ANDA 75-671 Cct ober 23, 2000

Par Pharnmaceutical, Inc.

Attention: Mchelle Bonom -Huval a
One Ram Ri dge Road

Spring Valley, New York 10977

Dear Madam

This is in reference to your abbreviated new drug application
dated July 14, 1999, submtted pursuant to Section 505(j) of the
Federal Food, Drug, and Cosnetic Act (Act), for Megestrol
Acetate Oral Suspension, 40 ng/ni.

Reference is al so nade to your anmendnent dated Septenber 13,
2000.

We have conpleted the review of this abbreviated application and
have concl uded that based upon the infornmation 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 nmanufacturing practices (CAGWs) of the facilities used in
t he manufacture and testing of the drug product). It is subject

to change on the basis of new information that nmay 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, Megace
Oral Suspension of Bristol Myers Squibb, is subject to a period
of patent protection which expires on August 16, 2011, (U. S
Patent No. 5,338,732 [the ‘732 patent]). Your application
contains a Paragraph IV Certification to the *732 patent under
Section 505(j)(2) (A (vii) (I'V) of the Act. This certification
states that your manufacture, use, or sale of this drug product
will not infringe upon the 732 patent. Section
505(j)(5)(B)(iii) of the Act provides that approval of an
abbrevi ated new drug application shall be nade effective

i mredi ately, unless an action is brought against Par



Pharmaceutical, Inc. (Par) for infringenent of the patent that
is the subject of the certification (the ‘732 patent). You have
notified the agency that Par has conplied with the requirenents
of Section 505(j)(2)(B) of the Act. As a result, Bristol Mers
Squi bb Conpany initiated a patent infringenent suit against Par
in the United States District Court for the Southern District of
New York involving a challenge to the 732 patent (Bristol-Mers
Squi bb Conpany v. Par Pharmaceutical, Inc., Cvil Action No.

99 ClV.10822). Therefore, final approval cannot be granted
until:

1. a. the expiration of the 30-nonth period provided
for in section 505(j)(5)(B)(iii) since the date
of recei pt of the 45-day notice required under
section 505(j)(2)(B)(i), unless the court has
extended or reduced the period because of the
failure of either party to reasonably cooperate
in expediting the action, or,

b. the date of a court decision [505()j)(5)(B)(iii)
(ry, (rr), or (t11)], or,

C. t he patent has expired, and

2. The Agency is assured there is no new information that
woul d af fect whether final approval should be granted.

Because the Agency is granting a tentative approval for this
application, please submt an anmendnent at | east 60-days (but

not nore than 90-days) prior to the date you believe your
application will be eligible for final approval. This anendnent
shoul d identify changes, if any, in the conditions under which
the drug product was tentatively approved, and should include
updated informati on such as final-printed | abeling, chemstry,
manuf acturing, and controls data appropriate. This anendnent

al so serves to reactivate this application within the Ofice of
Generic Drugs and should al so be submtted even if none of these
changes were made. The anendnent shoul d al so provide a copy of
an order or judgenent, settlenent agreenment between the parties,
or a licensing agreenent between you and the patent holder, if
applicable, or any other relevant information to address the
status of the ‘732 patent. The anendnent shoul d be desi gnated
clearly in your cover letter as a M NOR AVMENDVENT. In addition
to this anendnent, the agency may request at any tinme prior to
the date of final approval that your submt an additiona
amendnent containing the information described above. Failure
to submt either or, if requested, both anendnments may result in



resci ssion of the tentative approval status of your application,
or may result in a delay in the issuance of the final approval
letter.

Any significant changes in the conditions outlined in this
abbrevi ated application, as well as the status of the

manuf acturing and testing facilities' conpliance with current
good nmanufacturing practices (CGWs) are subject to Agency
review before final approval of the application wll be made.

Furthernore, this drug product may not be marketed w thout final
Agency approval under section 505 of the Act. The introduction
or delivery for introduction into interstate comrerce 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
"Approved Drug Products with Therapeutic Equival ence

Eval uations" list, the “Orange Book”, published by the agency.

Prior to submtting the anmendnent(s), please contact
M chelle D |l ahunt, Project Mnager, (301) 827-5848, for further
i nstructions.

Sincerely yours,

Gary Buehl er

Acting Director

O fice of CGeneric Drugs

Center for Drug Eval uati on and Research



