ANDA 75-290 April 30, 2001

Bedf ord Laboratories
Attention: Shahid Ahned
270 Northfield Road
Bedf ord, Chio 44146

Dear Sir:

This is in reference to your abbreviated new drug application
dat ed Decenber 23, 1997, submtted pursuant to Section 505(j) of
t he Federal Food, Drug, and Cosnetic Act (Act), for Pam dronate
D sodiumfor Injection, 30 ng/vial, and 90 ng/vial .

Ref erence is al so nade to your anendnments dated Decenber 5,
2000, and January 18, February 20, February 28, April 25, and
April 30, 2001

The listed drug product referenced in your application, Aredia
I njection of Novartis Pharnmaceuticals Corp., is subject to a
period of patent protection which expires July 29, 2005, (U. S
Patent No. 4,711,880). Your application contains a patent
certification under Section 505(j)(2)(A)(vii)(IV) of the Act
stating that your manufacture, use, or sale of the Pani dronate
Disodiumfor Injection will not infringe on the patent or that
the patent is otherwise invalid. Section 505(j)(5)(B)(iii) of
the Act provides that approval shall be nmade effective

i mredi ately unl ess an action is brought for infringenent of the
‘880 patent within 45-days fromthe date the notice provided
under paragraph (2)(B)(i) is received by the patent and NDA

hol der. You have notified the agency that Bedford Laboratories
conplied with the requirenments of Section 505(j)(2)(B) of the
Act, and as a result on May 8, 1998 Novartis Corporation
initiated a patent infringenment suit against you in U S.
District Court for the District of New Jersey (Novartis

Cor poration v. Boehringer |ngel heim Corporation, Civil Action
No. 2:00cv00769).



Furthernore, Bedford Laboratories has requested that the agency
grant final approval to this abbreviated application in accord
wth Section 505(j)(5)(B)(iii) of the Act, since the 30-nonth
peri od during which tinme FDA was precluded from approvi ng your
appl i cation, has expired.

We have conpleted the review of this abbreviated application and
have concluded that the drug is safe and effective for use as
recomended in the submtted | abeling. Accordingly, the
application is approved. The Division of Bioequival ence has
determ ned your Pam dronate D sodiumfor |Injection, 30 ng/vial
and 90 np/vial to be bioequivalent and, therefore, )

t herapeutically equivalent to the listed drug (Aredia® Injection,
30 ng/vial, and 90 ng/vial, respectively, of Novartis

Phar maceuti cals Corp.).

Under Section 506A of the Act, certain changes in the conditions
described in this abbreviated application require an approved
suppl enent al application before the change may be made.

Post - mar keting reporting requirenents for this abbreviated
application are set forth in 21 CFR 314.80-81 and 314.98. The
O fice of Generic Drugs should be advised of any change in the
mar keti ng status of this drug.

We request that you submt, in duplicate, any proposed
advertising or pronotional copy which you intend to use in your
initial advertising or pronotional canpaigns. Please submt al
proposed materials in draft or nock-up form not final print.
Submit both copies together with a copy of the proposed or final
printed |labeling to the Division of Drug Marketing, Adverti sing,
and Communi cations (HFD-40). Please do not use Form FD- 2253
(Transm ttal of Advertisements and Pronotional Labeling for
Drugs for Human Use) for this initial subm ssion.

We call your attention to 21 CFR 314.81(b)(3) which requires
that materials for any subsequent advertising or pronotional
canpai gn be submtted to our Division of Drug Marketing,
Adverti sing, and Comruni cations (HFD-40) with a conpl eted Form
FD- 2253 at the tinme of their initial use.



Val i dation of the regul atory nethods has not been conpleted. It
is the policy of the Ofice not to withhold approval until the
val idation is conplete. W acknow edge your commtnent to

satisfactorily resolve any deficiencies, which may be
i dentified.

Si ncerely yours,

Gary Buehl er
Acting Director

O fice of Generic Drugs
Center for Drug Evaluation and Research



