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NDA 20-210

Janssen Research Foundation /
Attention: Ms. Ruth Wasserman : e 7 '

1125 Trenton-Harbourton Road R S
Titusville, NJ 08560-0200

Dear Ms. Wasserman:

Pleage refer to your August 29, 1991 new drug application

submltped under section 505(b) (1) of the Federal Food, Drug, and
Cosnmetic Act for Propulsid (cisapride) Tablets. e
. i

We also acknowledge receipt of your amendments dated November 27,
December 4, 9, 17,31, 1991;:March 27, September-18,. October 19
s December 21, 1992, January:28"and :February :

: ‘“v5ubmitffinallprintedﬁlabeling“for;the-drug.“aThe;labeling :
should ‘be -identical. in content to'the enc1osed,d§§ft.i;_ RO
additional information relating to the safety or ™ S e
effectiveness of this drug becomes available before we
receive the final printed labéling, revision of that
labeling may be required.

Please submit twelve copies of the printed labels and other . . ..
labeling, seven of which are individually mounted on heavy weight
paper or similar material.

We remind vou of your'commipment to conduct the following post
approval studies: i

1. Repeat Study 1203 (A Randomized Double~Blind Placebo .
Controlled MultiCenter Dose Response Trial of Cisapride in
the Treatment of Symptoms of Gastroesophageal Reflux
Disease) using patient evaluation of nocturnal heartburn
as the primary endpoint.
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Sae g, A two week heartburn provocative meal study randomizing

patients to’'several different doses which would be taken
before dinner and at bedtime.
t - S

In addition, we would appreciate your submitting copies of the
1ntroductory promotional material that You propose to use for
this product. Please submit one copy to the Division of
Gastrointestinal and Coagulation Drug Products and a second,
along with a copy of the package insert, directly to:

Division of Drug Advertising and Labeling, HFD~- 240
Room 11B-06

5600 Fishers Lane

Rooﬁville, Maryland 20857

ﬁqsubq&551on,

il o3 w4 " o

Kati Johnson
‘Consumer Safety offlcer
Telephone. (301) 443- -0487

Sincerely yours,

- | Q M‘((q(ﬂ . a

Robert Temple, M.D.

Director

Office of Drug Evaluation I

Center for Drug Evaluation and Research
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Enclosure-Draft Labeling
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cc:

Original NDA
. HFD-180 _ L
- ._.HFD-181/CS0 e (TR S
' HFD-240 (with draft labeling)

HFD-80/DDIR (with draft labeling)
HPD-638/ (with draft labeling)
HFD-100/Dr. Temple

DISTRICT OFFICE ;

R/D init: SFredd 3/19/93
kj/March 19, 1993

kj/March 19, 1993/c:\wp51\cso\n\20210303.0kj
APPROVABLE




