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MO FOE PLUBLE A THIN

INITED STATES DISTRICT COMUKRT
DIETHRRET OF NEW JERSEY

NYCOMED US INC, ET AL

Fllai ot s, Clivil Action o, 10-2635 {KSH)
5 :
TOFLMAR, TN, (PPN IO
[eFen dant. .

EHWARTE, United States Magistrate Judge
L N ThOnOCTInS

Ths malier commes helime the Coarid by way al’ the parbes” jomi letler, datal Apml 6, 2011,
seeking & rubng & o whether Delemdemi Tobmer *s P arziraph IV Noboe Letler [“Paragraph TV
MNotos Lefier™] 15 a combdeniml documeni thai shoulkd be prodeciad rom mresinced decksue
imder the Decovery Conlidemimliy Crder. For ressons stsied herem, the Counl Binds that the
Parzgraph IV Motce Lefier, mchichng the appended Dietnled % blement, 5 nol subjeclio the
Dhssovery Con Bdenim by Onder.
1. B ACK GROU NI

Plamiafl Myo omed 115 Inc. |“MNyoomed ™| was the applcant b the New Drug Apphcahon
|PHDA™] bor Saleracee, & pharmaceulical product approsved by ithe Food amd Drug Admmstrabon
["FDAT]. {Compl. 4 24, May 24, 2000, ECF Na. 1; Redsctad Compl. 9§ 24, My 25, 2010, ECF

Mo, 14, Plmbil Jagoiec AL [“lagolec™ ]| owns the palenis amnd Nyoomed holds ihe exclusive
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hicemses Lo these palenis. (Compl Y 26; Redecied Compl. 9 26.) The palenis are hsied inihe
FOA s “CUmmee Boak™ ol Approved Drug Produck wilth Therapeue Equvalkence Evalushans
(Compl. Y 28; Redscied Compl. 9 24.)

Delendani Tohmar, Inc. [“Tolmar™] Gled =n Abbrevisied New Drug Applicaton
[TANDA™] ssekmy approval lor a2 gemenc versom ol Solareee. (Compl. 4 47, Redacied Compl. 4
47.) On Apnl B, 20110, Tolmer sent & letier, mown a3 16 Paragraph TV Mobce Latier, o
Myoomed and Jegodec pursuant o Sechon SO5) {2 ) b) ol the Faderal Food, Drug, and Cosmesic
Al |“FINCAT), codified =i 21 USLC. § 3550N2 b Compl 4 48; Radsciad Compl. ¥ 46.) The
Parzgraph IV Motos Lelier nol hed the plamib (15 thal Tolmer had Gled s ANDA conlending that
s gemenc versaon o Solerase would ned minnge ihe Solarare palemis. {JoniLefer, Bx. B al 2,
Apr. &, X11.) In peimenipar, the Parsgraph I'V Motos Leller stsies thal “|a] Detanled
Swlemeni ol the acius] and legal s of TOLMAR s opmion 1 appended hereta.™ (Id.) The
Parsgraph I'V Motos Letier alsn staies thal an Ofler ol Conhidental Acces |SDCAT], pursusnd o
21 LLSAC. 5 35505 MO W, was stiached. (ld; Compl. T9 56-57; Radactad Compl. T
56-57.) Mothly, the ur-pape OCA 15 Tollvwed by the iventy-three-pape Delanlad Stelemeni
amel these lwo daocumen ks &re ane comsacut vely paemaied sitschmenl (S koanl Lelier, Ex. C.)

The plaminlls fownd the CHCA s reiincions unressnnshle amd unsaooes full y nepisied
with Tolmar kb amend theee restrctom. (See Compl. 'T] 57, 5965, Redacked Compl. ] 57,
59-65.) The parbes dispuie whether the plamiil1s ever reguesied acoess io ithe ANDA belore thos
achon was hled. {(See e, Compl. Y 62; Redacied Compl. § 62 Tr. 15:10-14; May 28, 2010,
BCF Mao. 17; Jvmi Letier 4 5, Apr. 6, 2011} Al some painl dunmg s cese, the pmies

exchanged the ANDA and NDWA 2 requmad by the Cowt's Orders {s2e Am. Preir, Sched. Onder,
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Ot 19, 2000, ECF Mo 42) and the local petent rules. See L. Pal. B3 6{z).

