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lhat 8
mwmmmmmm secking 2o sxtend & period-of
exshusivity-for a-drug produet under tis Faderel Pood; Drug, and
Cosmetic Act FDCAY ina way sot inended by Congress and in-a manner

statute a1 issus was-designed to give one generic drug manufacturer & 180-day



Inc., is-t0 preventall generie drug. anufacnarer, Pliser,
” & ‘L:\: Ry {n .Y

nifedipine produst, not just defier susly-sonpetitl Wm days.

generic nifodiping: |
- ) ‘memmwmm Ou Febriniy 4, |




gie sole marketer of 4 “goneric” 30 mg. nifedipine produc-(Plixer's)
Tis response ta-aw adnsinistrative petition submitted to FDA: by Biovail's

&WMMQ';MM sha patent in question w0 be
Inidally, Mylan filod + paragraph TV centificstion witiss ANDA, and was
mind by Phuer for pasent indingement. However, before s judgnent was randerod:
inshe infringement sstion, Mylan and Piixor sntered into a sottlsment agreament
nder which Mylan is vaschting Plicw’s product as & *geacric® drug. Basod-as



Wﬁmmm

meiite. WMMWMWMMMW



Axiamie i this case sre provisions-of the FDCA tiss apply 1o new deug
wmmwmmm amisﬁm The-satutory
MMMMM%W;WM@MW

i Pt 1. No, 98417, 98-Stk 15851988 Tide Lofthe

mmwmmmmammm
B Rap. Mo, 857 {Part 1), P80 Cong., 24 Sexs. a2 15-{1904); reprinted-ln-1984
QMWr ﬂm &mmm ATV ES TOISE




ng-10-market plonecror
WMWMWWWWWQMWW
safecy anid slfoctivences of the drug, an MDA applicent aleo veforsed 0.0
wotiod of neing the Sy for wiich s olaim ot patent inBingement could:

5& Ay i e Ay - - -‘"“"“’,i”‘ &."" '

Beokflistad drugs). 31 UB.L. § 33505 Under thoabbreviated procodure, ANDIX:
drug that the gonoric applicuiion references. 21-U8.C. § 355G5(2), Thus, ANDA
apglieants mmmanmmmmm The statute roquires that an
ANDA contain, smong other data and infermation, a sertification with respect to

&



ent that siviny the listed-diug o the method-of the drug's vse for which

ANDA applicant docs not dntead 0 ammmwmm
mmwwmm approval of e ANDA may bs mads
of e Sllug wlthe ANDA mmmmmmm for the listod
for the ANDA applicant's opinion that the patent s nat valid-er willnot be

’,



infiinged. 2¢ USL. § 3%%3&%@.&;3;% FD

: TIRY-SpRrove an

s brought-againat he ANDA wmman A5 days of the-dute the patcat owner
and NDA holdec necsive notice mmmwmw

a J1ALELC, §ISSENSE 21 CR: § 314109061

a-peragraply TV sortifieaticn is made and the notios required by 24 USL. §

As-any inesntive 10t fisst generie diug- manfictrss 3o file s ANDA fore
particulnt fined drug andto e t'the sisk o sostly patent itigation, e

statute provides thst-the fost manufucturcy who Sles sa-ANDA containing »
mwmamwumwum




ity Ses Mylin, 94 F. Supp. 203t 40, An AP applicantis-
voquired to smond-its paterit certification: from s paragrph-IV-to & paragraph WS

9



InSiageone sl it Pllon 1. 01 8. Tho settnnent it




Dader e teeros-of the agreement, Mylan-obiiined s Hoense to markes-diree
settied:thelr patent dispure, Bayer and Mylnnatvo-sctiled sely dispute. ZA. w99

VDA smplsinad that Rl sppeomad sondd e Lasnod anly afbe-the wasciory. 180-dny
memmmm%m w

epled. LA 0 M%wai 1050, mmmm
was i longer sligible for 180-day oclesivig. 14 &mmm
Ww Miyls f'mmvmummmmmmm

1n



5. On-Oectaber 17, 2000, WMMMW&
m»;wm mmﬁym sorne veliefuy-in the citizen petition.

aﬁm;mzmmmmm CFR. § 19.30): FDA sisweoad:-Teve's

snempted 1o sffectaate S puposss el the statate. Ji, = 101-3.

