ANDA 75-278 Sept enber 19, 2000

Myl an Phar maceuticals, Inc.
Attention: Frank R Sisto
781 Chestnut Ri dge Road

P. O. Box 4310

Mor gant own, W/ 26504-4310

Dear Sir:

This is in reference to your abbreviated new drug application
dat ed Decenber 19, 1997, submitted pursuant to Section 505(j)
of the Federal Food, Drug, and Cosnetic Act (Act), for
Paclitaxel Injection, 30 nmg/5nmL (6 ng/ ).

Reference is al so made to your anendnments dated August 26,
1998, January 13, May 5, May 12, July 25, and Septenber 15,
2000.

We have conpleted the review of this abbreviated application
and have concl uded that, based upon the information you have
presented to date, the drug is safe and effective for use as
recommended in the submtted | abeling. Therefore, the
application is tentatively approved. This determnation is
based upon information available to the Agency at this tine
(i.e., information in your application and the status of
current good manufacturing practices (CGWs) of the facilities
used in the manufacture and testing of the drug product), and
i's subject to change on the basis of new information that my
conme to our attention. This letter does not address notice
issues related to the 180-day exclusivity provisions under
section 505(j)(5)(B)(iv) of the Act.

The |isted drug product referenced in your application, Taxol

I njection of Bristol Myers Squi bb Co. Pharnmaceutical Research
I nstitute, is subject to a period of patent protection which
expires 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]).
Your application contains a patent certification under Section
505(j)(2) (A (vii)(1V) of the Act stating that your

manuf acture, 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 U S. Patent No. 5,496,804 [the ‘804
patent] is a nethod of use patent, and that this patent does
not claimany of the proposed indications for which you are
seeki ng approval. You have informed the Agency that Ml an
Phar maceuticals, Inc. has conplied with the requirenents of
Section 505(j)(2)(B) of the Act and that Bristol Mers Squibb
Co. Pharmaceutical Research Institute initiated a patent
infringement suit against you in the United States District
Court for the District of New Jersey with respect to the ‘803
and ‘537 patents (Bristol Myers Squi bb Conpany v. Ml an

Phar maceuticals, Inc., Civil Action No. 98-1488). The Agency
recogni zes that the 30-nonth period identified in Section
505(j)(5)(iii) of the Act, during which time FDA was precl uded
from approving your application, has expired.

Pl ease note that an abbreviated application for Paclitaxel

I njection, 6 ng/nL, containing a Paragraph IV Patent
Certification was accepted for filing by this Ofice prior to
the filing of your application. This application, submtted by
Baker Norton Pharnmaceuticals, Inc., received final approval on
Sept enber 15, 2000. Consequently, Baker Norton
Pharmaceuticals is eligible for 180-days of generic drug

mar ket exclusivity. Your application will be eligible for
final approval begi nning one hundred and eighty (180) days
after the first comrercial marketing of the drug by Baker
Norton Pharmaceuticals, Inc. W refer you to the Agency’s

gui dance docunent entitled “180-Day Generic Drug Exclusivity
Under the Hatch-Waxman Amendnents” (June 1998), for additional
i nformation.

Because the Agency is granting a tentative approval for this
application, please subnmt an amendnent at |east 60-days but
not nore that 90-days prior to the date you believe your
application will be eligible for final approval. This
amendnment shoul d identify changes, if any, in the conditions
under which the drug product was tentatively approved, and
shoul d i nclude updated information such as final printed

| abel ing, chem stry, manufacturing and controls data as
appropriate. Alternatively, an amendment should be submtted
stating that no changes have been nmade to the ternms of the

application since the date of tentative approval. This
subm ssi on should be designated clearly in your cover letter
as a M NOR anendnent. In addition to, or instead of, the

anmendment requested above, the Agency may, at any tinme prior
to the final date of approval, request that you submt an
amendnment containing the information described above.



Any changes in the conditions outlined in this abbreviated
application and the status of the manufacturing and testing
facilities' conpliance with current good manufacturing
procedures are subject to Agency review before final approval
of the application will be made.

In addition to, or instead of, the amendnents referred to
above, the Agency may, at any tinme prior to the final date of
approval, request that you submt anendnments containing the

i nformati on requested above.

Failure to submt either or both amendnments may result in
rescission of this tentative approval determ nation, or delay
in issuance of the final approval letter.

The drug product that is the subject of this abbreviated
application may not be marketed wi thout final Agency approval
under section 505 of the Act. The introduction or delivery
for introduction into interstate commerce of this drug before
the effective final approval date is prohibited under section
501 of the Act. Also, until the Agency issues the final
approval letter, this drug product will not be listed in the
Agency's "Approved Drug Products with Therapeutic Equival ence
Eval uations” |ist.

The amendnent shoul d be designated as a M NOR AMENDMENT in
your cover letter. Before you submt the amendnent, please
contact Mchelle Dillahunt, Project Manager, at (301)
827B5848, for further instructions.

The introduction or delivery for introduction into interstate
comrerce of the drug before the effective approval date is
prohi bited under 21 U. S.C. 331(d).

Sincerely yours,

Gary Buehl er

Acting Director

O fice of Generic Drugs

Center for Drug Eval uation and
Resear ch



