ANDA 75-401 Sept enber 29, 2000

Andr x Pharmaceuticals, |nc.
Attention: Diane Servello
4001 S.W 47th Avenue

Fort Lauderdale, FL 33314

Dear Madam

This is in reference to your abbreviated new drug application
dated June 22, 1998, subm tted pursuant to Section 505(j) of
t he Federal Food, Drug, and Cosnetic Act (Act), for Taztia
XTO (Diltiazem Hydrochl ori de Extended-rel ease Capsul es USP
120 mg, 180 ngy, 240 nmg, 300 ng and 360 ny).

Reference is also nade to your anendnents dated May 4,

Oct ober 29, Novenber 1, and Decenber 3, 1999; and January 14,
19, 24, March 29, April 11, 28, June 26, and Septenber 12, 18,
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 tinme
(i.e., information in your application and the status of
current good manufacturing practices of the facilities used in
t he manufacturing and testing of the drug product) and is
therefore subject to change on the basis of new information
that may come 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 is
subject to a period of patent protection which expires on June
25, 2013, (Patent No. 5,529,791). However, litigation is
underway in the United States Court of Appeals for the Federal
Circuit. 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
requi red 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 the U S. Court of Appeals for the
Federal Circuit.

c. The patent has expired, and

2. The Agency is assured there is no new
i nformation that woul d affect whether final
approval should be gr ant ed.

Because the Agency is granting a tentative approval for this
application, when you believe that your application may be
considered for final approval, you nust 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 anmendnent must provide:

1. A copy of a final order or judgenent from which
no appeal may be taken (which m ght not be the
one fromthe district court), or a settlenent
agreenment between the parties,

whi chever is applicable, or a licensing
agreenment between you and the patent hol der,
or any other relevant i nformati on, and

2. a. Updated information related to | abeling or

chem stry, manufacturing and controls data, or
any ot her change in the conditions outlined in
this abbreviated application, or

b. A statenment that no such changes have been
made 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

pr ocedur es

are subject to Agency review before final approval of the
application will be made.

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

i nformation requested above. Failure to submt either or both
anmendnments 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 Equi val ence
Eval uations"” |ist.

The amendnent shoul d be designated as a M NOR AMENDMENT in
your cover letter. Before you submt the anendnent, please
contact Tinothy Ames, 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 uation and
Resear ch