Mylas's actions rendered it ineligile for 180-day oxslusivity. 1A. st 1024, The
dylan/Phirer setilecnent remilted in-the dismisssl-of the patont infringemont
Hdgation, and in Mylan's somketing-of s nifedipine produst under & Hioense tom
Plizer. LA, ot 103, The sppropeiste satification fora-company thet is ne-louger




cliallaiging o sted patent is 3 paragraph 10l cerdfioaton: 1. By seuling the
Wﬁtﬂm msmmmmwmm 240t 5658,

oB8uctive geaecls nifedipine ying acesss 10 wultipis safc and
Sme)s :r mmw‘”m approvel snd give Mylen.{end -
W;‘*th | press, st 105, Inaddition, FDA.

3



150 days $o reap the eoonomic bonefits-of being Pliser's sols coumpegition.

from P Baur in approximendy Maschs 2000, FDA found that Mylan hadoecclvad tha

84l smcasurs of fhe intondad beefit under the Hassh-Waxman. Awsndriens. 16,
e e et

s Civ. Ro. 00-3308 (RIADADDA).

govecamant and intervenory Teve ani Biovail Sled rich in oppositions Mylan's
motion, exd-fhe district sourt held:s hcating-on the motion-on Pubroary 14; 2001.
IAams,
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Lo, 952 F 24802, BI8 (4% Clr. 19523 After serting forth-the standurd-for
mﬁwmmmMmu the uwrits and-cousidersd. -
oshof the theoriss sudotsed by FIDA. in i response to-
B SEADBALL,

13, Withveapoot o the mm«mmm the-district oomt

MW#&»WMM%%%W&

implicitty, e suthority to-chisnge & T enrtification' to.a Tl cortlivition,” and

that “the FDA nuling is based upen-a presumption st 4 inaile

s perticular camn Jil wy 409 |

soatute. LA st410-11. The conrt-quoted e relevant portion of FDA' citizon
"




Pliger's-produet sxiier Shanvits oves, §ik Becauss FPAN detcemination-provided's

mmwmwmmmmm‘ et Wmcman Armendi
wiibely-a-to bring geveds-dragh-otio the werkat as sapidly as-possitie” 1A, et
411 (quoting dlass. 140130 w 08N,

18, 2008, La.ah

injunction. mmmmmm forse- factors-selevant to &
tardebips did not-dusidodly it o Mylan'y fuvor,
2. Thediswios court-slse-comectly Sound that Mylan was unificely te

17



mmw agency doolsion in Gis cass in reviewnd by the Cowst |
punmant to-the Administwative Procedurs At (* APA®), snd-mayy be disabed only
Hirls “ubiwary, capricious, an-sbmse of discretion, or sthsrwise not in-seoondsnos
wihlaw.® $ USC. § TOSENAN Thisstandsrd is bighly deforentinl vo the




A wesk before sppeliant Mylan's brief was die, the Suprerac Court decided
%Wﬂﬂm&mM%mem Asset

w.” the Conrt miat second Cheyron-deference by he ageasy’s- statitory
ation. J at SYPE, This delogation may bo sxpress or it mny “be sppisnt
%h




hioss- it addresser ambiiguity in the statute or B15 o spave in the annoted iw." 1

inistration of sestion 303 of $he VDOA {31 VAL §3553°
368 3158/C. § 355 nose; Pub. L. Mo, 98417, § 105, 95 Btar. 1385, £597:{1984)
2an.




