


Donald c1, Beers 
Arnold 8~ Porter LIZ 
555 Twelfth Street, N.W. 
Washington, DC. 2MO4-1206 

William 1p. Cavanaugh, Jr. 
Patterson, Belknap, Webb & Tyler LL?? 
1133 Avenue of the Amqicas 
New York, NY 10036-6710 

Dear Mr. Beers and Mr, Cavaqaugh: 

This letterresponds to your citizqp peti”~o~ 
Drug Administration (FDA) has axsO co@dered the 
Phaxmactxzticats Inc. (Reliant) dated &ptember 24, 
comment you submitted dated Novembti 
Labor&tories and Laboratoires Fourni~ SA 
Reliant’s new Qltgapplication (HDA) 2L- 
statutory obligations by certiffing ,%o ail patents 
(Petition at 1). You suggest that~ection 305(b)(2) of the, 
(the Act) (21 U.S.C. 355(b)(2)) requires Reliant to.cMify not only to tb(: 
drug that Reliant’s 505(b)(2) a~p~~~~‘~ef~n~ and on wb~b it relies 
to all patents on all other l~-ap~v~ &bbott product? *at 
some or all of the same underlying i ens. You wonted 
all these later-approved products in rega&liess of ~e~~i~ 
later-approved products to the d&rib& in Relia@.‘s 5~5~~~2 
the reasons described in detail below, your p&i&n is denied. 

I. Background 

Abbott obtained approval for M)A 19-3@4 for a nized fenofibxate 
capsule on December 31,1993 (t~~~~t NDA). Thh 
preclinical investigations rquired,cif a,f@! NDA under se@ 
its application, AMott submitted pate@ 4,895,726 (the ‘726 -304. FDA listed 
that patent in Approved Drug Produck Wjfh 2%erape~‘c ~~~iv~~~~ ~v~~~~~ (lb Orange 
Book). This patent is due to expire on Jmtqry 19,2009. Abbott has ~ever”~keted the 10%mg 
nonmicronized capsules approve4 in NDA 19-304. 



On February 9,1%X, PDA approved 
femfibrate capsules. One:year later, 
for 13P and 200~mg micrqmizqd 
studies in healthy volunte$rs that 
with that of theprevimsl 
The supplements did not 
effectiveness. No addition 
supplemmts. 

to NDA 19-304 

On September 4,2001, Apbott bbtained 
fmofibrate tablets (the seqcm?NEM)~ 
studies. It was also supl+tedby @e 
Abbott in t&e first WA, as well as.by a mly: & 
the bioavailability of the propomd Abbo~t~l~ 
never marketed -- AbWt IlOO-mi. 
submitted, and FDA listed, the “12 
Abbott subsequently submit@& 
$074,670 (the ‘670 p&en{), 6,~89~552.~~e “5 
tablets approved in MDA 21-203. The 1405, 
January 9,2018. 

On Sept&nber 3,2002, (Teva) obtained forfit abbreviated mv 
drug application (ANDA] for 671,. I ted 
the fir&WA (MDA 19-$04) as t&e 
marketing sill strengths uxider tlmflrst NDA. ,tlmt the fenofibrate 
capsules approved in the first NDA wq riot di~continue$l +?urrz bang RX masons of safety 
or.ef&ctiveness (68 FR 56636;. Qetober 1,2003). 

micronizced fenofibrate cap 
its listed drug Abbott’s fi+t 
applicatiorr a pmagrqh IV 
Abbott notice of the cwt@cation ;(21 U; 
45 days of receipt ofx&.i$e of felines 

required to do so, 



IL Pets&ions of the Parties 

product &at was approve@ on t& 
referaced in the 505(b)(2) NDA 
Act “is not limited to a pa&k&~ 
claixns that the word, drug+ tl@ 
of a drug pm%@” (Petition at 

According: to Abbott, if Conms- e 
patents on fiture form&ions, it 
p&ent.s for the dmgs on I+%?& 
asserts that because Con&m used t&e ~~d~~ imtead of t&word 1p;n, if ~e~~~t seeks to rely 
on the investigations sub&t&i irr ths f&t $IRA @IDA 1%304), R&ant n-m& oertii$~ to the 
patents on the first ND& Iw 
to the second NDA@JD,& 2 

Reliant, by contrast, Argus that the 
require applicants to certi@ “whet& 
listed drugs they referencq in thqir 
Behalf of Abbott L&oratjxiemnd 
FDA response to citizen p&tiomin 
(October 14,2003) (SOS(b)(Z) P&t;ian 
listed drug or drugs (i.e., the ~~~ 
upon for approval wem WldtzGted)2 
becomes clear. R&ant sria;ere_sts &at 

approval of Reliant!s a$plicatikm 
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patent protection on those pro&W 
is ffcontrary to both the split azrd tb 
regulations” (Opp. at 2). 

