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Re Response to Banner Pharmacaps Inc
szen Petmon Docket No. ZOOSP 0436

The citizen petition ﬁled by Banner Phannacaps Inc. (“Banner”) requests that FDA
refuse to approve a Section 505(b) 2) application submitted by Ranbaxy Laboratories, Inc.
(“Ranbaxy”) for Ibuprofen Liquid Fxﬂed Gelatin Capsules 200 mg unless it contains a
certification to the patent listed in the Orange Book for Banner' rofen capsules 200 mg. On-
February 22, 2006, Ranbaxy submitted a response explammg anner’s petition should be
denied. Response to Banner Pharrlada,ps Inc., Docket No. 2005P-0436, Feb. 22, 2006
(“Ranbaxy Response”). On March 17, 2006, Banner submitted a plement to its citizen
petition, replying to Ranbaxy. Supplement to szen Petlt ] t No. 2005P-0436 (Mar.
15, 2006) (“Banner Supp.”). On March 21, 2006, ‘Banner su yet another supplement to
its citizen petition, this time argulng that Ranbaxy s 505(b)(2) application should be converted to
an ANDA. Second Supplement to Cltlzen Petltlon, Docket No 2005P-0436 (Mar 21, 2006) ‘
(“Banner Sec. Supp.”). ‘

Banner’s citizen petition see;ks to unduly and unjustlﬁably delay the approval of
Ranbaxy’s ibuprofen drug product Ranbaxy is poised to launch its Ibuprofen drug product
following approval, which is antlcxpated on March 28 2006 None of Banner s arguments
justify delaying approval. :

Banner Continues to I;gnore the Plg_m Lan age aof The Feod Dm ; and Cesmetic Act

Banner’s failure to address the govemmg statutory langua” in its initial petition, or in
either of its two supplements, is both noteworthy and telling. Section 505(b)(2) of the Food,
Drug, and Cosmetic Act (“FDCA”) describes when a Section: 505(b Z)apphcant must certify to
the patents listed for a prev1ously app roved drug product R '

An application subm tted under paragmph () for a drug for
which the investigations descrzbed in clause (4)... and relted upon
by the applicant ifar approval of the application were not
conducted by or for the apphcant and for whmh the apphcant has
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‘not obtained a right of reference or u"sé "fr"oﬁi
whom the mvestlgatmns Were conducted shall s

(A) a certi 1cat1cm with respect to each patent
which claims the drug for which such a :
 were conducted or which claims a use. drug .
for which the applicant is seeking approval under
this subsection and . for which in ' b
-requzred to be f led under ‘par_ g,,pk (1) or’-, ‘
.subsectzon (c) -

21 U.S.C. § 355(b)(2) (emphas1s addéd)

The statutory language clear \ mks the patent cernﬁcatmn.obhga.nons to the hsted drug
on which the application relies. Th re is no amblgulty asto he paten ertlﬁcatlons requn‘ed mna
505 (b)(2) application. Where Congmss so. clearly expre sed n on the precise question
at issue, “that intention is the law and , } : rk V. EPA _T_F;Sd__ (March
17, 2006), slip op at 9, quoting Chevr 1 Resources Defense Counci
Inc., 467 U.S. 837 (1984) Ranb, :

FDA to c0n51der What is already khoWn about the Banne “drug produc anner Supp at 4. In
making this argument, however, Bann mlscharactenzmg the relevant statutory inquiry.
Patent certification under Sectmn > is tied to the findings the a applicant relies upon in the i
application — not to the ﬁndmgs FDA 1ay have made m evaluatmg other apphcatmns

Further Banner’s “necess1ty argument is not ccmswt
the FDCA more generally When dlfferent apphcants submlt
ingredient, FDA reviews those ND. ndepandently It doe
apply its knowlcdge of one apphcauon to the other, and it do
reference the data of another apphcant smlply because the pmdn
ingredient. The same pnnmple shoul ] apply here :

 with 'thsg way the FDA applies
s for the same active

e that it must of necessity
,n'e one apphcant to
mvolve the same active

" of the Hatch Waxman
' preposed appmach is also ;
y to determme what FDA may already have learned in the
nditioning. patent certifications on FDA’s famﬂlanty wnch
an active ingredient would leave ith no advance warning of what patent \
certifications must accompany an The resultmg system 1nev1tably would be
arbitrary, unpredlctable and 1mpossﬂ)ﬂe to administer. :

Not only is Banner’s a:rgument based onan 1mproper rea
provisions and inconsistent with thi gency s practice, but Be
unworkable. There is no practical »
context of other drug apphcatmns 'f
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FDA’s FenoﬁbrateﬁDec:smn Does Not Su ort Banner s Ar me

n answermg Abbott s
anbaxy certlfy to the
n dealt with a different

> decision also supports

‘Banner argues that Ranbaxy 1gsnored FDA’S prevmus de
Citizen Petition regarding fenofibrate and that this decision re
Banner patent Banner Supp. at 1-3. In fact, the fenofibrate d
factual scenano Moreover, the reasonmg supportmg the feno fil
Ranbaxy s posmon in thls matter. ~; & S

