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Re : Docket No. 2005P-0436: 

Poan F FunNc NI7A 21-8b3 ; Ibtlppofe12 Liquid Filled G-jelati3? 
JOHN G. TAYLOR 
KEVnvF Mumnr Capsules ?00 mg; Ranbaxy Laboratori es Ltd, 
AnTx~m L. Honc 
SnrroxA Kvzeuay, PH.D. 

' SxEMM J . Lm THIRD SUPPLEMENT TO CITIZEN PETITION co~~ ~ 
A. TxoMas S . Smwoxn 
BnRaaaa Z. MoRxwe,x Upon due consideration, our client Banner Phanrtacaps Iric . is compelled 
Rov,RrE, coumn to reply to the comments on Banner's above-identified Citizen Petition filed by 
vEENA, LEVY wEINHoUSE Ranbaxy an March 23, 20OC . 
DnnxEx M . Smtox 
Dnvro A. Zwara .x 
PEARL T~Kvc LMc SMw 
DnLoN Km I. FDA's Pharmaceutical Equivalent Patent Certification 
NAnuN v. wmR Requirement Is A Valid Interpretation of Section 505(b)(2) 
SAMUEL S . 1"* 

H. SARAH PAw Section S05(b)(2) of the Federal Food, Drug, and Cosrnetic Act, 21 U.S.C . 
saorr A. czAnx § 355(b)(2), requires a 505(b)(2) NDA applicant to certify to Orange Book patents 
THomAs ~: Pmsox 

M~ a reference listed drug ~ ER~,D) uC~c~ai which tI1e applicant relies for nor x~n~r 7. B RUN .~v 
Jo~ J. Mor,Ermn, N.D . 

, 
safety and efficacy data . The section, however, does not explicitly address the 

7&VUExcHUNG situation where there is an additional RLD that is the pharin ace ut teal equivalent of 
JOHN S. GOETZ 

cHm a, suzcra the 505(b)(:Z) applicant's drug . As such, Section S05(b)(2) is an-lbiguous on this ̀  

TH w issue, and FDA has extremely broad discretion to fili the gap. Pin-epac 
x~. J McG~ 
J,,nn E.B,,xxs� rrW Pharmaceutical Co. v. llrojzapson, 354 F.3d 877, 838-83 (l:.C .Cir . 2004) (upholding 
Doom L.Lu,PH :D. FDA's interpretation that a Paragraph IV filer's certification Is not effective until it 
F'nntvca sceisI.~wEro~.a- D r esn , ) . but is not void for late notice sends notice 
PAm A. Lm , , 
ANfOMO' PAPACEOxCIOU 

Amon n. Mum:r.o In Purepac, the U.S . Court of Appeals f:or the District of Columbia Circuit 
nAVmxEW&W emphasized the lot~ ~- ~ ~ ' standir~ = ec,cogr3itio~7 that "the breadth ol~tl~e agency's ~ ~ v~~ ~ 
*aa2itteawasa discretion is, if anAlling; at its zenith when thd action h1volved when the action 
othet dm New York assailed relates primarily not to the issue of whether conduct violates the statute or - 

regulations, but rather to the fashioning, of policies, remedies and sanctions." 354 
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F.2d at 889, citing Niagurcz :41oI;nwk Pou>er Corp. v. Fed. Power Comm'n, 379 F.2d 
153, 159 (D .C.Cir . T967), 

FDA has decided to fill the instant gap by requirinu- a ~0S(h)(2) applicant 
like Ranbaxy to rely also upon the pharmaceutically eqmva*1em R~ D, and to certify 
to any patents claiming the pharmaceutically equivalent RI,D . Tliis decision is 
reasonable, permissible, and is vntitled to great c~-cference . Chevron USA v. Natural 
Resources Defense Council, 46'? U.S . 837, 843, 104 S .C t . ??78, 81 L.Ed. 2d (1984) . 

