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ANDA 75-442

OFFICE OF GENERIC DRUGS

Food and Drug Administration
HFD-600, Metro Park North IT
7500 Standish Place, Room 150
Rockville, MD 208355-2773
Fax: 301-394-0180

FAX TRANSMISSION COVER SHEET

TO: APPLICANT: King and Spaulding TEL: 202-626-2926

| U.S. Agent for Alphapharm Pty. Ltd.
FAX: 202-626-3737

ATTN: Christine Markus
PROJECT MANAGER: 301-827-5849

FROM: Bonnie McNeal
Dear Madam:

| This facsimile is in reference to your abbreviated new drug application dated July 16, 1998, submitted
| pursuant to Section 505(j) of the Federal Food, Drug, and Cosmetic Act for Flecainide Acetate Tablets
| USP, 50 mg, 100 mg and 150 mg. '

We are pleased to inform you that this application is APPROVED!
Congratulations.

§ THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND
MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAY, OR PROTECTED FROM

DISCLOSURE UNDER APPLICABLE LAW.

1f:t‘tc=i\'¢d by someone sther than the addrassee or o peravn suthorized 1o daliver thit document Yo the sddreasee, you arc hercby notfied that any mlm
disnemnination, copying, of other action 10 the coment of this communication is not suthunized. If you hve reccived whig document in emer, pleass irmmedincly
ootify us by telephone and return it 1o uz by runil at the ahave addrers,




JUL-31-2881 11:54 KING & SPALDING P.83/85

2y

_/( DEPARTMENT OF HEALTH & HUMAN SERVICES

L)
v-.,.,Z Food and Drug Administration
ANDA 75-442 Rackville MD 20857

Ki;g and Spalding JUL 31 2001

U.S. Agent for Alphapharm Pty. Ltd.
Attention: Eugene Pfeifer

1730 Pennsylvania Avenue, N.W.
Washington, D.C. 20006-4706

Dear Sir:

This is in reference to your abbreviated new drug application
dated July 16, 1998, submitted pursuant to Section 505(j) of the
Federal Food, Drug, and Cosmetic Act (Act), for Flecainide
Acetate Tablets USP, 50 mg, 100 mg and 150 mg.

Reference is also made to your amendments dated September 10,
and November 13, 1998; and April 17, June 28, July 25, and

July 30, 2001.

The listed drug product (RLD) referenced in your application,
Tambocor™ Tablets of 3M Pharmaceuticals, Inc., is subject to a
period of patent protecticn which expires on February 10, 2004,
(Patent No. 4,642,384). Your application contains a Faragraph IV
Certification to the ‘384 patent under Section
505(4) (2) (A) (vii) (IV) of the Act. This certification states
that your manufacture, use, or sale of the drug product will not
infringe on the patent. Section 505(j) (5) (B) (iii) of the Act
provides that approval of an abbreviated new drug application
ghall be made effective immediately, unless an action is brought
against Alphapharm Pty. Ltd, (Alphapharm) for infringement of
the patent that is the subject of the certification (the ‘384
patent). You have notified the agency that Alphapharm has
complied with the requirements of Section 505 (3j)(2(B) of the
Act. As a result, 3M Pharmaceuticals, Inc. (3M) initiated a
patent infringement suit against you in the United States
District Court for the District of Minnesnota (Minnesota Mining
and Manufacturing Company and Riker Laboratories, Inc. v.
Alphapharm Pty. Ltd., Civil Actien No. 95-13 JMR/FLN). You have
also informed us that 3M and Riker requested an extension of the
statutory 30-month stay of approval in the patent infringement
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litigation, and that the request was denied on June 8, 2001, in
a non-appealarle district court order.

Although the patent infringement litigation is ongoing, the
Agency recognizas that the 30-month period identified in Section
505 () (5) (B) (iii) of the Act, during which time FDA was
precluded from approving your application, has expired.

We have completed the review of this abbreviated application and
have concluded that the drug is safe and effective for use as
reconmended in the submitted labeling. - Accordingly, the
application is approved. The Division of Bioeguivalence has
determined your Flecainide Acetate Tablets USP, 50 mg, 100 mg,
and 150 mg, to be biceguivalent and, therefore, therapeutically
equivalent to the listed drug, Tambocor™ Tablets S0 myg, 100 mg,
and 150 mg, respectively, of 3M Fharmaceuticals, Inc. Your
dissolution testing should be incorporated into the stability
and quality control program using the same method proposed in
your application.

With respect to 180-day generic drug sxclusivity, we note that
Alphapharm Pty. Ltd. (Alphapharm) was the first applicant to
submit a substantially complete ANDA with a Paragraph IV
Certification to the '3B4 patent for this drug product.
Therefore, with this approval-Alphapharm is eligible for 1B0-
days of market exclusivity as provided for under the Drug Price
Competition and Patent Term Restoration Act of 1884 (Hatch-
Waxman Amendments) in Section 505(j) (5) (B) (iv) of the Act. Such
exclusivity will begin to run either from the date Alphapharm
begins commercial marketing of the drug product, or in the
absence of marketing, from the date of a decision of a court
finding the patent invalid or not infringed whichever event
oceurs earlier [Section 505(3) (5) (B) (iv)].

With respect to the “first commercial marketing” trigger for the
commencement of exclusivity, please refer to 21 CFR
314.107(c) (4). The Agency expects that you will begin
commercial marketing of this drug product in a prompt manner.
Please submit correspondence to your application stating the
date you commence commercial marketing of this product, or the
Qate of a decision of the court holding the relevant patent
invalid, unenforceable or not infringed.

If you have any questions concerning the effective date of
approval of an abbreviated new drug application and the RAgency’s
elimination cf the requirement that an ANDA applicant
successfully defend a patent infringement suit to be eligible
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for 180-days of marketing exclusivity, please refer to the
interim rule published in the November 5, 1998 Federal Reglster
(Volume 63, No. 214, 59710). You may also refer to the agency’s
draft guidance entitled “Court Decisions, ANDA Approvals, and
180-Day Exclusivity Under the Hatch-Waxman Amendments to the
Federal Food, Drug, and Cosmetic Act” (March 2000).

Under Section S06A of the Act, certain changes in the conditions
described in this abbreviated application reguire an approved
supplemental application before the change may be made.

Post-marketing rxeporting requirements for this abbreviated
application are set forth in 21 CFR 314.80-81 and 314,98. The
Office of Generic Drugs should be advised of any change in the
marketing status of this drug.

We request that you submit, in duplicate, any proposed
advertising or promotional copy that you intend to use in your
initial advertising or promotional campaigns. Please submit all
proposed materials in draft or mock~up form, not final print.
Submit both covies together with a copy of the proposed or final
printed labeling to the Division of Drug Marketing, Advertising,
and Communications (HFD-40). Please do not use Form FD-2253
(Transmittal of Advertisements and Promotional Labeling for
Drugs for Human Use) for this-initjal submission.

We call your attentien to 21 CFR 314.81(b) (3) which requires
tnat materials for any subsequent advertising or promotional
campaign be submitted to our Division of Drug Marketing,
Advertising, and Communications (HFD-40) with a completed Form
FD-2253 at the time of their initial use.

Sincerely yours,

Gary Jf%:?:tJdﬁwﬂﬁ

Director
Office of Generic Drugs
Center for Drug Evaluation and Research
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