O My 21, 20010, the plamb 15 Hled 2 Complanni seekmy declarsiory and imimatve
rehel’ and allegng thai Tobmer's Parsgraph IV Molce Letier wes ine Techve and 15 ANDA
mirmged the Solorae petents.’ (Compl 9 83-120; Redacted Compl. 1 83-120.) On May 25,
20074, Terbmer hled an “emergency maolion™ Lo s=al porions ol the Complami thai allegedly
oot mead conBdenbal mirmaton. (Mol o Seal, May 25, 2000, BCF Na ; see sl Am. Mol
oy Sesxl, May 26, 2000, ECF Mo 9.) Om May 2K, 20040, the Courl gramied in par and denisd m
et this meolion {Omder, May 28, 2000, ECF Me. 15), and the plaoniil's Hled a Redscied
Complaml (Redacted Compl., May 2K, 2000, ECF Mo 14.) OnJune 16, 20040, the Court
enierad =n adediional Cnder Lo el sitschmenis thal were 2l the subgecl ol the May 28, 2010
Order. {(Owler, June 16, 20040, BCF Mo, 200)

O Julby 26, 20140, Tolmar Rled an Amnswer and & Counlerclam {Answer, July 26, 2014,
BCF Ma. 22 ) amad soughl o seal porions ol Answer. (Mol i Seal, July 27, 2000, ECF No.
23). The Courlenlerad zn (rder seahng certam pamis ol the Answeer. (Omder, July 29, 20040, BCF
Mar. 26.) On Augusd 16, 20040, the plaamial?s Gled 2 reply to Tolmer's Counterclam. {Answer,
Aug 16, 2000, BCF Mo, 300) On Oclober 19, 2000, the Coaurt held a scheduhng conl'erence amd
therexller siued a Pretnal Scheduhmg Order. {Pretr. Sched. Order, (at. 19, 20040, BCF Mo, 42.)
O Movember 9, 2014, the Courl emlered a Dscovery Conlidenimlny Onder. (s
ComPNdembahiy Order, Mow. 9, 2010, BCF Mo, 59.)

Dhnnga ielephone con lerence an March 31, 201 1, the peries adwvised the Cour ihed 2

"' Om Apnil 8, 2011, the plantifls fled 2 mobon for lkeave o fle @n Amended Complxint
ithat propasies, among oher thngs, loomil the reguesi i declarsiony rehel’ concemng ihe
ellact veness al’ the nolice lelier. (See Mol b Amend, Apr. K, 2011, BCF Mo, 1045.)

3
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thspuie had ansen conceming whether Tolmar's Paragsph IV Nobos Letler should be mulyad io
the resmctom ol the Dhaoover y Conbdenimlny Onder. By Order dated March 31, 2011, the
Courl dhrecied the parbes i [ile 2 joini letier sefling orth thenr pasalons on whelher the
Parasgraph I'V Mobos Lefier 135 & comlidenim] documeni redncied under the tenmes ol ithe Deoovery
Con Bdembahiy Order. {3d Am. Pretr. Sched. Order, Mar. 31, 2011, BCF Mo, 102) The Court
amdlemed the partes Lo subami the letier dmactly Lo Cheom bers, rather them Ghng 11 en the publxc
dnckel, hecause Tolmer asseried thai the contenks ol the Parsgraph I'V Nobos Lelier are
cmbidenbal {See ul.)
L ARGCIMENTS
A Pl nti Fis

MNycomed and Jagriec argue thal all paragraph IV nobce letiers ame pubhc declosiumes
imder FOW regulaions and detemmmeions, Spealically, they omibend thed: (1) perzgreph IV
merbice leliers provided o an MDA holder and patent owner ame public disclosunes, (2 ) paragraph
IV cerh hcabons am aibjac todiscloume imder the Freadom of Informeton At |~ FOLAT]; (3)
the Cowrl shoukl deler to an F DA letder ruhng on ths subgect; {(4) thsrumg & comssient with
mausiry cusiom; {5 ) Tol mer mede the nodoes letier publc by semdmg i Lo compeblons; 2md {6 )
ihe plami{1s dhd mod accepl the (A and ssseni thal 1 15 nod spphashle o a parseraph TV nobos
letier. {Jomil Letier ai2-3.)
B. Dvefendant

