ANDA 75-184 Sept ember 15, 2000

Baker Norton Pharnaceuticals, |nc.
Attention: Steven M Viti, Ph.D
4400 Bi scayne Bl vd.

Mam , FL 33137

Dear Sir:

This is in reference to your abbreviated new drug
application dated July 30, 1997, submtted pursuant to
Section 505(j) of the Federal Food, Drug, and Cosnetic Act
(Act), for Paclitaxel Injection, 6 ng/nL (packaged in 30
mg/ 5 nmL, 150 ng/25 nL, and 300 ng/50 ni nultipl e-dose

vi al s).

Ref erence is also made to the Tentative Approval letter
i ssued by this office on August 28, 2000, and to your
anmendnent s dated Septenber 8, and Septenber 14, 2000.

The listed drug product referenced in your application,
Taxol Injection of Bristol Myers Squi bb Co. Pharnmaceuti cal
Research Institute, is subject to periods of patent
protection which expire on August 3, 2012, [U. S. Patent No.
5,641,803 (the ‘803 patent), and U. S. Patent No. 5,670,537
(the ‘537 patent)]; and March 9, 2013 [U. S. Patent No.
5,496,804 (the *804 patent)]. Your application contains a
patent certification under Section 505(j)(2)(A (vii)(1V) of
the Act stating that your nmanufacture, use, or sale of
Paclitaxel Injection will not infringe on the 803 or ‘537
patents. Your application also contains a patent statenent
under Section 505(j)(2)(A)(viii) of the Act indicating that
the ‘804 patent is a nethod of use patent, and that this
pat ent does not claimany of the proposed indications for
whi ch you are seeking approval. You have inforned the
Agency that Baker Norton Pharmaceuticals, Inc. has conplied
with the requirenents of Section 505(j)(2)(B) of the Act
and that Bristol Myers Squi bb Co. Pharnaceutical Research
Institute initiated a patent infringenent suit against you



inthe United States District Court for the District of New
Jersey with respect to the 803 and ‘537 patents (Bristol
Myers Squi bb Conpany v. Baker Norton Pharnaceuticals, Inc.
and |Ivax Corporation, Civil Action No. 97-6050). The
Agency recogni zes that the 30-nonth period identified in
Section 505(j)(5)(B)(iii) of the Act, during which tinme FDA
was precluded from approving your application, has expired.

We have conpleted the review of this abbreviated
application and have concluded that the drug is safe and
effective for use as recommended in the submtted |abeling.
Accordingly, the application is approved. The Division of
Bi oequi val ence has determ ned your Paclitaxel |njection,

6 nmg/ nL, to be bioequival ent and, therefore,

t herapeutically equivalent to the |isted drug (Taxola

I njection, 6 ng/nL, of Bristol Myers Squi bb Co.

Phar maceuti cal Research Institute).

Under Section 506A of the Act, certain changes in the
condi tions described in this abbreviated application
requi re an approved suppl enental application before the
change may be nade.

Post-marketing reporting requirenments 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 marketing status of this drug.

We request that you submt, in duplicate, any proposed
advertising or pronotional copy that you intend to use in
your initial advertising or pronotional canpaigns. Please
submt all proposed materials in draft or nock-up form not
final print. Submt both copies together with a copy of
the proposed or final printed labeling to the D vision of
Drug Marketing, Advertising, and Conmuni cations (HFD 40).

Pl ease do not use Form FD-2253 (Transmttal of
Advertisenents 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 canpaign be submtted to our Division of Drug

Mar keti ng, Advertising, and Communi cations (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 uati on and Research






