ANDA 75-036 Novenber 7, 2000

Bedf ord Laboratories
Attention: Shahid Ahned
270 Northfield Road
Bedf ord, Chio 44146

Dear Sir:

This is in reference to your abbreviated new drug application
dat ed Decenber 23, 1996, subnmitted pursuant to Section 505(j) of
t he Federal Food, Drug, and Cosnetic Act (Act), for Cisplatin

I njection, 1 ng/nL (packaged in 50 nL and 100 nL nul ti pl e- dose
vials).

Ref erence is al so nade to our Tentative Approval letter dated
Decenber 29, 1998, and to your anendnents dated March 4, 1997,
and Septenber 29, 2000.

The listed drug product (RLD) referenced in your application,

Pl ati nol -AQ Injection of Bristol Myers Co., is subject to a
period of patent protection which expires May 8, 2012, (U. S
Patent No. 5,562,925 [the ‘925 patent]). Your application
contains a patent certification under Section
505(j)(2) (A (vii)(lV) of the Act stating that your manufacture,
use, or sale of the Cisplatin Injection will not infringe on the
patent or that the patent is otherwi se invalid. Subsequently,
Research Corporation Technol ogies, Inc. and Bristol-Mers Squi bb
Conpany initiated a patent infringenent suit against you in
United States District Court for the Northern District of GChio,
Eastern Division (Research Corporation Technol ogies, Inc. and
Bristol - Myers Squi bb Conpany v. Ben Venue Laboratories, Inc.,
Civil Action No. 1:97CV00872). You have inforned the agency

t hat Ben Venue Laboratories, Inc. prevailed in that litigation.

We have conpl eted the review of this abbreviated application and
have concluded that the drug is safe and effective for use as
recomended in the submtted | abeling. Accordingly, the
application is approved. The Division of Bioequival ence has
determ ned your Cisplatin Injection, 1ng/nL, to be bioequival ent
and, therefore, therapeutically equivalent to the listed drug
(Platinol-AQ ©°Injection, 1 ng/nL, of Bristol Myers Co.)



Under Section 506A of the Act, certain changes in the conditions
described in this abbreviated application require an approved
suppl emrent al application before the change may be made.

Post - marketing reporting requirenents for this abbreviated
application are set forth in 21 CFR 314.80-81 and 314.98. The
O fice of Generic Drugs should be advised of any change in the
mar keting status of this drug.

We request that you submt, in duplicate, any proposed
advertising or pronotional copy which you intend to use in your
initial advertising or pronotional canpaigns. Please submt al
proposed materials in draft or nock-up form not final print.
Submit both copies together with a copy of the proposed or final
printed |labeling to the Division of Drug Marketing, Adverti sing,
and Communi cations (HFD-40). Please do not use Form FD- 2253
(Transm ttal of Advertisenments and Pronotional Labeling for
Drugs for Human Use) for this initial subm ssion.

We call your attention to 21 CFR 314.81(b)(3) which requires
that materials for any subsequent advertising or pronotional
canpai gn be submtted to our Division of Drug Marketing,
Advertising, and Conmunications (HFD-40) with a conpl eted Form
FD-2253 at the tinme of their initial use.

Si ncerely yours,

Gary Buehl er

Acting Director

O fice of Generic Drugs

Center for Drug Eval uation and Research



