ANDA 75-289 Tentatively Approved: July 24, 2000

Kel | er and Heckman

Attention: John Dubeck

US Agent for Biovail Laboratories Incorporated
1001 G Street N.W, Suite 500 West

Washi ngton, D.C. 20001

Dear Sir:

This is in reference to your abbreviated new drug application
dat ed Decenber 24, 1997, submtted pursuant to Section 505(j)
of the Federal Food, Drug, and Cosnetic Act (Act), for

Ni f edi pi ne Extended-rel ease Tablets USP, 30 ng and 60 ng.

Ref erence is al so nade to your anendnents dated February 9,
and Decenber 29, 1998; February 23, April 7, July 2, July 23,
and Decenber 3, 1999; and April 3, April 10, April 12, May 10
and June 12, 2000.

W have conpl eted 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
recomended in the submtted | abeling. Therefore, the
application is tentatively approved. This determnation is
based upon infornmation available to the Agency at this tine
(i.e., information in your application and the status of
current good manufacturing practices of the facilities used
in the manufacturing and testing of the drug product) and is
t herefore subject to change on the basis of new information
that may 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 listed drug product referenced in your application,
Procardia XL Tablets of Pfizer Laboratories, is subject to
peri ods of patent protection which expire on Novenber 25,
2000, (Patent No. 4327725), Septenber 16, 2003, (Patent No.
4612008, 4765989, 4783337) and Novenber 23, 2010, (Patent No.
5264446). However, litigation is underway in the United
States District Court for the District of Puerto Rico
involving a challenge to the ‘446 patent (Bayer AG Bayer



Corp., Pfizer, Inc. v. Biovail Laboratories, Inc., Biovai
Corporation International, Cvil Action No. 98-1494).
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 receipt 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 court decision [505())(5(B)(iii) (1),
(rr), or (111)], or,

c. the 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
appl i cation, when you believe that your application my be
consi dered for final approval, you nmust anmend your
application to notify the Agency whet her circunstances have
or have not arisen that may affect the effective date of
final approval. Your anmendnment nust provide:

1. a copy of an order or judgenent, a settlenent agreenent
bet ween the parties, or a |licensing agreenent between
you and the patent hol der, or any other rel evant
i nformation, and

2. a. updated information related to | abeling or chem stry,
manuf acturi ng and controls data, or any other change in
the conditions outlined in this abbreviated application,
or

b. a statenent that no such changes have been nade to
the application since the date of tentative approval.

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 nade.



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

i nformati on requested above.

Failure to submit either or both amendnents 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 nmay not be marketed w 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 uati ons" |i st.

The amendnment shoul d be designated as a M NOR AMENDMENT i n
your cover letter. Before you subnmit the anendnent, please
contact Tinothy Anes, Project Manager, at (301) 827-5849, for
further instructions.

Si ncerely yours,

Gary Buehl er

Acting Director

O fice of Generic Drugs

Center for Drug Eval uati on and Research



