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CITIZEN PETITION

A. Action Requested

King & Spalding LLP submits this petition to request that the Food and Drug
Administration (FDA) declare abbreviated new drug applications (ANDAs) may be filed for
1.25 mg, 2.50 mg, 5 mg, and 10 mg Ramipril Tablets similar to Altace (Ramipril) Capsules,
1.25 mg, 2.50 mg, 5 mg, and 10 mg. o

We are aware that two substantially identical petitions were received by FDA on
November 14 and 21, 2005 and assigned, respectively, to Docket Nos. 2005P-0460 and
2005P-0472. We respectfully request that FDA res jond simultaneously, and in a manner
designed to reach all petitioners on the same day, to this petition and the previously filed
petitions. Such equal treatment is necessary to allow fair opportunity for all interested and
prepared firms to submit ANDAs that may qualify for 180-day market exclusivity or other
benefit accruing to first ANDA filers.'

B. Statement of Grounds

1. Basis for Dosage Form Change

FDA has approved Ramipril Capsules in strengths of 125 mg, 2.50 mg, 5 mg, and 10 mg
for the treatment of hypertension and certain cardiovascular conditions. See New Drug

! We are aware that, in some instances, a citizen petitioner may receive FDA’s response to a petition one or more
days before the response is made publicly available at the Division of Dockets Management (i.e., before other
interested persons could know about it). The sponsor of Altace® Capsules has listed in the Orange Book at least
one patent covering the approved drug product (see Attachment 1), That being the case, there is a very real
possibility that a first ANDA filer may be eligible for 180-day exclusivity and the very substantial advantage from
being able to file an ANDA on the earliést possible date. '

2006P-00 8

ATLANTA ¢ HOUSTON ¢ LONDON * NEW YORK * WASHINGTON,D.C.



 February 22,2006
Page 2 '

Apphcatlon (NDA) 19- 901 R il € aps' les m"i'hcfse approved -""f;;gghs;aré;‘:.théf;feféréhcje} R
listed drugs forthe correspondln S Propos petition ,

dosage form that is more ‘
,b1oavallab1hty data will be subi
absorption ¢ ofthe tablet products

~ The Federal Food Dru
of ANDAs for drug produc
§ 355(G)(2)(C); 21 CFR. §§ 3!
petitions seeking comparable dosage
1999P-4958 (approval of petmo 0 subs

2. 7 Labelmg]ﬂf()rmazwn -

In accordance thh 21 C FR §314 93(d) the labelmg mformatlonand ~
'comparlsons are attached to thlS petmon L e \ £

e reference listed drugs,

rmauon) | The draftkk :

2 ended the Federal Food ;
' ng approval of a new

- product for the clalmed md;lcat ns m
“dosing and administration for each pedi 12

effective.” 21 U.S.C. § 355c(a)(2 We as ume that 1
: be applied to this sultabllrty pen b :

) dlatnc as ssment.feqmrement wouldv

2;[ The annotatlons* -



February 22, 2006
Page3 B

Hence no pedlatﬂc assessment would be asbnably"reqﬁl 1

C. Envn'onmental Im :act

‘In accordance W1th 21 C_F_’.R 5§ {5 31, nelth r'an

tal assessment tior an
env1ronmental 1mpact statemen S (ppo of thxs petltxon o o T 9

D. Economlc ‘Im‘ ‘act,

In accordance with: 21 C FR. §?"‘,:O SO(b) econom

"nfermatlon Wln not be
: submltted unless requested by the Comn : :

is petltlon

E. Cei‘i%i‘ﬁczition *

. ~ The undersxgned representatzve o{' King & Spaldit 'that to her best knowledge
and belief, this petltlon includes forr and etition rehes ‘and that it
1ncludes representatlve data andf in rmat n that are :lmewn to—-bex, ‘able to the petmon

ce in California only

Attachments

Ananne Camphlre, Pharm D
Mr. Leo Zadecky




