ANDA 75-521 May 9, 2001

Apot ex Cor p.

Attention: Marcy Macdonal d
U.S. Agent for: TorPharm

50 Lakevi ew Par kway, Suite #127
Vernon Hills, IL 60061

Dear Madam

This is in reference to your abbreviated new drug
application dated Decenmber 9, 1998, subm tted pursuant to
Section 505(j) of the Federal Food, Drug, and Cosnetic Act
(Act), for Buspirone Hydrochl oride Tablets USP, 5 ng, 10

mg, and 15 nyg.

Reference is also made to your anendnents dated August 9
and Novenber 14, 2000.

We have conpleted the review of this abbreviated
application as amended and have concl uded that based upon
the informati on you have presented to date, the drug
product remnins safe and effective for use as reconmended
in the submtted | abeli ng.

Therefore, the application is tentatively approved. This
determ nation 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
(CGwPs) of the facilities used in the manufacture and
testing of the drug product), and is subject to change on
the basis of new information that may conme to our
attention.

The listed drug product referenced in your application is
subject to a period of patent protection which expires on
Novenber 14, 2008, (U.S. patent 5,015,646, the '646
patent). Your application contains a Paragraph |V
Certification to the '646 patent under Section
505(j)(2) (A (vii)(1V) of the Act stating that your

manuf acture, 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 made effective imedi ately unless an action for



patent infringement is brought before the expiration of
forty-five days fromthe date the notice provided under
paragraph (2)(B)(l) is received by the owner of the new
drug application (NDA) for the reference |isted drug
product, BuSpara Tablets, and the patent holder. You have
notified the agency that TorPharm has conplied with the
requi rements of Section 505(j)(2)(B) of the Act and that no
action for infringenment against the '646 patent was brought
agai nst TorPharmw thin the statutory forty-five day
period.

The Act provides that approval of an abbreviated
application that contains a certification described in
section 505(j)(2)(A) (vii)(lV) (a AParagraph 1V
Certificationf), and that is for a drug product for which a
previ ous abbrevi ated application has been submtted which
al so contains a Paragraph IV Certification, shall be made
effective not earlier than one hundred and ei ghty days
after:

(1) the date the Secretary receives notice fromthe
appl i cant under the previous application of the
first commercial marketing of the drug under the
previ ous application, or

(2) the date of a decision of a court holding the
patent which is the subject of the certification
to be invalid or not infringed,

whi chever is earlier (section 505(j)(5)(B)(iv)).

In this instance, abbreviated applications for Buspirone
Hydrochl ori de Tablets USP, 5 ng, 10 ng, and 15 ng,
cont ai ni ng Paragraph IV Certifications, were accepted for
filing by this office prior to receipt of your application.
Accordi ngly, your application will be eligible for final
approval beginning on the date that is one hundred and

ei ghty days after the date the Agency receives notice of
the first comrercial marketing of the drug under the
previ ous applications, or the date of a court decision
descri bed under section 505(j)(5)(B)(iv), whichever is
earlier. W refer you to the Agency:ss recently issued

gui dance docunent A180-Day Generic Drug Exclusivity Under
t he Hat ch-Waxman Amendment s@ (June 1998), for additional

i nformati on.

To reactivate your application, please submt an amendment



at | east 60 days (but not nmore than 90 days) prior to the
date you believe your application will be eligible for
final approval. This anmendnment should identify changes, if
any, in the conditions under which the product was
tentatively approved, and should include updated
information such as final-printed | abeling, chem stry,
manuf acturing, and controls data as appropriate. Please
note that this amendnent should be submtted even if none
of these changes were made. The anendnment shoul d be
designated clearly in your cover letter as a M NOR
AMENDMENT. In addition to this amendnent, the Agency may
request at any tine prior to the final date of approval
that you submt an additional anmendment containing the

i nformation descri bed above.

Failure to submt such an anendnent requested by the Agency
will pronpt a review of the application which 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 changes in the status of
t he manufacturing and testing facilities' conpliance with
current good manufacturing practices (CGWs) are subject to
Agency review before final approval of the application wl
be made.

Pl ease note that this drug product nmay not be marketed
wi t hout final Agency approval under Section 505 of the Act.
The introduction or delivery for introduction into
interstate comrerce of this drug product before the final
approval date is prohibited under Section 501 of the Act
and 21 U.S.C. 331(d). Also, until the Agency issues the
final approval letter, this drug product will not be deened
approved for marketing under 21 U S.C. 355 and will not be
listed in the "Approved Drug Products with Therapeutic
Equi val ence Eval uations” list (the "Orange Book"),
publ i shed by the Agency. Should you believe that there are
grounds for issuing the final approval letter prior to one
hundred and eighty days after the date the Agency receives
notice of the first commercial marketing of the drug under
t he previous application, or the date of a court decision
descri bed under section 505(j)(5)(B)(iv), whichever is
earlier, you should amend your application accordingly.

At the tinme you submt any anmendnents, you should contact



Ms. Mchelle Dillahunt, R Ph., Project Manager, at (301)
827-5848, for further instructions.

Si ncerely yours,

Gary Buehl er

Acting Director

O fice of Generic Drugs

Center for Drug Eval uation and
Resear ch



