
April 4,2007 4 

L.. 
Food mid Drug Administration 
Office of Generic Drugs,HFD-600 
Attention: Gary J .  Buehlcr, Director 
7519 Standish Place 
Rockville, MTI 20855 

KE: Amlodipinc Bcsylute ( ~ o r v ~ ~ s c @ )  
ANDA #77-073 

Dcar Dr. Buehler: 

This ~orrespondenccrcsponds to your March 29,2007 requesl for comments 
relating to regulatory issues stemming fiom the Federal Circuit's recent decision in Pfier  
Inc. v. Aj~ofex,Inc., rclating to amlodipine besylate (NorvascPO)tablets. 

Ouestion 1 .  What dr~tecontrols FDA's giving effect to thc Pfcer v. A p r ~ i aFederal 
Circuit dccisiun holding U.S.Patent No. 4,879,303 invalid? That is, ciln FDA treat 
the '303 patcnt PS invalid as of March 22,2007 or must F?)A tkwnit issuance of the 
Fedcral Circuit mrlndate'? Is the answer the samc for all purposes, that Is, for 
determining the applicability of pediatric exclusivity, the triggering of 18U-day 
exclusivity, and the eligibility of otkcr ANDA applicants for final approval? 

L 
U.S. Patent No. 4,879,303 ("the '303 patent") should be considered invalid of 

M w ~ h22, 2007, the date of tho kyzcr v. Apotex decision, whcrcin thc Court of Appeals 
fur the Federal Circuit ("CA1:C") held that the '303 patent is invalid. For ANDAs 
conidining u paragraph 1V certification to the '303 patcnt, approval shall be made 
efFective on the datc on which the court o f  appeals dccidcs that thc patent is invalid or not 
infringed. Scc tj 355j(S)(B)(iii)(IX)(AA). 

March 22,2007 is also the date that the 180-day exclusivity should be ons side red 
ti) havc bee11triggered. (See 21 U.S.C. # 355(j)(S)(B)(iv) (A subsequent-filer's ANDA 
shall bc given final approval no earlior than 180 days afler a triggering event, which is the 
first commercial marketing ofthc ANDA prodllct or "the date ol'a decision oi'a court" 
holding the patent invalid or not infringed, whichever is cnrlier)).' 

I This provision was amended by thc Mcdicare Prescription Drug, Irnprovcmcnt, and 
Modcrrlizatiol~Act of 2003 (MMA), Pub. L.No. 108-173, tit. XI,5 1102(a)(2)(D)(i)(I)(bb)(CC), 
(a)(2)(D)(ii), 117 Stat. 2066, 2457-59 (Dec. 8,2003) (codified at 21 U.S.C. 
!jW355(j)(5)(D)(i)(l)(bb)(CC),(j)(S)(D)(ii)(2003)). The Federal Circuit and lowcr decisions in thc 
Pfizer casc wcrc made pursuant to the Hi\t.chWa.mbn Anle~~dlllentsas  i~~teryretedbefore 
illlplemenlalion ofthc MMA. The MMA was not madc retroactive, $ I 102(b)(l), 1 17 Stat. at 
2460. Therefore, amendrncnts made by the MMA do  nol:a.Fcctthc i ~ u e sunder consideration in 
this letter. 
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