Dhelend=mi Torhmor arpmes thad: {1 ) 10 chad med publicly dhsclose oo hdenbal milermaton 1n
s Parsgraph I'V Mobos Letier; {2) s twenly-seven-page (CA conlained the Detanled St iemeni

amdl appliad o o (3) the planib TS accepied the OCA’S s by requedme acces Do the ANDA;
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{4} mor aithem iy has determmmned thed al] persgraph IV notice letie s are public dischsunes smd thad
the FIOA rulmg, upon whichthe plaoniills rely, = detneuehshle; (5 ) ths Cowml has sbesdy
recogmnfed Tol mer's expecishons 1ncon Bdenbiahiby; (6 ) inlimmesion m the Deitn led Sistern eni
mrors the AMNDA; and (7)) a FOLA request o the FIDA wouk] nel resull m decksures of &
merzerEph IV nobce letter. (Jomi Letier 4-5.)
. MaCrss s

Limder the Heich-Waxmem Amendments o the FDCA, & phammosoew cal comparny mmoy
seek expedhied approval o s2l] a genenc veraom ol a previously approved drug s thershy avoad

the normally ione -miem=a ve sand asily drug spproval proces. Mylan Phammn,, Inc. v, Thoamgeaon,

26K F3d 1323, 132527 (Fed. Car. 2001 §; see ala 21 L5, § 355(1). By these amendme s,
Comgre s soughi o balbmoes the developmend of new drugs with the benehi of allowang
coampelilors o marks chesper veramns ol those druges. Mylan, 258 F3d = 1326 (cbng Abbotl
Lahs v, YWoune, 9200F 2d 984, 991 (DL, Oir 1 99060 ) | Ecbwamds, 1L, dsssnimg on odher groumnds jj.
Becton 505 ol the FINCA, codilied sl 21 1150 § 355, sets forth the process by which
apphcamits Bile AND#s i oblain approval o sell penenic dmgs. Tinder 21 1150, §
IS5 M2 M AN YD), &an ANDA spphcaml mus provide the FIDUA with a cerlihealon daimg the
datns ol ithe previowsly approved droe s peients. Spec Doally, the ANDA applicani musit cerb By,
liwr exch piend of the previously spproved drug, that: | ) no pateni mommoabon has been Gled
wiith ithe FD#&, () ithe pateni hos exmned, (IIT) the patent will expne on & periicular dade, or (ITV)
the pateni = imvalil or willnod be infrmesd by the memulsciure, uee, or sle ol the genenc drug
lir whach ithe ANTIAOS siboobied. Mivlan, 258 F.5d &t 1326 {almg 21 LS50 §

355G W2 NANVEND{IV)L Such certifications sre known as “Paragraph 1, IL II1, snd IV
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certi Beations ™ Mylsn, 25K F3d s 1326,

When am ANDA applcami Hles & paragraph IV cert hication, the applcami musi ako
provade mobice ol the paragraph IV cer Bicabon o the dug’s MDA hokler amd pedend owners. 21
TLSC. § 355 2B m); 21 CF.E. § 314.95a). Such a nolice 15 known 25 a “peragraph IV

mnorhce lalier.™ Bse e Madeva Phanme Sansse A 0L v, Boxane Laba, Inc., U, Mo, 07-5145,

2011 WL 310697, & * (DN Jan 2K 201 1) The ANDA applicant mus also include 2n ofler
al” com ldemibal @oces [“COHCA™] lothe ANDA wath 1t paragraph I'V nobos lslier 1in order o seek
declarsdary rehall 21 LLEC § 355( NSO NI och; soe aka 21 L1LE.C. 5 355 (05 O IT)
{dabngithailan (4 “shall connn @ich resmchons & o peraons enliled lo acoes, smd on the
e amd dhsposmbion ol z2ny in et sccessed, 25 would apply had a prodechve ander baen
enlerad lor the pimpose ol prolecimg rmade secrels and other conlidenbal basmes informeion ™).
A requed lor the ANDA under an C{CA 15 consadered an acosplance ol the DC A 2111504
355 (0.5 WO o 1)