As most recently held id, Apotex Inc. v. Food ::d3rci Dri~~~ Administration, 
No.CIV.A. OS-0125 (J-DB), 2006 WL 319042 *11 (B.L).C' . Feb . 13, 2006) 
(sustaining FDA's "patent-by-paterit"' interpretation of 1 80-day generic exclusivity) : 

The FDA has been given substantial delegatod authority over , 
a silent and ambiguous stattite in this complex arena, and has 
chosen a method that it believes strikes the delicate balance 

hig between the competing , legislative policies of irzceriiivizi 
new pharmaceLztical clevelopinents and encouraging IotivUr-cost 
generic competition. Hence the deference to which the agency is 
entitled is at its apex . See jUf.ited .5'.ates v.J 1deeacl, 533 U.S. 218, 
226-27; 121 S .C 1 . 21 164 , 

ZI. The Fencsfybrate Decision Is Applicable Precedent 

Ranbaxy's attempt to distinguish the feziofibrate decision (March 23ra 
comments, p.3) is meritless . 

FDA's Nov. 30, 2004 fenofibrate decision fully articulated the principle, -
earlier embodied in the 1999 Section 505(b)(:2) Guidance, that a 505(b)(2) applicant 
must certify to patents claiming a pharniaceuticalIy equivalent RLD. In applying 
this principle to the fenoYribrate facts, FDA found that it did ~~~~ apply to the 
situation presented 'there, because "Reliant"s section 505(b)(2) application for 
fenofibrate did not seek approval for a pharmaceutical equivalent to an 
approved product." (Banner's instant Citizen Petition, Ex. 1, Lit 10). 

Here, however, Rarabaxy does seek approval of a pharmaceutical equivalent 
to Banner's previoLisly-approved drug product, and tritist thcvctbre follow the 
505(b)(2) Guidance's patent certification principle affirmed in fenofibrate. 
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III. Conversion To An AN DA Is Mandated By 
Hatcb-Waxrgean And The 505(b)(2) Guidance 

Ra;nbaxy's assertion that it cannot be required to con-vert its application to an 
ANDA, due to lack of precedent . is unfounded. 

The precedent is the statute, confirnied by, FDA's 505(b)(,2) Guidance . An 
ANDA must be filed if the drug for which approval is sought ~s identical to an-RLD 
in active ingredient, strength, dosage form, route of administration and labeling . 21 
U.S .C . § 355(j)(2)(A)(ii), (iii), c:v); 21 C,F'.R . § 314.101(d)(9) . Moreover, the 
SO5(b)(2) Guidance unequivocally states in peftinent part : 

WHAT CAN'T BE StiBNIITTED AS 505(B)(2) 
APPLICATIONS? ' 

" An application tliat is a duplicate of a fisted cir-ug and ' 
eligible for approval under Section 50:5'0j (see-2 l v.F.R . 
314.101(d)(9)) . 

(Banner's instant Citizen Petition, Ex . H, at 6) . 

Ranbaxy's drug product is a dLiplicate of Banner's drug product -both are 
ibuprofen base, liq Uid-filled gelatin capsules, 200 n ig, a tnigraine labeling 
indication . As such, Ranbaxy'S product is elia-ibie far approval via an ANDA. 
Ranbaxy must therefore seek approval via an A1'vDA . 

That RaDbaxy's product was initially sub3niited via a 505(b)(2) NDA does 
not alter this result : Banner's, product has now received appro,,al of a migraine 
indication. Prior to final appro~~al of Ranbaxy's product, kanbaxy's product` 
duplicates Banner's previously-approved RLD. 

In this regard, FDA routinely requires applicants to adapt to changed 
circumstances while their applications are pending, For exaniple, in 2001 generic 
applicants for the drug omeprs zole were required to arnend their labeling and 
conduct additional bioequivalence studies, when the innovator (Astra2eneea) 
received supplemental NDA iipproval for a labeling change advising that patients 
with difficulty s-,vallowing a capsule could take the product sprinkled on applesauce . 
No generic application received final approval until its sponsor had successfully 
conducted an additional bioequivalerice study under sprinkle-applesauce conditions . 

So too here . Ranbaxy iniist conduct an additional study via an ,ANDA 
demonstrating bioequiva;1etice to Banner's ppeviously-apprQveca ,pharmaceutically 
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equivalent RLD. 

IV: Conclusion ; 

For the reasons set forth in the instant Pefition and all supplements thereto, 
full . Banner's Citizen PetitiPetition should be ~ra granted in 

Respectfully suIrmutted, 

FROMMEk LAWREN C -E & HAUG LLP 
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Charles J . Ratibleheck 
C7R:bav 
Encl. 

cc(w/encl.) : Charles Ganley, ?~~ . D. 
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(HFD-560) 
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Evaluation (HFD-560)1 
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