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/(4 , U.S. DI CT JUDGE

This is a patent infringement actioarising under the HatciWaxman Act. Before the
Court is the issue of whether the recent judgnretite Northern District of West Virginia that the
asserted claims of U.S. Patent No. 8,399,514 (“the '514 Patent”) are igkalitd apply here
under the principke of collateral estoppelFor the reasons set forth below, the Court finds that
collateral estoppelpples

l. BACKGROUND

Plaintiffs Biogen International GmbH and Biogen MA Ifcollectively, “Plaintiffs” or
“Biogen”) hold approved New Drudpplication (‘NDA”) No. 204063 for the use of dimethyl
fumarate delayedelease capsules for the treatment of relapsing forms of multiple sclerosis
(“MS”). (D.l. 335, Ex. 1 1 24). Plaintiffs market their delayelkase dimethyl fumara(€OMF”)
capsulesunder the trade namieecfidera® which is an FDAapproved oral medication indicated
for relapsing forms of MS. Iq. 11 2526). Plaintiffs own patentsnvolving fumarates and
treatment of MStwo of which (the '514 Patent and another patarglisted in the Orange Book
for NDA No.204063. $ee idf 21). The '514 Patentitled “Treatment for Multiple Sclerosfs
issued on March 19, 20Ed expires ofrebruary7, 2028 (See'514 Patentsee alsd.l. 335,
Ex. 1 11 18 & 20). The '514 Pateruntainstwenty claims, all of which ardirectedto methods
of treating MS with about 48@&g of DMF, monomethyl fumarat¢‘MMF”) or a combination
thereof.

Plaintiffs sued a number diefendantsn this Districtfor patent infringement based on the

filings of Abbreviated New Drug Applicati@(“ANDA s”) seeking to market generic versgof
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Tecfidera®! This casés a consolidated actidhat proceeded to trial witlollowing defendants:
Hetero USA Inc., Hetero Labs limited Uit, Hetero Labs Ltd., Hetero USA Inc. (together,
“Hetero”), MSN Laboratories Private Ltd., MSN Pharmaceuticals Inc. (togetihdsN”),
Prinston Pharmaceutical Inc. (“Prinston”), Sandoz Inc. (“Sandd@hijpa Medicare Ltd.
(“Shilpa”) and Zydus Pharmaceuticals (USA) Inc. (“Zydus”) (collectivélefendants”) The
otherpartiessued by Plaintiffsvere either dismissear stipulated to infringement and the actions
werestayed pending resolution of this consolidated action (ihihparties agreeing tee bound
by the outcomdnerg. In December 2019, the Court presided over ad&g bench trial limited
to the issue of the validity of the '514 Patén{SeeD.l. 393, 394, 395, 396 & 397 At trial,
Defendants contended that claimg,16, 813, 15 and 1§“the Asserted Claims”pf the '514

Patent were invalid for lack of written description, lack of enablement, impnopeantorshipand

! (SeeC.A. No. 17823 (against Amned&harmaceuticals LLC), C.A. No. 824 (against
Aurobindo Pharma U.S.A., Inc. and Aurobindo Pharma USA LLC), C.A25/(against
Hetero USA Inc., Hetero Labs limited Uiit, Hetero Labs Ltd., Hetero USA Inc., C.A.
No. 17826 (against Impax Laboratoriésg.), C.A. No. 17827 (against Slayback Pharma
LLC and Slayback Pharma India LLP), C.A. No-829 (against Teva Pharmaceuticals
USA, Inc.), C.A. No. 1845 (against MSN Laboratories Private Ltd. and MSN
Pharmaceuticals Inc.), C.A. No. -B46 (against Graviti Pharmaceuticals Pvt. Ltd. and
Graviti Pharmaceuticals Inc.), C.A. No.-847 (against Shilpa Medicare Limited), C.A.
No. 17848 (against Sun Pharma Global FZE), C.A. No0-84% (against Windlas
Healthcare, Pvt. Ltd.), C.A. No. 4850 (against Alkem Laboratories Ltd. and S&B
Pharma, Inc.), C.A. No. 17-851 (against Cipla Limited and Cipla USA Inc.), C.A. No. 17-
852 (against Glenmark Pharmaceuticals Limited and Glenmark Pharmasetical
USA), C.A. No. 17853 (against Lupin Atlantis Holdings SA), C.A. No.-8%4 (against
Torrent Pharmaceuticals Ltd. and Torrent Pharma Inc.), C.A. N&B5%7(against
Pharmathen S.A.), C.A. No. 856 (against TWI Pharmaceuticals, Inc. and TWI
Pharmaceuticals USA, Inc.), C.A. No.-837 (against Macleods Pharmaceuticatd. and
Macleods Pharma USA, Inc.), C.A. No.-&872 (against Accord Healthcare Inc.), C.A. No.
17874 (against Sandoz Inc.), C.A. No.-875 (against Sawai USA, Inc. and Sawai
Pharmaceutical Co., Ltd.), C.A. No.-854 (against Zydus Pharmaceuticals A)$c.),
C.A. No. 17-1361 (against Teva Pharmaceuticals USA, Inc.)).