In responding to Abbbtt’s cltlzen petttmn, FDA was answenng a dxfferent questlon than
the one presented here. There, FDA was ¢ nmdenng whether the 505(b) /2)_‘,_apphcant Reliant,
was required to certify to paten' nd NDA on the same active ingredient from
the same manufacturer. The second D lied in part on investigations contained in the
first NDA. Reliant had chosen to certify Iy to patents listed in the first NDA. In that situation,
Reliant could have chosen either the first or second NDA as the applicable | sted drug. Inthose

circumstances, FDA concluded that Reliant was not reqmred to- o the patents in the
second NDA, stating that it was not apy repnate to require ¢ to all future formulations
relying on the same underlying mveSt ation. Response to | et on of Abbott
Laboratones, Docket No. 2004P 0386 (Nov 30 2004) (“Af b sponse”) at 10.

section S05(b)(2) of the Act
atent certifications must
ion explains that

. The fenofibrate decmon recogmzed that ¢ [t]he langu
explicitly links the drug rehed on for approval to the drugvf
be made.” Abbott Response at 6 (emphasx; ntorxgmai)
FDA’s 1mplementmg regulatxons “reinforce this relatlans ety :
certification.” Id. at 7 The analys1s properly recogmzes the lmkag : between rehance and
certification. , :

Indeed, the fenofibrate de’cf years to anticipate a similar situation to that at issue
here. The decision hypothesized a situation in which two NDAs from the. same sponsor were to
have different patents listed, presumably because the patent ; préduct B claim some ,
aspect of product B — such as formulation or indication - that esent in product A. FDA =
explained that an applicant that seeks to duphcate the aspect t B that is not present in
product A, and to rely on ‘product B’s approval to support thi will cite product B as its
listed drug and must ccrtlfy to the patents for product B. Con an apphcant that does not
seek to duplwate that aspect of product B, and does not. reiyf o s for product B, “should
be permitted to cite product A as its listed drug and certify ¢ tents on product A. “Id.
at 8n.12. The same logic relied upon by FDA in the fenoﬁbrate ompels the conclusion -
that Ranba,xy propcrly relied on the Wyeth NDA R
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in Banner’s submission -
, Ranbaxy needed — on the
slication, but rather in

DA to require

rtrfy fo the patents in

In this situation, Ranbaxy had far les:
than Reliant had to rely on the data i
safety and efﬁcacy of 1buprofen for v
Wyeth’s apphcatlon In these cir €
certification to Banner’s patents than ] ere was to requrre Rel_ }
Abbott’s second NDA. e e : '

‘ tates thata

The fenoﬁbrate declslon does refer _to FDA’s draft '
‘ sted drug to ensure

that the 505(b)(2) apphcant does
Id. at 9. Evenifsucha pohcy ‘
5,1t clearly has no applrcablllty nt

: esr approval of
pphcatlon to an ANDA
s;posxtlon is that no
,,___yfﬁeacy data w1thout :

'Ranbaxy s 505(b)(2) apphcatron'
and conduct additional studies. Banner :
one else should be allowed to do wha, Banner d1d reference W
risking a patent htlgatton i ~

Ranbaxy knows of no cxrcumstanc
the statutory basis of its apphc
policy or statement that suggeststhat.
or precedent for 1ts position. :

hwh’ FDA has compelled an apphcant to change
ecision to file the apphcatlon, and knows ofno
would ever consider such a step. Banner cites no law ,

Further, adoptlon of Banner s appreaeh mevrtably wo an nnrnansgeable -

admmrstranve burden and enormous wast of resources. Nei

al for an additional
e to adopt Banner’s
omitting and revrewmg a
ute." : Banner s approach ’

applicant reconﬁgured and FDA.re,-,_. ..év wed, H:éap\pllcatmﬁ




Division of Dockets Management (HFA&{)S)
March 23, 2006 ~ -
Page 5

Even 1f FDA were 1nclmed to adaptBanner s approach, it asne sta.tutory authonty todo
s0. Both the words and the structure of § 505 of the

for issues of exclusivity, which are not re
review, and approve a new dimg -applic;at n under § 505(b
approved another new drug apphcatmn ection 505(
lawfully marketed unless it is the subject “ approved
505(b) or an approved Abbrevxated Nj g Apphcationun
ANDA is penmssxble the statute cxpresses no preference.
ANDA is the applicant’s is reinforced by the Wordmg:of 508 ;
may submit an NDA under § 505(b) and  person”’ may subxmt an AN”DA under § 505(})
The statute imposes no duty on aln from submlttmg an NDA if an ANDA is
also a possxbxhty, the choice is leﬂ. ip to : : ‘

NDA a ground for demal .
T § 505 (b), FDA must

in§ 505(d) is apphcable FDCA § 505((:
with whether one or more apphcatloﬂs fi
505(b)(2), an omission which is fatal to - 1 3
Ranbaxy’s NDA on the ground that it had' prekusly approv |
containing the same actlve mgredxent A : ,

The approval of a mlgram i i
irrelevant as a matter of law i in det
appropriately filed and may no
there were no findings on whxchx Ra o]
Banner drug in the treatment of mlgrame
statutory and regulatory cntena, itise
the converszon of Ranbaxy’s 505(b)(2), ,
this ba51s

nmts let alone requlres

) _janon to an AND. e denial of a 505(b)(2) on

1 Even if FDA could compel an appl "can o suby nit its. applleatmn under secnon 505¢), the
time to do so has long sincy passed ST (ulatlons provide t that the appropnate time
for notifying an appllcant that - (DA toa 505(b)(2) apphcatmn is at the

time the apphcauon is rev1ewed~for ﬁhng;; .21 C‘.F R. ;314 § 101(d)(9)
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Banner’s product is as reckless as 1tf' Wi

application complies with all of the statu nd regulate
the Wyeth migraine drug product. Banner, o ff th
statutory pathway to gam approval for its dru

Kate C Bcardsley ' '
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