smilysis-because the aguay was-delagated authority e aet withs the force of law -

with respest-to:the Hatsh-Winona Amendments snd fha-decision was anived at
Cheron dsfecence means tat the Court amst defec to the sgeney’s

inverpretation, 3o long as it is.seescnuble. Chevvon, 467U.5: et 843: The agency's

2






B F




wwmmmmmmm@am«mm
Courtmust spply the fmiliar vules of statutory construetion in reviewing FDAN
declsion. The Cowrtumst losk 10 the entie pusposs of the Hatch-Waxisn
s poting it provigions, *[jn expow
pot be guided by o single sentonce or mambee of & sl
Brogaoan, 300 U8, 136, m {199%) {agpeeing. MM&MW
mmmmmmmmwmmmA

%mmmxammmwmmm

“«



mmmwmﬂmeﬁa&w Tho court

sbecrved fhat “Hatch-Waxman asendod w provids an insestive for diug

* compasies to cxplore new drugs, nota matket ‘windfull’ for crafty, alboit

industrious, masiost players™ I, at-54. Finally, Sis const diveoted FDA to-avoid
s



have not boea Saslized, @%MMMMWNW

exthusivity famms sot-vovered by existing regulations on u sassdy-case basls by
disect soference t fhw sutute. LA, st 162-68, ‘

The DAC, Cloeusitbas updheld the appoosch tale by FDA by that guidance
documant. Sae Purcpiag Phans. o, ¥, Frisdmen, 162 F.34 1301, 1204 (D:.C. O
1998); Yoo, 1827 .34 -a1 1002,




EXIIAORIRATY - TEmocs:

BAELY B AReK

tecll S aviiawipoiiliv: S a e addiia. B2, A teL L 4
b T BT R LC iebic t e, ofmerd fplipnte BITTS 2clis A




trinary infinction couldlead 193 permaneat lows. of sustomens,
3842, %hmuﬂ%ﬁwmwﬁmm

a%mammm

s



Myl be-also-simwleen ie: the signifivance it sscribis o dhe possibiliny of
il o b, P, Gy b o e by

e 550 P24 189; 196 (4th

Lie. 1979). Mmmmmmmwmm
caticn ﬁma%ﬁi%&%ma Indead,




colyother “pompetitor” would ba Pizer, m-eatity with whish it bas » busicess
s@mwummammw&mmmm%wm '
sven-to.Plizer. Thms, faitare 10 grany preliminary velicf docs not mexn o pesniantat
Pinalty, nowhsre tn jes-critique of the balacs of the harms doss Mylan
districs oout noted, FDA would be hurmnd by *th Court's sasetivuing of Mylaws
30




continusd Meonepoly and by the disupticn-of the FDA'-generle dug program.
LA, 53 40806 '
dedly p o Mykae's favor, The




&34, Tiwe dlstrict court quoted tha pottion o FDA% sdministative ruling-on-dis




mg- nifedigine poaduct fie vefisrence to WW&W
mmm_

T e thetenn “drig” in the ltroductory sistutory languags to nake
mammmmmwm* This statiate refrs 0.8

33



W%wmmmmmmw@wmg
WWWWM Mmm asthe

180-days. Maisn, 54 F. Supp. 2d a1 40, Like thavest-of thy Hatch-Waxman
Amesdments, this provision strikes-s tislanos: it crestes m-esonomds insentive

fhe product spproved:-tn its ANMDA or Pser's produst a5 u generie drug. Mylm:
%



180:dnys 10 reap the-ecenomic bepefit ofbeing Plzars-sole eompetitar,
Permittiog Mylan-so makes nifedipine wmwmwmﬁw

and: Pl o wind ik

Mmﬂmmmmwn Wmmmm
patent ... nvalid-er not iufiinged.” The plaimiff, Tove; bad filed an ANDA
wag-not the Srst-coupray to Al paragrapls TV ANDA; it-was-in ine belind
Tocphiazs, who was-sligibie.for 180-4s vity, Tuna, 900-WE 1042743, *3
DDL. Ang. 19, 1999); affil, 2000°WI 1832303 (D.C, Cir. Nov, 15, 2000):