2 By the time of trial, the only patent asserted was the '514 Patent, and thelBets that
proceeded to trial had stipulated to infringement of the asserted cl&eeD.(. 335
88 LA.1 & |.A.4).



Case 1:17-cv-00823-MN Document 402 Filed 09/16/20 Page 4 of 23 PagelD #: 6470

derivation obviousness and anticipationSegeD.l. 335,Ex. 3 1 110. After trial, the parties
submitted proposed findings of fact and pwostl briefs. SeeD.l. 350, 351, 352, 353, 357, 358,
359, 360see alsd.l. 362, 363, 364, 365, 366, 367, 368, 369, 372, 373, 374).triRddtriefing
concluded on March 16, 2020 andst@ourt has not yet issuéd post-trial opinion.

Relevant here, Plaintiffs also sued Mylan Pharmaceuticalg,‘Mglan”) in the Northern
District of West Virginiafor infringement based oklylan’s submission of an ANDA seeking to
market a generic version of Tecfidera®@eeComplaint,Biogen Int'l GmbH v. Mylan Pharm.,
Inc.,, No. 1:17116 (N.D. W. VaJune 30, 2017 In that casePlaintiffs asserted the '514 Patent
against Mylan(the samelaimsasserted hergas well as a number of other patents éxgtired
prior to or shortly aftetrial (and were therefore dismissedhe West Virginiacourtheld a bench
trial in February 2020mited to the issue of the validity of the '5Patentand,on linel8, 2020,
issuedits postirial opinion. See generally Biogen Int'l GmbH v. Mylan Pharm. ido. 1:17
116, 2020 WL 3317105 (N.D.W. Va. June 18, 2020 Mylan decision”). The courultimately
found that Mylan had proven by clear and convincing evidence th#&tdbertedClaims of the
'514 Patent are invalid for lack of written descriptidd.

On June 19, 2020, this Court directed the parties to submit limited supplemental briefing
onthe impact of thiMylandecision on the issues pendimgye (SeeD.l. 377). The Court received
asubmission from Plaintiffs (D.l. 387) arad'Supplemental Postrial Brief on the Invalidity of
the '514 Pateritfrom Defendants who proceeded to trial in this action (D.l. 388). dEfendants
who stipulated to stay their respective actions were allowed to participabefendants’
supplemental fiefing. (SeeD.l. 379, 381, 383 & 385)On Augustll, 2020, the Court heard oral

argument on the effect of tidylandecision on this and the related actions. (D.l)39®e issue
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now before the Court is whether the judgment of invalidity rendered iMyten case should
apply here under the principles of collateral estoppel.