The FIXCA amd the FIA s re g bl requme thal & s eraph IV nolice leter inelude =2
detznl ad ststemment ol the =chial =nd legsl bass of the opmxn ol the applcant that the [drug’s |
ptemi is myvahd or will nod be infringed ™ 21 LLEC. § 355 {2 {BMmw HII); e aka 21 CF B §
31495 c 6} {lurther requormyg thal the sisiermeni be 2 “full and delzled explaminon ™). Even m
ithe [zce ol publx commenis i ithe FOMA mules ihel & peresgraph IV nodicse lebier s detn ) ad
dalemenl “mghl compromse the applcani’s irade ssoreibls amd adverss] vy & Meacl the applcenil’ s
aimhiy lo engzee m Ilwaston”™ the FOA declined toprovide such letters the somr ol conlidental
prodedion the FOA amd Congress gave o AND A and declmead i spaa ly the iype or amouni al’

ieian] thaia mvboe letier msi molude. Abbrevisied MNew D Applcsiion Reeulshons; P aleni
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anl Excluavty Proviaoss, 539 Fed. Reg. 50,338, 50,350 (k. 3, 1994 ) (Lo be codalied =1 21
CFR.4 314). Rather, the FO'A requmes

ihet the detanlsd stslemeni ol the IEchial sl legs] bass belomnd the spphcamt’s

oymmom thal the paieni = imvahd, unen lorosahl 2, or wiall nol be minnged mchdes

ithe tollowmg {1 ) For each clamm ol 2 peienialleped nol tobe inlrmged, 2 Tul] 2md

detm lad explmaion why ithe clom 1z med minmged; @nd {2) lor esch clnm ol'a

paiemil alleged to be myvahd or menlvrceahle, & ull amd detznled explanion of the

erounds supporang the allegshon.
Tl {oodiBed 2t 21 COFE. § 314.52{cbM1)—{n) amd 21 C.F.RE. § 314.95(c)6){1—+{n)). [hspuies
regardmy the sulTaency ol a paragraph TV nohos letler ame lor the parbes o resalve. 59 Fed
Reg =i 50,350, Thus, the FO'A addressed concems ol poienizl] decksure ol con Bdeial
milirmabon by declmmyg i gve the nobos leler any speclic prolachion, i requrme dsclosure
ol zamy peri cul ar imbormsion, and lesvme decaons aboul the condends and the sullBoency ol the
ezl o the AND A apphcand, the patent owner, and the MDA holder. 59 Fad. Ree. &t 50,3505
soe abo ul. =i 50,342

Aller receving a paragraph IV nohces letier, the MWD& holder or pieni owner hos Borby
Ive days o sue the ANDA applhcant ir minngeament, olherwase, the FDA may onmesdchaie by
approve the AMDA. 21 LLEC. §355) 5B m) II'a @ emsues, the FDA wall i approve the
ANDA untl 2 cour rules thel ithe peient 15 mvalil or nol infrmesd or uniil oty monihs have
pEsed sanee Lhe recenpl ol the parzgraph I'V nohce letier, whichever comes s Ld.

Hemre, the Coawrd [imd resol ve s whether Tolmer's: Paragraph IV Moloe Latier and Dt led
Stlermeni are one documeni amd whether ithe (A applies o the Deilmlad Steiemenil

Ae Whether the Detailed Statement i Part of the Paragraph TV Notioe Letta, and YWhether

the DA Applies to the Detailed Statement
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Tolmear amgues thal i did med pubhely deckse conlidenbal miommaton in the Paregraph
'V Mohioe Letier seni (o the planiills. Tolmer s5senis thal o “appended” nis Delanled Sizement o
ithe Molice Letier i the emd ol the DCA and views the Detanled Staemen & pariolts (HCA.
{Joaml Letier 4-5.) ndesd, Tobnar pamneied the lour- peee (A 2and the twenly-ihres-page
Dieizn ledd. Sltemeni comseculvel y, =110 they wene a single docummeni.