‘ m%%m*& ﬁﬂm%%mwmm
mamwmwm fingod Synteds pateat; and Sy |
' Hetion, Snding that Teva acknd a reaponable up 0 of




Basod onthe sbove fucts, FDA initially concluded that the Califomis-co
ordar of dismistal did not satisty the statutary "coust decision” wigger because it
was aet, o-ite face, a “decisio wammmmmwnmwmu :
ot indiingsk™ i at "4, The distict souss agresd with FDA. 14, Howover, e
DLC. Conet of Appeis revecd: S WL F.30 1005, Rathr dhas g o
statusory torme. 14, ot 1008. mmmmmmmm

conatruisd “deision of 3 court mmmm invilid-ornot infinged” w

Haich-Waxman, snd recogaized @t 8 narrower sonstrucition would mean "that the
peisut holder could manipulate the systom in-order to blosk or delay gosesie
eion” a 4

;x4



Srarnework for veview of ageusy bivarpretations of stassies. Mylsn Sief e 185 In




4 e relevant portion of FDA'S







152 B Sdat 1006, '
Mylansites-case: mmwmmwm

mmm Mﬁmmm adniinisrative
mammummmwummmmam



DL, districtcouns. g, at 238 The fict that the response 1o Teva's citizen petition
mmmwm wraenced-does not dinsnish-the deferener to
oniLabs..Ine. v Shaleln 158 ¥F.34: 1313, 13354DC.
Cir. 1998): (FRA ducision lasued aiey dlawiot court action was filed was not
Wwwm %&memmm

My sine asserts that FDAY Jucision i not-dus dafurencs becasisc it

representsachangs in i sgency’s position, Mylss Brisfer 3337, Them areat




e i

similns agreement did not divest the first genoric applicant of 180-duy exclusivivy,
Sue Mylan Brielat 36:37, Mmﬁwwmmmmmm
heard that- sction; in past beanuse the court foundthat FRA' rullng did not
Bupp. Jat 52547 In any case, contrary to Mylau's sssersion Gang Mylan Blef st
3637, FDA oot mwwmmm -ondtmview tiat “drag" mosns "dug

Pinally, MoAan polpts ous thet the *Hx” propossd by FDA ta-dee Auguet 1909
propased mle-is Aiffersu than e astion takoen by FDA 1 ik case. Ses Mylan
Briefat 35. Inthe rule proposct o dmplement Muys wsd- Cpuies, FDA
wiggersdor itiatost, Sos64 Fod Reg. ARE73. The proposed regulntion follows




F.34at 1097 0 §1. Under that approach, settlement-sgoostuents-of the-ty
ixsueria s sase ol not lead to eagtiyy delays tnvthe introduction of geneds
Fed. Reg, st4L580. Inany even, i mgulstion proposed:

mm%. finsl sndtine-ne bearing o8- W% sotions-in-tis-cese are

Mmmmmmm%mwwmm
mmmm mmmmwmmm
mmmmmﬁumwamm s-seetlerac. LA 40710, As




mwmmmmmmmm
Jrom 'MW% aparapraphs WK and,




15 genasic, Amwmmm&wmmmm fastarer is
:mm%mﬁwmwmm wilidity of the

soanulhonreris an memmwmww
markoiplace.” Mova, (40 F30:at 1064, mwmath%wmm




mmmmmmmmm»maw




tificadon diould-bave been changed troma- IV 10 5. 1

iats principles raganding- m ence 10 be given to sn-ageney
W@M»ﬂ&%ﬂﬁmmmmmmm

Mwmwnmwmmmmmmm»m :
sgency mustbe allownd 1o fornmulate policy and raake rulss to filks “gap® leftin
43