. LEGAL STANDARD

Collateral estoppel (also known as issue preclusion) is a doctrine that spenateclude
a party from relitigating an issue that msviously leendecided See Anderson v. Gen. Motors
LLC, No. 186211LPS, 2019 WL 4393177, at *4 (D. Del. Sept. 13, 2019). Under Third Circuit
law, collateral estoppel applies whe(1) the identical issue was previously adjudicated, @) th
issue was actually litigated, (3) the previous determination was necessary taithendand
(4) the party being precluded from relitigating the issue was fully represented in thecpdor a
See Jean Alexander Cosmetics, Inc. v. L'Oreal USA, 458. F.3d 244, 249 (3d Cir. 2006ge
also Allergan, Inc. v. Sandoz, In6é81 F. App’x 955, 959 (Fed. Cir. 2017) (regional circuit law
governs issues of collateral estoppéihe Third Circuithas alsalescribedhe inquiry as looking
to whether thgarty being precluded had a “full and fair opportunity” to litigate the contested issue
in the previous action and whether that issue was decided by a “final and valid judgdesmt.”
Alexander 458 F.3d at 249 (citations omitted§imilarly, in the patent contexhe Federal Circuit
has explained thda judgment of invalidity will have no collateral estoppel effect if the patentee
can show that it did not have a full and fair opportunity to litigaitiarmacia & Upjohn Co. v.
Mylan Pharm., Inc.170 F.3d 1373, 1379 (Fed. Cir. 1999).he party seeking to effectuate an
estoppel has the burden of demonstrating the propriety of its applicatuppan v. Dadonna
203 F.3d 228, 233 (3d Cir. 2000).

1. DISCUSSION

The Court begins with a discussion of the '514 Patent, followed by a discusdioa of

Mylan decisionbefore ultimatelyturning to the factors in the collateraktoppel analysis.
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A. The '514 Patent

The ’'514 Patent is a continuation of U.S. Patent Application No. 12/529,296 (“the '296
Application”), which was filed on August 7, 2009 aedentudly abandoned. Originally titled
“Nrf2 Screening Assays and Related Methods and Composttides'296 Application contained
seventeen claims, all of which wet#ected to methods of evaluating neuroprotective properties
of test compounds or treating mammals with neurological diseases with those tpsticdsn
(296 Application at Claims-1.7). OnJune 202011 Plaintiffs amended the '296 Applicatiday
changing thditle to “Treatment for Multiple Sclerosis,” deleting all previously presented claims
and adding sixteen new claims to methods of treating MS with about 480 mg per Dlisly- of
MMF or a combination thereof(’296 Application, June 20, 2011 Preliminary Amendmeqij.
October28, 2011, Plaintiffs amended the '296 Application again to &@ddore O'Neill as a
named inventorand to add three new claims directed elevatedgene expression levels
(296 Application, October 28, 2011 Supplemental Amendn&efictober 28, 2011 Request to
Add Invento). The 296 Application was abandoned in favor of U.S. Patent Application No.
13/326,426, whichvas filed on February 12, 2012 aisda continuation of the '296 Application
After Plaintiffs successfullypvercane obviousness rejections, tltaintinuation application issued
as the '514 Pateran March 29, 2013 The '514 Patenultimately claims a priority date of
February8, 20073

The claims of the '514 Pateaite alldirected to methods of treating MS wittbout 480mg

per day of DMF, MMF or a combination thereof There is however,little mentionin the

3 The '514 Patent’s parent applicatierthe '296 Application- was a National Stage Entry

of PCT/US2008/001602 filed on February 7, 2008, which claims priority to U.S.
Provisional Patent Application No. 60/888,921 filed on February 8, 2007.
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specificatiort of using these fumaratéstreat MSspecifically, andhe only reference to 48@g
appears in the following paragraph:

For DMF or MMF, an effective amount can range from 1 mg/kg to
50 mg/kg (e.g., from 2.5 mg/kg to 20 mg/kg or from 2.5 mg/kg to
15 mg/kg). Effective doses will also vary, as recognized by those
skilled in the art, dependent on route of administration, excipient
usage, and the possibility of -esage with other therapeutic
treatments including use of other therapeutic agdntds.example,

an effective dose of DMF or M¥] to be administered to a subject
orally can be fromabout 0.1 g to 1 g p¢d]ay, 200 mg to about 800

mg per day (e.g., from about 240 mg to about 720 mg per day; or
from about 480 mg to about 720 mg per day; or about 720 mg per
day). For example, the 720 mg per day may be administered in
separate administtions of 2, 3, 4, or 6 equal doses.

(514 Patent at 18:584). This language appears in the specification of the '296 Application, as
well as in theNational Stage Entry of PCT/US2008/001603e€296 Application at Paragraph
170, see alsd?CT/US2008/00160&t Paragrapthi16). There are no other references in any of the
specificationgo use of 480 mg per day DMF, MMF or any combination thereof in treating MS.

