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AGENDA

FOOD AND DRUG ADMINISTRATION
Center for Drug Evaluation and Research

Division of Cardiorenal Dru Products
581st Meetin , June 2 ,

6Cardiovascular and Renal rugs Advisory Committee
National Institutes of Health
Clinical Center - Building 10

Jack Masur Auditorium
9000 Rockville Pike
Bethesda, Maryland

Parking in the Clinical Center visitor area is reserved for Clinical Center patients and their
visitors. If you must drwe lease use an outl ymg lot such ~ Lot41 B. Free shuttle bus service is

Rprowded from Lot 41 B tot e Chmcal Center every eight mmutes. Free shuttle bus serwce from
the subway is also available.

JUNE 26,1997

9:00 a.m.

10:30 a.m.

10:45 a.m.

11:15 a.m.

12:30 p.m.

1:15 p.m.

3:00 p.m.

3:15 p.m.

OPEN PUBIC HEARING
One hour allocated unless public participation does not last that long.

NDA 19-922 Corloparn (fenoldopam mesylate) Neurex Inc., for the short term
~reatment of.~ype~enslon when oral therapy 1s not feasible or possible and for use
m hypertenswe crws.

Sponsor’s Presentation (Agenda attached)

Break

FDA Review
Medical Reviewers: Abraham Karkowsky, M. D., Ph. D., Steve Rodin, M.D.
Statistical Reviewer: Kun Jin, Ph.D.
Pharmacokinetic Reviewers: Ahmed A1-Tahtawy, Ph. D., Ameeta Parekh, Ph.D.

Committee Review
Committee Reviewer: Michael Weber, M.D.

Committee Discussion and Recommendations

Lunch Break

NDA 20-164, Lovenox injection (enoxap~in sodium) Rhi3ne-Poulenc Rorer, to be
indicated for the treatment of unstable an ma and non-Q-wave myocardial

d?infarction, concurrently admimstered wi aspirin.

Sponsor’s presentation (Agenda attached)

Break

FDA Review
Medical Reviewer: Kurt Sizer, M.D.
Biostatistical Reviewer: Mohammed Huque, Ph.D.
Biopharmaceutical Reviewer: Lydia Kaus, Ph.D.

Comm@ee Review
Committee Rewewer: Marvin Konstam, M.D.

Committee Discussion and Recommendations ●- ,* -

Adjourn -.

Committee will meet in closed session on June 27th, to review pending NDA’s.



NEUREX CORPORATIOIW _
CORLOPAM@ (fenoldopam mesylate) Solution for Intravenous

Infusion - NDA 19-922
Cardiorenal Advisory Committee Presentation

June 26,1997

Introduction Dr. Robert Luther
Clinical Pharmacology Dr. Addison Taylor
EfIcacy Dr. David Ellis
Renal Function Dr. Vandma Mathur
safety Dr. David EIlis
Conclusion Dr. Robefl Luther



CARDIOVASCULAR AND RENAL DRUGS
ADVISORY COMMITTEE MEETING

JUNE 26, 1997

Introduction Max Talbott, Ph.D. –

Overview of Lovenax Janet Rush, M.D.

Effkxacy Data (ESSENCE) Marc Cohen, M.D.

Safety Data (ESSENCE) Gregg Fromell, M.D.

Clinical Impact of ESSENCE Eugene Braunwald, M.D

Consistency with Guidance Document Janet Rush, M.D.
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