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s'-.,
""l" Food and Drug Admlnisnation ANDA 76-549 Rockvllle MD 20LL51 

-


Strategic Bioscience Corporation 

u.S. Agent for; Cobalt Pharmaceuticale, Inc. 

At~ention: James Parkex, Ph.D. 

93 Birch Hill Road 

S t o w ,  MA 01775 


Dear Sir: 


This is in reference to your abbreviated new drug app1icat.ioa-i 
(ANDA) daced Novemb~r26, 2002, aubrnitted pureuairr to secrion 
505 (j1 of the Federal Food, Drug, and Cosmetic ACE (Acc) , for 
Ramlpril Capeules, 1.25 mg, 2.5 mg,  5 mg, and 10 mg. 

Reference is aleo made to your amendments dated May 23, 2003; 

October 22. and December 3, 2004; and February 9 .  March 31. 

May 2, and June 1. 2 0 0 5 .  We aleo acknowledge receipt of your 

correspondence dated April 8 ,  and August 18, 2003, pertaining KO 


the patent iseues associated wtth this ANDA. 


We have completed the review of this ANDA and have concluded 

that the drug is safe and effective for use ae recommended in 

the submitted labeling. Accordingly, the ANDA is approved. The 

Division of Bioequivalence hae determined your Ramipril 

Capeules, 1.25 mg, 2 . 5  m g .  5 n g ,  and la mg, to be basequivalent 

and, therefore, therapeutically equivalent to the lisced drug 

Altace Capsules, 1.25 mg, 2.5 mg, 5 mg, and 10 mg, respectively, 

of King Pharmaceuticals, Inc- Your diesolucion testing should 

be incorporated into the etability and qualiry control progzam 

uaing the same method proposed in your ANDA. 


The referenced listed drug product (RLD) in your ANDA, Altace 

Capsules of Xing Pharmaceuticale Inc. (King), is subjecr to 

period^ of patent protection. As noted in the agency's 

publicatton entitled Approved Drug Products vith Theriipeue 

Equivalence Evaluarions (the 'Orange Book'), U.S. Pateac 

5,061,722 (the '722 patent) is scheduled to expire on 

October 29, 2008, and U.S. Patent 5,403,856 (the '856 patent) i e  

scheduled to expire on April 4 .  2012. 
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With respect r o  the ' 8 5 6  patent, your ANDA contalne a btatement 
under sectLon S 0 5 ( j )  (2)(A) (viii) of izhe Act that the '056 patent 
is B method of use pacent that does not claim a use for which 
you are seeking approval in this XNDA. 

With reapect to the '722 patent, your ANDA eon~ainaa pa~agraph 
Tv patent eertif ication under section 505 ( jI (21(A)(vii)(Iv) of 
rhe Act stating that the patent i e  invalid, unenforceable, or 
will not be infringed by your rMnufaccure, use, or sale of 

Rarnipril Capsules, 1-25 rng, 2.5 mg. 5 mg, and 10 mg under this 
ANDA. Section 5 0 5 ( j )  (5)(B) of the Act provides that approval of 
an MJDA shall be made effective imnedistely, unless an aecion 

was brought against Cobalt Pharmaceuticals. Ine. (Cobalt) for 

infringement of the '722 patent. Thia action must have been 

brought against Cabalr prior ro the expization of 45 daya from 
the dace che notice you provided under paragraph ( 2 )  (R) (i) was 
received by the NDA/patent holder(e). You have notified the 
agency that Cobalt complied with the requirements of ~ectiorl 
5 0 5  (j)( 2 )  ( 8 )  of rhe A c t ,  and that a parent infringement suit was 
initiated against Cobalt involving Rarnipril Capsule8 , 1.25 mg , 
2.5 mg, 5 9, and 10 mg, w i t h  respect t o  the ' 7 2 2  patent (and 
the '856 patent) in the United Statea District Courc for the 
Dis t r i c t  of Maesachusetca (Aventis Pharma Deutschland GMBH and 
King Pharmaceutieals. Ine. v. Cobalt Pharmaeeuticala, Lnc., 
Civil Action No. 03-10492JLT). We acknowledge that the 30-month 
stay prwided under section 505 (j) (5)(B)(iii)of the Act expired 
on Auguat 10, 2005. 

With respect to 186-day generic drug exclueivity, we note that 

Cobalc was the first AND& applicant to submit a substantially 

complece ANDA with a paragraph IV certification. Therefore, 

virh this approval. Cobalt ia eligible for 180-days of market 
exclusivity. This exclusivity, which ie provided for under 
section 505(jl ( 5 ) ( 8 )  (iv) of che kt,' will begin to nm from the 
earlier of the commercial marketing or court decision dates 
identified in section 505 1j1 (5)(B)(iv). Pleaee submit 
correepondence KO the ANDA informing the agency of the date the 
exclusivity begins to run. 

Under section 506A of the Act, cerrai~ changes in the conditiens 
described in this ANDA require an approved supplemental 
application before the change may be made. 

Bacaslee your AND& was filed before the dace of enactment of the Medicare 
Preecri;pcioa D r u g ,  Improvement and Mo4crnization A c t  I-I (Public Law 108-
173) on Decambot 8 ,  2 0 0 3 ,  chis reference to chc lso-day exclusivity provision 
i~ to rhe section of cbc hcc aa  in ofeect prior co December 0 .  2 0 0 3 .  see MHA 
5 l l O ~ ( b )(1). 



Postmarkering reporting requirements for this ANDA are set forth 
in 22 CFR314.80-81 and 314.98. The Office of G e n e ~ i cDruqe 
should be advised of any change in the marketing status of this 
drug -

Promotional materials may be submitted to FDA for comment prior 
co publication or dissemination. Pleaee noce that these 
submissions are voluncaiy. If you desire comments on proposed 
launch promotional materials with respecc to compliance with 
applicable regulatory requirements. we recorninend you submit, in 
draft or mock-up form, two copiee of both the promotional 
materials and package insert ( 8 )  directly to: 

Food and Drug Admini st rat ion 

Divipion of Drug Marketing, Advertising, and Communications 

5901-B Anunendale Road 

Beltavile, MD 20705-1266 


We call your attention to 21 CFR 314.81(b) (3 )  which requires 
chat all promotional materials be submitted to the Division of 
Drug Marketing, Advertising, and Communications (EIFD- 42) with a 
completed Form FDA 2253 at the cime of their initial use. 

Sincerely yours,*+-
Gary Buehler 
Director 
Office of Generic Drugs 
Center for D r u g  Evaluation and Research 