The Courl Fmds thad Tobmer s asserhon 15 moome ol under the FOCA and the femms of the
OCA kel Frrst, Tolmer cammed separaie the Paragraph IV Nobos Letler Tom the Detanled
Stnlemmenl A detnled sislemeni thal conizms & “full and detznled egplansion™ 5 a necessary
el ol'a parzgraph I'V noboe leter. 21 CF.E. § 314.95{cid]; see ako 21 U150, §
A5 M2 MBI} The Detnled Siaiemend camned, 25 Tolmer sugpess, be sparaie rom the
Parzgraph IV Mobce Letier because withoul the Detailed Steiement, Tolmear's Paragraph I'V
Mobos Letier aline 1205 bo ssiisly the FOA™S requmemeni ko provide the pateni owmer 2 “deten led
dalement ol the Bomal and lepsl baas ol the opmon ol the applicand thal the patenit & imvalxl or
will nod be iminnged.™ 21 LLSLC. § 35502 NBivHIl). Pamnasbng the (A and Detanled
Stlemeni omsscuively doss nol el Tmmzie the regquremeni thad the De o led Sieie menl mus be
et ¢l ithe Paragraph TV Mobce Letier. BMoreover, by the Parspraph TV Nobice Letier™s own e,
ihe Dietn led 5 iiemeni 1 s moomporeied inda il {See Jomi Letier, Ex. Bal 2; see alsoid., Ex. O al
5 {dabmg thai =i Jhx detaled sisemeni 1 hereby inoomporaied by relerencs mio the | Parzgraph
I'V] Motioe | Letler] to which it & appended™).

Second, the Paragraph IV Nolce Lebier dhsousses the (4 amd the Dhetnlad Sdemeniim
separaie secbons and 15t them a3 separsis enclosures. ((See Joml Letler, Ex. B a12-3.) Ths

lriher mdenciis Tobmar's posabon thaithe OO and the Delznled Siemeni &me the come
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oo emil.

Third, &an (A periams o acce s o 2n ANDA 2nd med ko & paragraph TV noboe letier.
Hea 21 LB § 355 W5 MO An OCA allows access ko lhe “spphosiomn,™ relemng io the
ANDA See] LLELC § IS50NS HCH1 0T, Further, an {4 “scoompame|s]™ a parzgraph IV
letier medee, 21 LS. § 35505 O Mook, amd 15 thus nol a2 par ol a nolxce lelier iz=llor a
mevhce latier’s debnled stslemeni (See ako kanl Lefler, Ex. A & 7 {daime =y |§

S05 M5 MO H TN s | terames, the con Bdeniial acces provsamn proleck only mlorms bhon
amitEmead m 2n ANDA, maol mlormabon found elsewhere, such & 1n a parsgraph IV leller™).
Cimsecultve pamnaibdon of the (OCA and the Dhetnlad 5 tetemmen does nothme ko make an (00CA
apply Loa peragraph IV nolbice eter's detzn]ed sadermeni.

Foarth, viewmg the CHCA and the Detnled Slatemenl = one and the some & incomnsa el
with the FDC A, The sstie provides a sequence o ensure the omienis ol ithe ANTIA are mal
msased, nammely, by @n oller ol con Bdeniial acoes and scceplanc e ol that oller enher expleaily
i through 2 requed lor the AND AL See 21 LSO 5355 HSWCH 1T Thus,
“olpEme” the siep ol ollermy o Bdenbal acoes and achally providme thal scoes does nol
il kowr “the proces clearly sel forth m the con fdeniial 2 a0 e provsson ol the Ad, which
omie ol e an ol Ter ol conlidemnin] aocess, acceptmos ol the oller by requeshng aocess Lo the
ANDA, and review ol'the ANDA ™ {(Joiml Letier, Ex. & 21 5 n.5. ) Moreover, the conldenim]
acceg provison “does nof indicale that we ol infommaton provided in a parsgraph IV nobce
Ielier or lanlure o odyecl i the propased ferms: ol conbideniml iy conmnned m a parsgraph IV
mrbce letier congdniules acceptmos ol such lemmes.™ (See xl. 3 T {emphzas m ongaml ).}

Acoordingly, the Courl Pmads thad Tobmer's Dietailead Stdement = pam ol the Parsersph 1V
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Maboe Letier and the (HEA does nol goven them,
B. Whether the Paragraph I'V Motice Letter 1s a Public Vs closu re

The Courl nex comsklers whelher the Parsgraph I'V Molce Letier = a publc disclosuns,
My comed and lmpodec assen thal the Counl musideler o the FOA s dalemeni m the Faderal

Regser and an FDA letier rulmg, deied Jamuary 7, 20010, puraiani o Chevron, LLSA . Inc. v

