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Food and Drug Adm nistration

Joint Meeting of the Gastrointestinal Drugs Advisory Commttee
and the Drug Safety and R sk Managenent Subconm ttee of the
Advi sory Commttee for Pharnmaceutical Science; Notice of Meeting
AGENCY:  Food and Drug Adm nistration, HHS
ACTION:  Noti ce.

This notice announces a forthcomng neeting of a public
advi sory commttee of the Food and Drug Adm nistration (FDA).
The neeting wll be open to the public.

Nane of Commttee: Gastrointestinal Drugs Advisory
Commttee and the Drug Safety and R sk Managenment Subcomm ttee of

t he Advisory Comm ttee for Pharmaceutical Science.

Ceneral Function of the Committee: To provide advice and

recommendations to the agency on FDA's regul atory issues.

Date and Tine: The neeting will be held on April 23, 2002,

from 8 am. to 5 p.m.
Location: Holiday Inn, Versailles Ballroom 8120 W sconsin
Ave., Bethesda, M

Contact Person: Thomas H Perez, Center for Drug Eval uation

and Research (HFD-21), Food and Drug Administration, 5600 Fishers
Lane, Rockville, MD 20857, 30x-827-6758, e-mail at
PerezT@der.fda.gov, or FDA Advisory Committee Information Line,

| -800-741-8138 (301-443-0572 in the Washington, DC area), code
12538. Pl ease call the Information Line for up-to-date
information on this neeting. Background materials for this

nmeeting when available will be posted on the Internet one
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busi ness day before the neeting at
www.fda. gov/ohrms/dockets/ac/acmenu .htm.

Agenda: The committee will discuss risk managenent for new
drug application (NDA) 21-107, LOTRONEX (al osetron),
GlaxoSmithKline.

Procedur e: | nterested persons nmay present data,
information, or views, orally or in writing, On issues pending
before the committee. Witten subm ssions nmay be nmade to the
contact person by April 15, 2002. Oal presentations fromthe
public will be schedul ed between approxinmately 11:30 a.m and
12:30 p.m Tine allotted for-each presentation nmay be |imted.
Those desiring to nmake 'formal oral presentations should notify
the contact person before April 15, 2002, and submt a brief
statement of the general nature of the evidence or argunents they
wi sh to present, the names and addresses of proposed
participants, and an indication of the approximte tine requested
to nake their presentation
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Persons attending FDA's advisory conmttee neetings are

advi sed that the agency is not responsible for providing

access to electrical outlets.

FDA wel cones the attendance of the public at its

advi sory comittee neetings and will make every effort to

acconmodat e persons with physical disabilities or special

needs. 1f you require special acconmmodations due to a

disability, please contact Thomas Perez at |east 7 days in

advance of the neeting.




Notice of this neeting is given under the Federal

Committee Act (5 U.S.C. app. 2).

Dat ed -2 (2

February 22, 2002.

[FR Doc. 02-722?? Filed 2?-72-02; 8:45 am]
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