ANDA 75-011 Septenber 17, 1999

ESI Lederle, Inc.

Attention: Nicholas C. Tantillo
401 N. M ddl et owmn Road

Pearl River, NY 10965-1299

Dear Sir:

This is in reference to your abbrevi ated new drug application
dat ed Novenber 27, 1996, submtted pursuant to Section 505(j) of
t he Federal Food, Drug, and Cosnetic Act (Act), for Buspirone
Hydrochl ori de Tablets USP, 5 ng and 10 ng.

Ref erence is also made to our letter dated Decenber 22, 1998,
granting tentative approval to the 5 ng and 10 ng strengths of
Buspi rone Hydrochl ori de Tablets, USP and to your amendnents dated
Decenber 23, 1998; and January 25, February 11, June 25, and

July 22, 1999. These anendnents provide for the addition of

Buspi rone Hydrochl oride Tablets USP, 15 ng to this application.

We have conpleted the review of this abbreviated application as
anmended to provide for the 15 ng dosage strength, and have

concl uded that based upon the information you have presented to
date, all three proposed strengths are is safe and effective for
use as recommended in the submtted | abeling. Therefore, the
application remains tentatively approved. This determnation is
based upon information available to the Agency at this tineg,
(i.e., information in your application and the status of current
good manufacturing practices (CGwWs) of the facilities used in

t he manufacture and testing of the drug product), and 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
t he 180-day exclusivity provisions under section 505())(5)(B)(ivV)
of the Act.

The listed drug product referenced in your application is subject
to periods of patent protection which expire on May 22, 2000,
(U S. patent 4,182,763, the '763 patent) and May 14, 2008, (U. S
patent 5,015,646, the '646 patent). Your application contains a
Paragraph 1V Certification to the '646 patent under Section
505(j)(2) (A (vii)(1'V) of the Act stating that your nmanufacture,



use or sale of this drug product will not infringe the ‘646
patent. Section 505(j)(5)(B)(iii) of the Act provides that
approval of an abbreviated application shall be nmade effective

i mredi ately unl ess an action for patent infringenment is brought
before the expiration of forty-five days fromthe date the notice
provi ded under paragraph (2)(B)(l) is received by the owner of
the new drug application (NDA) for the reference |listed drug
product, Buspar Tablets, and the patent hol der. You have
notified the agency that ESI Lederle, Inc. (Lederle) has conplied
with the requirenments of Section 505(j)(2)(B) of the Act and that
no action for infringenent against the '646 patent was brought
agai nst Lederle within the statutory forty-five day period. In
addi tion, your application contains a Paragraph 11l Certification
to the '763 patent under Section 505(j)(2)(A (vii)(lll) of the
Act. Therefore, final approval of your application, as anended,
may not be made effective pursuant to 21 U S.C. 355(j)(5)(B)(ii)
of the Act until the expiration of the ‘763 patent, i.e.,
currently May 22, 2000.

Because the agency is granting a second tentative approval for
this application, please submt an amendnent 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
should identify changes, if any, in the conditions under which
the product was tentatively approved and shoul d include updated
information such as final printed | abeling, chemstry,

manuf acturing, and controls data as appropriate. Alternatively,
an anmendnent should be submtted stating that no changes have
been made to the terns of this application since the date of this
second tentative approval letter. This anmendnent shoul d be
designated clearly in your cover letter as a M NOR AMENDVENT. In
addition to, or instead of, this anendnment, the Agency may
request at any tinme prior to the date of final approval of this
application, that you submt an anmendnent containing the

i nformati on descri bed above. Failure to submt either or, if
requested, both amendnents may result in rescission of the
tentative approval status of your application, or may result in a
delay in the issuance of the final approval letter.

Any changes in the conditions outlined in this abbreviated
application as anended, as well as changes in the status of the
manuf acturing and testing facilities’ conpliance with current
good manufacturing practices (CGws) are subject to agency review
before final approval of the application will be nade.

The drug product that is the subject of this abbreviated
application may not be marketed w thout final agency approval
under Section 505 of the Act. The introduction or delivery for



introduction of this drug product into interstate commerce before
the 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” list, the
“Orange Book”.

Shoul d you believe that there are grounds for issuance of the
final approval letter prior to May 22, 2000, you should anend
your application accordingly.

At the tine you submt any anmendnents, you should contact M.
Joseph Bucci ne, Project Manager, at (301) 827-5754, for further
i nstructions.

Sincerely yours,

Dougl as L. Sporn
Director
O fice of Generic Drugs



