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Pear M?. Buehler, 

Roxane Laboratories, Ino. is responding to your letter of March 29,2007 
soIiciting comments regardmg approval of abbreviated new drug applicationsfor 
amlodiphe besylate products. 

Gen,eralComment: Mylan's ANDA was filed on May 22,2002, and Pfizerw 	 sued for infringement of their '303 patent on September 20,2002 (&w the 45 
day window). According to the Orange Book, Mylan's ANDA received effective 
approval on October 3,2005. On February 27,2007 the district court ruled in 
favor of Hizer and issued an injunctionto prevent Mylan from commercializing 
its product until after the expiration of the '303 patent and its pediatric 
exclusivity. Roxane asserts that once the district court orderedthat the effective 
date for MyIan's approvalbe no earlier than the expiration o f the pediatric 
excIusivity the effective approval should have been withdrawn. Consequently, 
Mylan should not have launched. Since the mandate could not have been issued 
before the patent expired, Mylan should not receive 180-day exclusivity. 

With regard to the Agency's specificquestions, Roxane has the following 
commeats: 

Question 1: What date controls FDA's giving effect to the decision in PJzer 
Inc.v Aporex, hc.,No. 2006-1261 (Fed. Cir. March 22,2007) ('Ypotex 
decision") holding that Pfizer's patent 4,879,303 rthe '303 patent") is invalid? 
Can FDA treat the '3 03 patent as invalid as of March 22,2007, or must FDA 
await the issuance of the mandate? Is the answer the same for alt purposes, that 
is, for determinfng the applicability of pediatric exclusivity, the triggeringof 180- 
day exclusivity, and the el igibil i~of other ANDA applicants for final approval? 
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