
A. SIDNEY KATZ' 

RICHARD L. WOOD' 
JEROLD 8. SCHNAYER 

JOSEPH R. MARCUS 
GERALD 5.  SCHUR 

GERALD T. SHEKLETON 
JAMES A. SCHEER 

DANIEL R. CHERRY 
ROBERT 6 .  BREISBLATT 
JAMES P. WHITE 
HARTWELL P. MORSE. 111 
EDWARD P. GAMSON. Pw.0. 

KATHLEEN A. RHEINTGEN 

THOMAS W. TOLPIN' 
RICHARD W. McLAREN. JR.  

ELLIOTT C .  BANKENDORF 
J O H N  L. AMBROGI 

J U L I E  A. KATZ 

WALTER J. KAWULA. JR. 

STEVEN E. FELDMAN 
JON P. CHRISTENSEN 
LEONARD FRIEDMAN 

JEFFREY W. SALMON 
LOUISE T. WALSH 
PAUL  M. VARGO. Pw.D. 
JOSEPH E. CWlK 

J. ARON CARNAHAN 

ERIK B. FLOM. Pw.D. 

WELSH & KATZ, LTD. 
&pd% 

JAMES 8.  RADEN 
RICHARD J. GURAK 
DANIEL M. GURFINKEL 

120 SOUTH RIVERSIDE PLAZA . 2 2 ~ ~ FLOOR MICHELE S KATZ' 

CHICAGO, ILLINOIS 60606-391 2 
1 JOSEPH F. SCHMIDT 

(\"\" B R l A N z o m K o F F  

T E L E P H O N E  (31 2) 655-1500 d BRETT M. TOLPIN 

F A C S I M I L E  (312) 655-1501 GEORGE 5. PAVLIK 

MICHAEL A. KROL. Pw.0. 
CRAIG M. KUCHl l  

www.welshkatz.com STEPHEN P. BENSON 
GREGORY J. SKONY 

MrLYNDA J. MOORE 

AMY L. HAMMER 

GREGORY J. LEIGHTON 

DENNIS C. LEE 

May 1,2007 

OF COUNSEL 
LAURIE A. HAYNIE 
PHILIP D.  SEGREST. JR." 
WALLACE L. OLIVER. P*.D 
LAURA A. LABEOTS. P*.D. 

DONALD L. WELSH (1925.19981 

' ALSO ADMITTED IN DISTRICT OF COLUMBIA 

.. ALSO ADMITTED IN AmaaMA 

HAND DELIVERY AND 
ELECTRONIC MAIL (garv.buehler@fda.hhs.govj 

Food and Drug Administration 
Off~ce of Generic Drugs, HFD-600 
Attn: Gary J. Buehler, Director 
75 19 Standish Place 
Rockville, MD 20855 

Re: Apotex Inc. -- ANDA 76-719 (Amlodipine Resvlate Tablets) 

Dear Mr. Buehler: 

This letter is submitted on behalf of our client Apotex Inc. (formerly TorPharm) and 
addresses an issue posed in the five questions set forth in your letter to Mr. John Ley of Apotex 
Corp, agent for Apotex Inc. 

Effective April 3,2007, the United States District Court for the Northern District of Illinois 
lified its injunction against Apotex relating to the '303 patent. Order, Pfzer v Apolex, No. 3-c-5289 
(N.D. 111. Mar. 29, 2007) (attached as Exhibit A). FDA may have the understanding that the 
injunction in the district court prevents the FDA from approving Apotex's ANDA. However, since 
April 3,2007, Apotex has not been enjoined. Apotex does not know if the FDA was aware of this, 
and asks the FDA to issue final approval of Apotex's ANDA for amlodipine because of that fact. 

In its April 18,2007 decision, the FDA considered Mylan as having final approval despite a 
district court judgment against Mylan. FDA did so because the Federal Circuit had stayed the 
injunction against Mylan because of the Federal Circuit March 22, 2007 judgment in favor of 
Apotex and against Yfizer. Letter from Gary J. Buehler, Director, Office of Generic Drugs, to 
ANDA Holder/Applicant for Amlodipine Besylate Tablets, at 5 n.4 (Apr. 18, 2007) ("April 18 
Decision Letter") (attached as Exhibit B). This is the identical situation that Apotex is in now, 
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