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Ac:.ng Director 
Division of Cardio-Renal Drug Products 
Office of Drug Evaluation T 
Center for Drug Evaluation and Research 
Food and Drug Administration 
H.PD-1 Zi} 
1451 Rockvifle Pike 
Rockville, MID 20852 

Re: NDA No. 21-435 ; Amended Certific"tion Regarding U.S . Patent 4,572,909 

Dear Mr. Throckmorton ; 

ihis 1etter is to confirm that, based upon uitnrmal advice f~om personnel from the Office of the chief Counsel, Dr. R.eddy's Laboratories, Inc., ("Reddy') is amending its ; patent certification regarding U.S . Patmnt 4,572,909 (the '909 Patent') from a paragraph III certification to a paragraph IV certificatioez . 

The ̀ 909 patent claims various salts afrarnlodipine~ including atnlcadipine maieate, which is the active ingredient in Reddy's ~'3.A . Pfizer, Inc,, apparently listed the ̀ 909 patent under the theory that the pateri¢ ctaism =lcxiipine besylate, the active ingredient in Norvasc& On December b, 1933, Hxer obtained a patent term cxt~.-mir~n ba.sM on the review of the NorvascO ND.A . 

This extension does not cover any patept nights in associated with arnlodipine inaleate : ~LTnder 33 U.S .C . 1S6(h), the patent term extension is limited to those i-ighes en the patent covering the active ingredient of the product an the NDA, or any sak or ester of that activc ings'edlem- l See Merck dc Co., Inc- va Ke,rsier, 80 FM 1543 ) (Fed, Cir. 1947) 

The statute provides in relevant pan as follows. 

Except as provided in pacagraphs(d)(5)(F), tYat rights dcrivcd from any pai=t t ..-,-,,n ci which is extended under this section sh.zIt during the prriod during which thc term oe :hd par:nt ;s cxtzncicd - (1) in the case of a putcsaE which claims a product be li"ted to =y a,.c ?pproved far the -product . . . . 
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perations UKK. Ltd. v. Quigg, 894 Fa2d 391, 398 (Fed . Cir. 199(?) ("product" in riDA is 

active ingredient or any salt or ester of activ: ingredient). 

Thus, the patent term extension far the ̀ 909 patent extended only those patent 

rights related to amlQdipine besyla,¬e and any salt or ester of arritadigine besyla.te . 

' Amlodipine rriaIeate, the active ingredient in Reddy's NDA, is not a salt or ester of 

arnlodipine besylate . Therefore, patent rights covering amlodipirie maleato expire on the 

original expiration date of February 25, 2003. 

Rcddy initially concluded that the appropriate patent certification for patent rights ' 

expiring on February 25, 2043, is a paragraph III certification. Reddy does not intend to 

market its product until that date and does not seek FDA approval prior to that date. 

Personnel from the Office of the Chief Counsel, as welt as other knowledgabie 

FDA personnel, have informed Reddy in informal conversations that they believe that a 

paragraph III certification is inappropriate and that Reddy should file a paragraph 1V 

cercifxcation regarding all rights in the `9U9 patent, including those rights that will expire 

on February 25, 2003 . These personnel expressed the view that that the extended 

expiration date su.bm.ilted by Pfizer applies on its face to a11 patent rights under the ̀ 909 

patent, including rights that will expire on February 25, 2003 . '1 ̀ hey ther~efore concluded 

that a paragraph IV certification is appropriate rej~arding all patent rights based on 

Tteddy's stipulation that it does no: seek approval and wall not market until February ZS, 

2003 . 

Based on this informal advice, Reddy is filing a paragraph IV certification. 

Reddy does not seek approval of its NDA until February 25, 2003. After that date, the 

only products claimed in the patent will be products containing arriIodipine besylate, or 

containing any salt or ester of amIociigine besyTate; ass an active ingredient, Reddy will 

riot infringe because it has not submitted its ND.A to obtain approval of a product thw 
contains any such active ingredient prior to the expiration of the paient . 
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I ~cunsel to L7~ Redddy's Laabboratos-iss, Inc. 

cc : Elizabeth Dickinson, Office of thG Chief Counsel 

35 U.S.G. i56(b) : The statute clcfixkes -product" as, inleradera, "drug product," 35 i1~&C . a56(f)(1)(A) . 

which is in turn 8tfined in rrlcvart gsaa as "thc active ingredient < . , including any saft or tsktr of the zctive 

ingrcdicnt," 35 U.S.C . 156(f)(2~ 
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