Malural Resmmoes Delemse Couna ]l Ins_ 467 L5 B37 {(1984). (Jomi Letler ) Tiol mosr does mod

ithspaile the sserinn thal the Cour should deler to thess mphanbes bul medesd srpmes thel they

are dutngushshle s imapphcable. {(See lomi Letter 34, ) Under Chevmom, couris owe

ielerenos Lo apency mierprelsbons of daties and regnlabons that the sgency admmides. NVE,

Inc. . Dep'l ol Haslih & Humem Serve, 436 F. 5 182, 186 (3 Cir, 20006). Lebier mulmgs,

howes ver, 2me mol necesam by emdilled i this level ol delerences. Eh’[ﬁl‘iﬂm . B, lor Huomen

Dev., Inc., 233 F3d 175, 185 (3d Co. 2000 {nodmg thatl opmem kelens and other infommal

apency Iniepretaiions are nol enbilled o Chevoon delerence). Bul see Mylan Labs, Inc. v.

Thompeon, 389 F3d 1272, 127980 {DLC. Cir. 20K ) {zppl ying Chevnon delerence o 2n FDA
leller decisxm). Evemalihe Jemumny 7, 2014 leer ruhng 15 mod endslled io Che vron delerences, bul
amly “embiled io respadl. . . Lo the exiend they have the power o persuade,” the Courd Bimds i 5
persusave., Madwson, 233 F3d &t 186-K7 {cizbons and imlemal quolabon marks omnbied ).
Thas, the Cowrl may comnsader the muary 7, 2010 lefer ruhng iogether with other suthonies bul
mese] mad dleler ol

Balore adopimg 21 CF. R § 314, the FD'A addressad the queson “Shoukl a11 Parsgraph
'V Certihicalons Be Made Pobls - .7 Applestons lor FDA Sppooval o Markel a Mew Do,

68 Fed. Reg 36,676, 36,690 (June 18, 2003) { codified t 21 C.FR. §314). In pertinent pari, the

1l
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FIA ruled thai

|w e declme toamend the proposad rule lomake public all paragraph 'Y

certiicaixms . . . . Linder curreni prachce, paragraph IV certi icabons ame suhgecl

Loy puble ¢hac ksure under the Freedom ol Inlommabon Acl {FCLA ) and FIA S

pubrhe disclosume repubbons inoe the novhce of the pErser=ph IV ceilicatom hes

heen provaded io the MDA hodder smd petent owner. Because the notice to the

M4 holder or patent owner of the paragraph I'V certification is oonsidersd

# public disclswre afier notice has been given, the e Boslon & avalable

umeler FOILA,
6 Fedl. Reg = 36,69 (amphesis added). Thus, inconmadenng whether paragraph IV
cerh hicahons are subgec L Lo s ksaime under FOLA, the FDA reled upon fs view thal peerseraph
IV novhice leflers are pubhc declisures once @ven Lo the MDA hakler or paieni hokler.
Therelore, when ithe oo letiers are disclosad i the MDA holder @l pademi twmer, ithe
Erzgraph I'V noloe s ame deemed publs dsclosines

The FLOA reached the same delemmmation sbowul nolice keilers m a letler dated Jamwery 7,
Ak {Joaml Letler, Ex. A.) Inthaidea=aon, an AND applcan senl a parsgraph IV nodice
ltler ko 2an MDA holder, ineludimge deesten led imfommaton ahaul the compaoabon ol ithe mew dmg,
(Il &1 1-2.) The mvhce lelier sisled thel the mltematon was conbddenbal. {ld. st 2.) The ND&
hokder sutmmtled & cabiren pebbon Lo the FOA and sitsched 2 copy ol the paraegrsph IV nohoe
letier, thersby malang the nohce lebier publcly aveanlshle. (ld. st 2) The ANDA spplcami
requeded ihel ithe FOA remmove the pebilon 2nd ithe mohce |efier becauss they conianed
conbdental misrmaton. (Il =1 2 ) The FOA demed the requesd. The FOA dsied dhai
“perapraph IV nobce leliers are cmsxderad public dischsmes.™ (kL. a4 {abong 6K Fed. Reg. &l
36,6900 ) The FDA explamed that the nolice letler 15 an inieera) o ol a puble proces™ anad
thai “the stsiuinry scheme conlemplaies thal the parsgraph IV notice lefler 15 the fird siep i an

mherenily pubhc process™ (ld. =i 5.) The FOA ako dsied thal an AND& applicemi s deason o

