


Donald 0. Beers 
Arnold & Porter LLP 
555 Twelfth Street, N.W. 
Washington, DC. 20004~1206 

William I?. Cavanaugh, Jr. 
Patterson, Belknap, Webb 8t TyIer 
1133 Avenue of the Americas 
New York, NY 10036-6710 

Re: Docket No. 

Dear Mr. Beers and Mr. ~av~a~gh: 

This letter responds to your 
Drug Administration (FDA) 
Pharmaceuticals Inc. (Rekant) 
comment you submitted .&ted 
Laboratories and Laboratoires 
Reliant’s new drug applic 
statutory obligations by c 

behalf of Abbott 

(Petition at 1). You suggest 
(the Act) (21 U.S.C. 355@)( 
drug that Reliant’s 505(b)(2) a~~~~cati~~~f~nces and-on which i’t relies 
to aI2 patents on all other ~a~r~ap~roved- Abbott products that were .appro 
some or all of the same tqderIying 
all these later-approved products is 
later-approved products t (Petition at 3). For 
the reasons described in detail below, your petition is denied. 

I. Backgmmd 

Abbott obtained approvaI ‘for 
capsule on December 3 1,199 
preciinicd investigations required 
its application, Abbott submitted 
that patent in Approved Dtug 
Book). This patent is d&to 
nonmicronized capsules 

cronized fenufibrate 

-304. FDA listed 



On February 9,1998, FDA 
fenofibrate capsules. Onb yew later, 
for 134- and 200 

to NDA 19-3U4 

The supplement did not hv&a~e~add 
eff&venms. No additional &te&r+ 
supplements. 

studies. It was als 
Abbott in the first 

January 9,2018. 

On Sept&nber 3,2002, 
drug applioation (AjVD 
the first MDA (NINA 19-304) 
marketing all strengths ur+der 
capsules approved in the first .NDA wm,xaat disco 
or effectiv~ess (68 FR 56636;, October I, 2003 j. 

ifor reason of safety 

On February 18,204, Reliant ~~~fi~.A~bo# that it 
microni& f~c@brate capsule in 43-, 8%, and 330-m 

iant inchded in its 

Abbott notice of the’ certi 
45 days of receipt of 
Reliant that Reliant was 

listed fur ‘NDA 2 19 
required to do so. 



II. PlOSitiOFM of the &Was 

Abbott and Reliant dis 
section WS(b@) of qmt such as Reliant 
must c&i@ not only to &at ts it references, and 
an whose finding of safety 
product tlhat was q~proved on 
referenced it3 the 505(b) 
Act “is nat limited 
claims th& the word 
of 8 drug pradu*” (P&iti+l 
“drug for which such ~v~sti~~~~~ 
certify to patea@ on forrn@ations and 
investig&ions estBblis~ s&f* m43 
Yirture formulatons whose approval 

Reliant, by contrast, ax-g& thsat 
require applicants to cert8y I9 
listed drugs they rerferenck in 
Behalf of Abbott L&cm 
FDA response to citizen 

Petition Fikd on 

the listed drug identified, ‘“8 ~~~)~~) 

satiety and 
approval of It.&&5 application 



listings for the listed drug upon 
which md on which inv;esti 
application were conducted;’ 
the statute would glow Ng 
patent protection on thokqe prmbkts 
is ncontrary to both the @Grit and 
regulaticms” @pp. at 2). : 

III. Legal J?rameswrk 

A. 

listing as follows: 

The applicant sh& fib with the 
date of any.patenj w&t& cl&w 

appkatio~ the S&x 
preceding smt%nces. 

21 U.K. 355(b)(l) (emphasis 

355(w)). 
’ SW 21; USC. 321(g). 
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. . 

drug for which the upplkmt sub~r 
drug” as meaning patenti clung 

According&, FDA regulations ado 
provision, NIlA applicxujts mx&t 
prudm for which the applica@ is‘s 
(requiring appliktions to; co&a&~ 
28872 at 28873 (July 10,’ 19 
‘dnrg’ to mean ‘drug pxoduot 

approved applia.ion”). 
information under this p~~sio~.for 
chosen not to pursue, or beak of 
approval (Id.). 

Section 505 (b)(2) of the Aoi 
patents listed and p~b~~sh~.fo~ & pm 

investigations dem2b 

2 1 U.&C<, 355(b)(2) (emphasis added). 

not at issue here. 