III. Legal Emmework 

Thus9 to determine the 
505(b)(2) of the A& 
requirements. S&ion 
listing as follows: 

The applicant shalj file with the. liczdon tie patent Wr&er 
date ofanypatentawhich &!a&~ drugfor which ‘the ~~~1~~~ 

preceding satencm. 

21 U.S.C. 355(b)(l) (eqha& added)? 

is 
,C. 

355(0)(2)‘%1. 
‘See 21 U.S,C. 321(g). 



. 

ations adopt this seading of the text an& 

cations to ~km&iin 

For patenta that cla+n a method of use, 

approval (I#.). 

B. Requirements fsr Pat;ent ~e~ca~o~ 

Section 505(b)(2) of the Act &stibes w&m a se&ion ~~~~~2~ app&xm~ must cert%y to the 
patents listed and published for q .~re~o~~y approved dmg ct. as fo~~ws: 

21 U.S.C. 35S(b)(2) (emphasis added). 



With respect to eachpatent as to which the section 505(b)@] applicant ~~t,~~~, the 
ci%%tification must state: 1 

(i) that such paten6 Connation hp not been f&xl, 
(ii) that such patent has expired, 
(iii) the date on which 
(iv) that such pate& is 
or sale of the new drug:fW which the 

21 U.S.C. 35!@)(2)(A). ; 

The queryr then, is what Wed d&g or 
result, for what patents till c~&&~~ti The retevtit s~~o~pr~~~~n is 
section 505(b)(2) quoted above. Abbo~~s that kg in se&&n ~0~~~~2~ sfthe Act is 
not limited to drugp~uduc 
in the statutory language 
as well as drugprodu 
conducted” instead 
505(b)(2)(A) of th 
containing the same actiye 

. on which the section 505(b 

This Ianguage does not bear the weigh! Abbott +bes b St. 
such investigations were,conductad* h&her k~plicitiy kr 
patents on “future formulations 
language may be ambi&s in 
FDA% interpretation of this 
patent certBcation provision~in cur&M 
The language of section ~05~~~2~ oft& 
the drug for whi 
section SOSft>)( 1 
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. 

irnxstigations the applicant did not ccm&.kt, Moreover, 
that the 505(b)(2) applicaqt mu& c+xtifyt$ ~e~~.~t~ 

[505(b)(l)j.” As noted above, se&ion 
products, not active ingtwdi~ts~ ‘3% 

which inkrmation 
listed for t-he drug PI+@ 
that contain the same drQg.sub 



In contrast to Abbott’s swwping a~~uach to ida&iQ@g l&t-& 
FDA’s approach is tailon4i more tllv~owly to rc$hct the h&o m 



that a 505@)(2) appk& must certify oaly to patents on tb43 Xi&d 
each proposed 505(b)(2) ~~~~~~ must Mentie the Wed dmg 

makes clear, howev 
the drug propwed in 
(Draft Ciuidanceat 8). 

maximum extent possibly, 
m-review) what has already 
longstanding interpretation ofs 
to rely to the greatest extent 

to a listed drug need 
follows that the mar 
of data that will be rxeedeid to 
duplication of res-h a$ 
no pharmaceutically equiv 
applicant should choose $he drug or drugs that are most similar t0 the 
approval is sought. 

I1 FDA’s regultiam at 21 CF$32M(ej 
drug produds in ider&ical &sage ide@cd active drug 

diasalutian~. 3. 
I2 A 505(b)(2) appk&tkm mq be &&tted 
when, for example, the 505@9(2) co@& a 

veci in an ANDA. ~A~~~ti~ 

tablet dosage form. 
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