insue o changing fom s paragraph 1V 10 & paragraph il cerifivation; FD

autharity for its interprevtion. Ji, # 407+10;
mmmwwmwmmmm While the

statute-provides for s vasiely of scenarios regarding paragraphs IV cox

doe mﬁm what to-80: ﬁﬁmﬁﬁmﬁmﬁ sattind without-8 oot

L patex mma#mmﬁwmmdmmm

sible resultss the soust decides e putent s Syvalid or
nged, or the sount decides the patont bea boen infingsd. 31 US.C. 5.
SSANSEHNIDD. The stavate, W,mmmwstw@ i
Lo ':&WM&MW@MMW FDA
mmwmmmmmmm
conification in the absencs of sontraliing smntory isnguags. FDA stieopredte
1) hat gap by providing an interpestation somsistent with 86 svucture mnd




LA, 52409, Huwever, a1 EINA explainad fn the eltiace petition sesponse, thans s
Mwmwh%wm LA, 102 CFER.§

higasion ended: mmm anﬁwmm




“srosume™ inthe-avidentiary sense of assuming a-cortain-fist1w be tus-unless and
wnors i Hine with whiast FDA *considerad” or “decned” under the circumstins:
mmﬁi Wright & Milleg, Fed: Prac. mm § 513201977) {distinosion

Fioally, the diswist sowt fuultod FDA'S relince o iylan, 94 . Supp. 2t
4043, LA, 5t 409-10. Mylan prasentoda fastual socunrio-vary shfiar 0.4
Batr Labormtories subumitied the firss ANDA with « peragraph IV sentification for




obiained-apaysnent from fhe innovator and-s licenss 2o muarket the innovator's
smetided: i paoeiit cenification from o paragiaph - IV to-x paragraph I so thue

mwamzmw i&»mmwm




The present-case is similar 20 Msleg in thatthe fivst-generie fler is
matketing B innovatir's product under & licensc agresment. Like Mdan, this
agrocucnt has resuited in delaying the dnte on-which- e Srevapplicant begins-o
ket Butthare sre differences as well: in Myl the partiesscnled:the patent
here, this fowt gonests 454 not amend its prragreph IV nerdiBcatipe.
avoid-the Mulan vesult. Howoves, thass fastual differenacs sve not-significass .
toa-diffeentremilt, Tofind otherwiss would allow these companies %o
manipulats Gis-statute to-obtaina markst windlill contrary tothe purposes of
Hateh-Wincsaun. Tims, while fhe diatriot vonrt is-correct thix diore-are sons

3




fusther its purposcs rather than o enable anti-competitive schemes — applies

Ins its-opeuing bricf before this-Court, Mylin neted FDA's finding that
Miylan tost ton slighsiliey for axchugivity, but did ot present-argument on tist lssue.
Mylan Briel st 13 u.b. m, m@mmmew
exclusivity fora-soasonsble price. J.A. st 34; 29, Howewer, Giere wasno
guarantes Hiat Mytan would actually eulminate that-desl-or agree to-a sum-that was
reasonable, snd: Mylniti reflsal 1640 so could-mesn o prolosiged delay i sny. -
other genetie reaching tie market. In any evet, s practiosl affct of the
Myleny/Plizer scttismont fs that Mylan has been. tho sols “compotition” Sor Plizer’s
poodust for move than 130 days. In tnterpreting the FDCA, FDA need-not
allowed it 1o market- two-ofher strengths of PHzersnifediping product for which it
tiadnoteven fled ANDAs (aeg J/A. a1 24, 30) s shuply lrvelevant to whether its

vangaent for 30 mag. sifediphus is wsti-competitive




362, n Mows. the D.C. Cireuis found it the regulstion pronwlgased ty FIIA
text and structare of the stawte.” Mova, 140 FI3dae 1069, Ths eows explsined

Sterest welghed 9. favor of deying infunctive reliaf bucwisy the relicf Mylen
secki is contrwry 1o the purpose of the Halteh-Wuxpisn Amendments. Sas 7.4 at

jg;






1. Exclusive
Wﬁm%ﬁwﬁﬁ ol Bt o
. 32N THBIED, the Deief contalng 12,565 werds,







