subpart C)
(§10.203(a)). Under §10.205,
representatives of the electronic media
may be permitted, subject to certain
limitations, to videotape, film, or
otherwise record FDA’s public
administrative proceedings, including
presentations by participants. The
hearing will be transcribed as stipulated
in § 15.30(b). (See section VII of this
document for more details.) To the
extent that the conditions for the
hearing as described in this document
conflict with any provisions set out in
part 15, this document acts as a waiver
of those provisions as specified in
§15.30(h)).

VI. Request for Comments

Interested persons may submit to the
Division of Dockets Management (see
ADDRESSES) either electronic or written
comments for consideration. Persons
who wish to provide additional
materials for consideration should file
these materials with the Division of
Dockets Management. You should
annotate and organize your comments to
identify the specific questions identified
by the topic to which they refer. It is
only necessary to send one set of
comments. Identify comments with the
docket number found in brackets in the
heading of this document. Received
comments may be seen in the Division
of Dockets Management between 9 a.m.
and 4 p.m., Monday through Friday.

VII. Transcripts

Please be advised that as soon as a
transcript is available, it will be
accessible at http://
www.regulations.gov. It may be viewed
at the Division of Dockets Management
(see ADDRESSES). A transcript also will
be available in either hard copy or on
CD-ROM after submission of a Freedom
of Information request. Written requests
are to be sent to the Division of Freedom
of Information (ELEM-1029), Office of
Management Programs, Food and Drug
Administration, 12420 Parklawn Dr.,
Element Bldg., Rockville, MD 20857.

Dated: February 23, 2012.
Leslie Kux,
Acting Assistant Commissioner for Policy.
[FR Doc. 2012-4597 Filed 2—-27-12; 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). At least one portion of the
meeting will be closed to the public.

Name of Committee: Cardiovascular
and Renal Drugs Advisory Committee.

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

Date and Time: The meeting will be
held on March 27, 2012, from 8 a.m. to
5 p.m.

Location: FDA White Oak Campus,
Building 31 Conference Center, the
Great Room (rm. 1503), 10903 New
Hampshire Ave., Silver Spring, MD
20993-0002. Information regarding
special accommodations due to a
disability, visitor parking, and
transportation may be accessed at:
http://www.fda.gov/
AdvisoryCommittees/default.htm; under
the heading “Resources for You,” click
on ‘“‘Public Meetings at the FDA White
Oak Campus.” Please note that visitors
to the White Oak Campus must enter
through Building 1.

Contact Person: Kristina Toliver,
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, email: CRDAC@fda.hhs.
gov, or FDA Advisory Committee
Information Line, 1-800-741-8138
(301-443-0572 in the Washington, DC
area), and follow the prompts to the
desired center or product area. Please
call the Information Line for up-to-date
information on this meeting. 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 and call the
appropriate advisory committee hot
line/phone line to learn about possible
modifications before coming to the
meeting.

Agenda: On March 27, 2012, the
committee will begin with a closed
session from 8 a.m. to 10:45 a.m.
Following the closed session, from 11
a.m. to 5 p.m., the meeting will be open
to the public. The committee will
discuss biologics license application
125410, proposed tradename
REPLAGAL (agalsidase alfa), submitted
by Shire Human Genetics Therapies, for
an enzyme replacement therapy for
patients with Fabry disease.

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: On March 27, 2012, from
11 a.m. to 5 p.m., the meeting is open
to the public. 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 March 13, 2012.
Oral presentations from the public will
be scheduled between approximately
2:10 p.m. and 3:10 p.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 March 5, 2012. Time allotted
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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 March 6, 2012.

Closed Presentation of Data: On
March 27, 2012, from 8 a.m. to 10:45
a.m., the meeting will be closed to
permit discussion and review of trade
secret and/or confidential information
(5 U.S.C. 552b(c) (4)). During this
session, the committee will discuss
confidential manufacturing information.

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 Kristina
Toliver 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: February 23, 2012.
Jill Hartzler Warner,

Acting Associate Commissioner for Special
Medical Programs.

[FR Doc. 2012—-4669 Filed 2-27-12; 8:45 am]
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ACTION: Notice.

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: Anti-Infective
Drugs Advisory Committee and the
Nonprescription Drugs 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 April 2, 2012, from 8 a.m. to 5

.m.
P Location: DoubleTree by Hilton Hotel
Washington DC/Silver Spring, The
Ballrooms, 8727 Colesville Rd., Silver
Spring, MD 20910. The hotel’s
telephone number is 301-589-5200.

Contact Person: Minh Doan, 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, email:
AIDAC@fda.hhs.gov, or FDA Advisory
Committee Information Line, 1-800—
741-8138 (301-443-0572 in the
Washington, DC area), and follow the
prompts to the desired center or product
area. Please call the Information Line for
up-to-date information on this meeting.
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 and
call the appropriate advisory committee
hot line/phone line to learn about
possible modifications before coming to
the meeting.

Agenda: The committees will provide
advice on types of consumer studies
needed to assess proper use of a MedKit
containing doxycycline to be taken in
the event of anthrax exposure. Issues
such as the feasibility of an FDA-
approved MedKit as a public health
strategy, the role of personal MedKits,
home stockpiling, and interfaces of
home readiness with public health
systems, will be raised in the course of
the discussions. The Biomedical
Advanced Research and Development
Authority will propose a possible plan
for a step-wise development program for
MedKits containing oral doxycycline
hyclate.

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 March 19, 2012.
Oral presentations from the public will
be scheduled between approximately 1
p-m. to 2 p.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 March 9,
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 March 12, 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 Minh Doan
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: February 22, 2012.

Jill Hartzler Warner,

Acting Associate Commissioner for Special
Medical Programs.

[FR Doc. 20124528 Filed 2—27-12; 8:45 am]
BILLING CODE 4160-01-P
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