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AGENDA
Advisory Committee for Reproductive Health Drugs
Monday, 20 April 1998

Food and Drug Administration
Holiday Inn Gaithersburg, MD

Chairman’s Introduction Diana Petitti, M.D.
Opening Remarks Lisa Rarick, M.D.
Conflict of Interest Statement Kimberly L. Topper, M.S.

ISSUE - NDA 20-797 Antocin, (A tosiban injection) for use in the
management of premature labor

The R. W. Johnson Pharmaceutical Research Institute Presentation

Introduction Alan Dunton, M.D.
Pre-term Labor Steve Caritis, M.D., F.A.C.0.G.
Preclinical Safety/Pharmacokinetics Robert Wills, Ph.D.
Clinical Review U. S. Program George Creasy, M.D., F.A.C.0.G

Ex - U.S. Program Per Bengstsson, M.D.
Neonatologist Perspective Robert Ward, M.D., F.A.A.P.,, F.C.P
Perinatologist Perspective Roberto Romero, M.D., F.A.C.0.G.
Break

Committee Discussion

FDA Division of Reproductive and Urologic Drugs Presentation
Introduction and Regulatory Background Sandra Kweder, M.D.
Pharmacology/Toxicology Mary Ellen McNerney, Ph.D.
Committee Discussion

Lunch

Open Public Hearing

FDA Statistical Presentation Joy Mele, M.S.
Committee Discussion

Break

Summary of Issues for Discussion Sandra Kweder, M.D.
Committee Discussion

Adjourn
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(revised 2/6/98 )

DOCUMENTS CONNECTED WITH THIS MEETING
MAY BE REQUESTED FROM THE
FREEDOM OF INFORMATION (FOI) OFFICE

A written request specifying date of meeting, name of committee, and a
description of the document(s) requested, may be mailed to: '

Food and Drug Administration
* Freedom of Information Staff
HFI-35, Room 12A-16
5600 Fishers Lane
Rockville, MD 20857
Telephone: 301- 827-6500

BEST POSSIBLE COPY o roreato

TRANSCRIPTS of the open session will be available from FOI 15 working days
after the meeting. Please specify the desired format.

-CD's at $14.25 each,
1 meeting per CD - WordPerfect format
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-Diskettes at $4.25 each, ‘
1 diskette per meeting day - WordPerfect format

-or printed copy at $ .10 per page.

You may also purchase transcripts directly
from the transcribing company - _
after the meeting.

SUMMARY MINUTES will be available from FOI ap,am&m_aj_eu_&Qdaxs after the
meeting. Please wait until this time period has elapsed before you place your
order. Allow time for,the minutes to be written, edited, approved, and
photocopied for distribution. You may phone the Advisors and Consultants Staff
at 301-443-5455 for status of summary minutes. '

INVOICES are sent out monthly by the FOI Staff. If requested, FOI will inform you
of fees in advance. ' :
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Questions to the Committee

Do the data presented today support the effectiveness of atosiban for preterm labor?

Do the data presented today support the safety of atosiban as a treatment for preterm labor?

Taking into consideration the overall benefits and risks of atosiban, do you recommend that
this drug be approved as a treatment for preterm labor?

Should additional studies of atosiban be conducted? If so, what specific type(s) and in what
population?

What are reasonable and appropriate endpoints (to require for approval) for studies of new
tocolytic agents?
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