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VIA FACSIMILE AND HAND DELIVERY, March 25, 2007 

` Sheldan'T . Bradshaw; Esq. 
Chief Counsel _ 
U.S . Food and Drug Administration 
GCF-1 
5600 Fishers Lane 
Rockville, MD 20857 _ 

Elizabeth Dickinson, Esq. 
Office of Chief Counsel 
U.S . . Food and Drug .Administration 
GCF-1 , 
5600 Fishers Lane . 
Rockville MD 20857 

Dear Mr. Bradshaw and Ms. Dickinson: 

On behalf of Pfizer we are providing our views as to why the ANDA filed by 
Apotex for amlodipine besylate is not immediately approvable despite the ruling by the 
Federal Circuit on March 22, 2007holding P that Pfizer's 303 patent is invalid. It is 
Pfizer's view. that Apotex, tentatively approved ANDA remains subject to Mylan s 180 
day exclusivity until ,expiration of the patent and then subject to Pfizer's pediatric 
exclusivity at least until the issuance of the mandate by the Federal Circuit. . I 

As you are aware, Apotex filed a Paragraph IV certification on June 23, 2003 and 
was timely sued by Pfizer . Pfizer received notification of this certification on July 7, 
2003. Pfizer timely filed an action for patent infringement, triggering a 30-month stay 
that expired on January T, 2006. 

On January 29; 2006, the district court held that Pfizer's patent was valid and 
infringed and issued an order resetting Apotex' approval date to no earlier than the date 
of patent expiry, which is this Sunday . March 25, 2007. As such Apotex was subject 
both to Mylan's 180 day exclusivity as the first filer and would be additionally subject to 
Pfizer's pediatric exclusivity under the holding in Mylait. Labs. Inc. v. Thompson. As 
explained further below, the March 22 ruling of the Federal Circuit does not change this . 
because Apotex remains under the district court injunction at least until the mandate of 
the Federal Circuit issues . 
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