11
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markd a genenc product helone e exprabon ol a pelend, thershy requrmy a paragrsph IV
nivhice letier, “rellacis a dehhersle deciam by an ANDA applicani i publcly disclise ceram
miimaton aboul s ANDA s thed 16 may be eligible for FOA approval ol s genenc drug
oduct pror Lo the exmraton of the relevand pedent.” (Il 21 5.) By discloang inlommaton moik
ANDA o the NDA holder itmough the paragraph I'V notice letier, the FOA found thed the ANDA
apphcani had pubhely duckssd thal mbommabon. {ld =1 4-5, K.}

Imparizmily, other FOA regulshons make 11 clesr thal 2n ANDA spplicant mus decde
havw e h detzn] o pulin a paragraph TV notoe letier. Alihough the FIMA raquinesa “full 2md
detanled explamadion™ 1n a peragraph IV nolice keter, 21 CFR. § 314.95c)6), the FIMA T
relised o provide sy more gusdances on what wall comstiule sullicen nobce. 59 Fald Reg s
50,350, Specilically, i has dsted ihai“the agency does nod have the esperise or the desme o
heoome iInvolved m 1ssue s conoemmng paient Bw and sillicency ol mobtce”™ k. Moreover,

“ld] spuies imvolvmg the sulliciency ol the nobce mus be resol ved by the applicani, paient
owner, and holder of the approved applcation rather than by achonon the part of FDA™ 1d
Cnibcally, the FOA made thes delemmneiions direclly in the [ae ol pubhc comments el
“miommatom and dalemenis |m the nodos lebier] might compromise the applicant’s trade
secrets and adversely allecl the applicant s amhiy o engzee m lihwabon.™ ld (emphess added).
By declmmg i address ths concem by providmg any conlidenbahty or funther gudemos
omoemmg the iype ol miormaton bo be disclosad, the FOWA has placed the decimon of whed Lo
dhac] s squemely in the hands ol the ANDA applxant. The FOA'S regulabomns donod

apec hiczally masi on decksure ol &ll, or any, milomabon conlzmed m an ANDA, 2md the

ANDA appheami mus decide how much to pul m 1t parspraph IV nobce letier. Thisas
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cmnasient wath the omcluson m the Emusry 7, 2000 FOA lstier, which conlernplates thal the
ANDA spphcami may relexe some, bul mod all, ANDA informsian o provide sullficemn noboe
amul then duclose the ANDA under the ermsol’a NOCA. {See, e, Jinnl Letler, Ex. A 21 3
{dabngihai“the Aciprovides a ‘omldenbal acces” mechansm lor an ANDA apphaani o
share more detailed information inits ANIA wialh the MDA span=or or paiemi owner wihle
ako rednchng sccess o, and mpoang lmmisbtons on the wme or the dspesabon of, ithai

oo [dembal mitrmabon™) {aone 21 TLEC. § 3550 5.5 W01 00 oc)) (emphess added). )

Here, Tovhmer sibwndied an ANDA ssekime approval ol 18 penenc produd belone Lthe
exprraton ol Solrare’s prienis and thereby made a dehberae deaam to follow the FDOCA s
requinermeris i e & perseraph IV noloe letier 61k compeliions wathoul sany spreemeni io
keep 1 conlents combideni=l. I ol lowing these requrements, Tolnar decksed ceriam
milirmabon om ik ANDA Lo Nyoomed 2nd Izgolec tlmough s Parsegraph TV Mobce Letier.
Acoordmgly, the imfommaion disclossd 1mais Paregraph ' Noboe Lelier 15 now el ol “an
mherenily pubhc process™ amd there lore consiiiuies & publc disclasure, { Jomil Lebler, Ex. A =t
A}