With respect to each patwt as to which the s&ion $05~~~2) abet qlA& k$eMy, the 
certification must state: L 

(i) that such pate& i~~~~~~~ hp not been 
(ii) that swh patent has e%pire& 
(iii) the date on which such ~~~~ .wilt 
(iv) that sugh pateat is- ~uv~id or wilt not-be i 
or sale of the new drug for w~oh 1 

21 U.S.C. 355(b)(2)(A). 

If a section 505(b)(2) appliGmt 
certification, the applioat 

holder and patent owner Gave ret 
applicant for patent ~~ge~~t 
proposed drug (21 L&SC, 35§( 

The query, then, is what list 
result, for what patents w&l 
section 505(b)(Z) quoted above, abbot 
not limited to dmgpmdu~:t. Abbott a.@o 

condu&” inste 

This lauwage does not b 
such investigations were 
patents on “fiture formu&.ions 
language may be ambigums in d 
FDA’s interpretation of ‘th&s 
patent cert&&on provis$o~3 in cokk 
The language of se&ion 5~5~~~2~ 
the drug for whix$~ patent ;kerti 
section 505(b)(l) di&x.ssed ab 
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FDA’s impkmenting re 
They establish that an app 
drug prod,uct may subnit a 5~~~~(2) a~~~~~ 
support th~,modificatio~ (21 CFR, 3 ~4.5~~)). 

3 14.54(a)(l)(iii)). The re~~~~ r~~~~5.#~~~(2~ appli 
certification or statement requ&& undei se&&on 505~~(~) 
relevant patent+ that clainj the 
relied on by the applicant for 
the listed or other drugtt7 (21 
drug is defined as Ita new ~~“~~~ 

Together, these provisi 
whole or in part on the 



relies and are limited to @e p&t~ts’,s~brn~~~ and pub 
identified.* 

or drugs 

This interpmtatian als 
detail in the 505(b)(2) 
Waxman in&rpr~tion that 
provisiork3 in sectGas SOS 
patents on the listed dq~ 
on other produGts in the 
suIrporleds@e approval 0 
certifictttion oblig&ions 

c. Choosing t+ L 

In contrast to Abbott’s syeeping 
FDA’s approach is tailorqd more’ 

’ FDA xwtei that this approach 
same i.nvestigatims to bppoti. 
both produots, If two NDAs from 
listed for product B and not for pro 
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that a 505(b)(2) applicant must c&i 
each proposed 505(b)(2) 
rely. Once a listed drug 

505(b)(2) ~;ocms to endqrkp 
permittedl; They &rther 
maximum extent p&siblq 
re-review} what has ah-eady 
longstanding interpretat& o 
to rely to the greatest extent po 

When there is no listed&+ug 
the 505($x2) applicationi 
addresses how to id&& 
However, because, undo 2 1 
to a listed drug need only supp& I 
follows that the m&e s&&k a 
of data that will be need@ to 
duplication of rcsseph w 
no pharmaceutically equival 
applicant should choose the 
approval is sought. 

I1 FDA’s regulations at 21 CF% 320.1(c) d@ne 

” A 505(b)(2) applicati 
wheo, for exam@, the 

tablet dosage form 
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. * _ 

Similarly, if all the infoiqati 
in the 505(b)(Z) applicati& i 
that application is a plumiwc~tti 
which approval is sought,: the .$I 
application. This is the case 
information. This approa;Ch m 
applicaticuns and for ANDAs 
drugs on whose finding of s 
phax.lnaceutical eqrivalw ori 1 
alternative), not to paten 
not. 

Accordingly, Reliaut CIT& 
approving Reliant’s IWAx 
finding of safety and effeeti 
304). Thts fenofibrzke ca* 
most similar to the fmofibrate 
ffom the Abbott product 
product differs from the 
strength and dosage ‘foran. 
NDA as its comparator drug 

and efffectiveness 



V. Cowfusion 

FDA rejecta Abbott’s 
NDA 19-304, but al 
in NDA 19-304 for 
regulations, Reliant 
NDA 21-203) that was nqt a 
to Refia& drug product qnd on wbhh 
to both NDA 1 g-304 and I4DA 21-203, 

t only to pateats for 

Hatch-Waxman 
fbture products and potentially use 
and exclusivity protectioti on that p 
denied. 


