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are expected to be made in late 2002.
Any DHHS position regarding
international control of these drugs will
be preceded by another Federal Register
notice soliciting public comments as
required by section 201(d)(2)(B) of the
CSA.

IV. Comments

Interested persons may submit to the
Dockets Management Branch (address
above) written or electronic comments
regarding the drugs by May 9, 2002.
This abbreviated comment period is
necessary to allow sufficient time to
prepare and submit the domestic
information package by the deadline
imposed by WHO. Two copies of any
comments are to be submitted, except
that individuals may submit one copy.
Comments are to be identified with the
docket number found in brackets in the
heading of this document. Received
comments may be seen in the Dockets
Management Branch between 9 a.m. and
4 p.m., Monday through Friday.

Dated: March 29, 2002.

Margaret M. Dotzel,

Associate Commissioner for Policy.

[FR Doc. 02—8493 Filed 4-8-02; 8:45 am|]
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Anthrax Vaccines: Efficacy Testing
and Surrogate Markers of Immunity;
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AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice of public workshop.

The Food and Drug Administration
(FDA), Center for Biologics Evaluation
and Research (CBER), in cooperation
with the Department of Defense (DoD),
is announcing the following public
workshop: “Anthrax Vaccines: Efficacy
Testing and Surrogate Markers of
Immunity.” The workshop will discuss
possible strategies for the efficacy
testing of investigational anthrax
vaccines.

Date and Time: The public workshop
will be held on April 23, 2002, from 8
a.m. to 5 p.m.

Location: The public workshop will
be held at the Jay P. Sanford Auditorium
on the campus of the Uniformed
Services University of Health Sciences
(USUHS), 4301 Jones Bridge Rd.,
Bethesda, MD 20814.

Contact: Kerry Davis, Science
Applications International Corp. (SAIC),
5340 Spectrum Dr., suite N, Frederick,

MD 21703, 301-619-7078, FAX 301—
698—6188, e-mail:
kerry.davis@det.amedd.army.mil.

Registration: Preregistration is
required and must be completed by
April 12, 2002. Contact Kerry Davis (see
“Contact”’ for address) for information
about registration, including registration
fees. Seating is limited.

If you need special accommodations
due to a disability, please contact Kerry
Davis at least 7 days in advance of the
meeting.

Transcripts: You may request public
workshop transcripts in writing from
the Freedom of Information Office (HFI-
35), Food and Drug Administration,
5600 Fishers Lane, rm. 12A-16,
Rockville, MD 20857. The transcripts
will be available approximately 15
working days after the meeting at the
cost of 10 cents per page. The public
workshop transcript will also be
available on the Internet at http://
www.fda.gov/cber/minutes/workshop-
min.htm

SUPPLEMENTARY INFORMATION: CBER, in
cooperation with DoD, is holding a
public workshop entitled ““Anthrax
Vaccines: Efficacy Testing and Surrogate
Markers of Immunity.” The workshop
will discuss: (1) Pathogenesis of Bacillus
anthracis, (2) animal models of anthrax,
(3) immunogenicity data available from
human clinical trials of anthrax
vaccines, and (4) identification of
surrogate markers and possible
strategies. The workshop’s goal is to
expedite the development of anthrax
vaccines by providing additional
information about efficacy testing of
these vaccines.

Dated: March 29, 2002.
Margaret M. Dotzel,
Associate Commissioner for Policy.
[FR Doc. 02—8463 Filed 4-8-02; 8:45 am]
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SUMMARY: The Food and Drug
Administration (FDA) is announcing the
following meeting: “Public
Informational Meeting on Antimicrobial
Resistance.” The purpose of this public

meeting is to provide the general public
the opportunity to hear speakers from
the agency, industry, and others to
provide information on the issue of
antimicrobial resistance so the public
can fully participate in the public
dialogue about the issue. Attendees will
be invited to ask questions during the
meeting.

Date and Time: The meeting will be
held on April 26, 2002, from 9:30 a.m.
to 4:30 p.m. Walk-in registration will
begin at 9 a.m. You may submit written
or electronic comments at any time, but
in order for your comments to be
included with others in conjunction
with this meeting, please submit
comments no later than 180 days after
the meeting. Please include the Docket
No. 02N—-0037 on your comments.

Addresses: The meeting will be held
at the Capital Hilton Hotel,
Congressional Room, 1001 16th St. (16th
and K Sts.), Washington, DG, 202—-393—
1000. Submit written comments to the
Dockets Management Branch (HFA-
305), Food and Drug Administration,
5630 Fishers Lane, rm. 1061, Rockville,
MD 20852. Submit electronic comments
to http://www.fda.gov/dockets/
ecomments. Comments should be
identified with the full title and the
Docket No. 02N-0037 on your
comments.

For General Information Contact:
Vash Klein, Center for Veterinary
Medicine (CVM) (HFV-12), Food and
Drug Administration, 7519 Standish Pl.,
Rockville, MD 20855, e-mail:
cvmmeet@cvm.fda.gov.

For Information About Registration
Contact: Ben Horsley, The Shipley
Group, at 888-270-2157, FAX 888-270—
2158.

Registration: Registration is required.
There is no registration fee for the
meeting. Limited space is available, and
early registration is encouraged.
Information about the meeting and the
registration form are available on the
Internet at www.fda.gov/cvm, click on
Antimicrobial Resistance, then scroll
down to PUBLIC MEETINGS, April 26,
2002 — Consumer Meeting on
Antimicrobial Resistance. Please mail or
fax the registration form to: FDA/CVM
Enrollments —The Shipley Group, Inc.,
1584 South 500 West, suite 201, Woods
Cross, UT 84087; Ben Horsley at 888—
270-2157 or 801- 298-7800, FAX 888—
270-2158 or 801-298-7820. Additional
information about the meeting and the
agenda will be available on the Internet
(www.fda.gov/cvm) before the meeting.

Oral Presentations: Please submit
requests for oral presentations by April
22,2002, to FDA/CVM, Attn: Consumer
Meeting, Docket No. 02N-0037, 7500
Standish Pl., (HFV-12), rm. 3503,
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