Tolmear's argumenis o the conirary are unevanhng.  As duowssed above, am O A doss nod
apply Loin lirmaiion ina perageaph IV nobice leder. The argumeni thal, bacaee Tobmer
ihselosed informaton om ds ANDA 1n the nolice letier, 10 should 2 lka be prodeciad by an (CA4
B unpersiEsTye &5 the datiory scheme conlemplaies thal “an ANDA sppheami. . . pubhely
ihsclose certnn mlirmabon shaoul 15 AMDA S0 thal 10 may e elwdble lor FOA approval ol 118
e drug produst pror o the exprabon ol the relevani petend.™ {Ld &1 5.5 Indesd, the FLOA

speac ezl iy dechned 1o dhotsle the amilenis ol 2 eErapraph IV nolice leller, sven whelher 1l nesds
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iy il inlormsthaon. om the ANDA. S 59 Fad Reg. &t 50,350, Thus, the mer= [acl il
oiniEms miormaiion rom the ANDA dossnodalone amvert 11 mio 2 mompublc disclisure,
Further, the Cowml’s pnor seahng onder gramibmg emergeni ra el does mol dicisie 2
th Teremimesuli. Specilically, the Cowrd consaderad Tolmar's Paragraph I'V Naolboe Labier and
loumel thai
Whole there coulkl be a ciroumedance, amd mdesd, in later procesdings in this
case, it may e fownd thet it & — that &y pe of disclosu re might e a waiver, the
Cour 15 mod. prepamed tomake thal fnding at this point, 2nd Gnds thal - thet il
wolkl b = ithal there 15 & leppbmele resson o at least ait this point sea] lomied
pemiions ol parzgraphs 66, T through M 2nd T thel deckse hrmulabon
imbormaton ol the proposad ANDA produat. . .. The Courd mdes there's heen a
represenisbon - |[hal thers was] no sagresmeni o keep 1l conbidenial, and of
oowrse, the level of detailed disclosure may ot a later time e found to b a
wWlver.
(Tr. 25:22-26:5, 26c1 1-14, May 28K, 2010, ECF Na. 17 {emphaas added).) Thus, the OO0 A& and
ithe pror ruhng thal sesled pum of the plamblls” Complami, whch comizmed mlirmaton rom
ithe Paragraph IV Molxe Letier, donod shaeld the documeni Imom the pubhc eye.
i Whether the Paragraph I'V Notice Letter s Sub ject to the Discovery Confiden tility
Crder
Beacause the Pararaph IV Naolios Letier i nol shelded om pubhe view, il 15 ol sulyecl
i ithe Dhaoovery Conladenimlity Order. The Dielaled Stslemeni, 2 purl ol the Paragraph I'V
Maoboa Lefler, i & public disclisure. The Decovery Conhidembahiy Onder does mod resdnct
scoes bo or e ol documenis el arve public. (S22 Dhae, ComBdenimliy Onder ¥ 15.)
Cimsagquendly, the Decovery Conhdenbahity Order does nod redncl use ol Tolmar's Parsgraph

IV Mohoe Latier.

Lazdly, the Courl fmdsthat the jonl depuie lefer and s suppoiiing documenis should be
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lhled elecimmmcally on ithe publc dockda. Based on ithe discussion ahove, there 5 no reson why
ithe underlymy melenals, mcludmg the joni letier, the FOUA leiter ruling, the OCA, axd the

Dz led Siziemmeni, should remenn mdisclosed o the pubhc. "E Pubhcker s, Ine. v,

Cohen, 733 F.2d 1059, 1071 {3d Crr. 1984 {recoemoang the nghl of publc acces o judhicm)

proceedmes amd reconds by the common Bw and Frsi Amendment j; el LEAP Sy Ine. v

Momeyvirax, Inc., Cwv. Mo, 13107, 2001 WLETI 266, 2 *3 {3 Cir. Mar. 15, 200 1) {nedmg thad

Juchina] reconds dor nol include documen s which have nod been Bled waih, iniempreied by, or
emlorcesd by the courl). Accordingly, the peries shall Ble the pant depule letier and s
aupporting documenits on the electome puble dockel.
V. UoxcLrsioN

Faor the ressons s2i rth heran, the Courl fmds thal mlsrmaibon comlanned in Tobmer s
Dieian led Sisdemeni & nol subject o the Dhaoovery Conlideniwl iy Onder. The Counl alsa direcs
ithe parhes i elacironically file the Apnl f 2011 jomi subrmsaom and stischmenis on the public
dhoncla L

o Pafly Shwaris
LNITED STATES MAGISTEATE JUDME

el : Apml 2K, 3011
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