B. TheMylan Decision

In the case betwed?laintiffs andMylan in the Northern District of West Virginidjylan
argued tht claims 14, 6, 813 and 1516 of the '514 Patent weriavalid for lack of written
descriptionunder 35 U.S.C. 8§ 112In Mylan’s view, “the specification described in 2007 bears
no resemblance to the invention claimed in 201Mylan, 2020 WL 3317105, at *7.Mylan

argued that the disclosures of the '514 Patent do not sufficiently describe the inveintiead €la

The Court understands thdiy statute the “specification” includes the claim&ee
35U.S.C. 8112 12 (‘T he specification shall conclude with one or molk@ms. . . 7).
Plaintiffs, however,do not contendhat the claimsof the '514 Patent or anyprior
application providehe necessargisclosuren this case Thus,consistent with the usage

by the Federal Circudéindfor simplicity, the Courthere usesspecificatiori to meanthe
portion of the patent containing theritten desription disclosing the inventiomut
excludingthe claims See, e.gMarkman v. Westview Instruments, |ri&2 F.3d 967, 979
(Fed. Cir. 1995)dn bang (“To ascertain the meaning of claims, we consider three sources:
The claims, the specification, and the prosecution histoaff’yl, 517 U.S. 370 (1996).
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i.e, a method of treating MS with a therapeutically effective amournbMf, MMF or a
combination thereof where the therapeutically effective amount is 480 mgypddddo Mylan,
this was unsurprising because Plaintiffs purportedly “grafted the '514 claims onto fecapeni
written to cover an entirely different set of inventions, conceived of by an gndiffiéérent
inventor, and filed more than four years before Biogen’s 2011 Phase Il trial resuttesdsated
the effectiveness of the 480[mg/day] dosdd. In responsg Plaintiffs arguedthat there is
sufficient written description for the invention claimedhie {514 Patent by linking Method 4 in
the specificationwith the elements recited in the claimsd. at *8.

TheWest Virginiacourtagreed with Mylan that claims4, 6, 8-13 and 15-16 of the '514
Patent were invalid for lack of writtetescription under 8 11#cause the inventors did not convey
with reasonable clarity in the specification that they possessed the anvelaimed in the '514
Patent Turning to the specification, the court found that although the disclosuresbétiira
discussion of MS, the focus of tepecificationis more generally on the particular pathwag.(
Nrf2) at issue in neurodegenerative diseases and the exploration of certgounds as
neuroprotective agentddylan, 2020 WL 3317105, at *8. The '514 Patent discloses five methods,
but the courtargely focused on Method 4 in its writtedescriptionanalysis becauselaintiffs
relied on Method 4 as providiralequate written description for the claifnid. at *9.

Method 4describesadministering a therapeutically effective amount of a neuroprotective

compound, which may be DMF or MMF, to treat a neurological disddséjuoting '514 Patent

Method 4 describes methods of treating “a neurological disease” with “one compadund tha
is at least partially structurally similar to DMF and/or MMF.” ('514 Patent at-884

That neurological disease may be neurodegeneration causatebglia, demyelination.

(Id. at 8:4547). Elsewhere in the specification, the '514 Patent provides tBatsMn
example of a demyelinating neurological disease. a 1:12-14).

Plaintiffs apparentlgonceded that the other four methods were not relevant to the analysis.
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at 8:3444). Method 4 further provides that, in some embodiments, the method may be used t
slow or prevent neurodegeneration caused by demyelination (among other tMiytgs), 2020
WL 3317105, at *9 (quoting '514 Patent at 83%). The court concluded that, contrary to
Plaintiffs’ argument, “Method 4 broadly describes treating neurolbgitseases with a
therapeutically effective amount of DMF; MS is merely one such disease ‘amacley of
competing possibilities."Mylan, 2020 WL 3317105, at *10 (quotingovozymes A/S v. DuPont
Nutrition Biosciences ARS23 F.3d 1336, 1349 (Fed. Cir. 2013Nloreover according to the
specification, the neurological disedseatable by all five methodmay be ALS, Parkinson’s,
Alzheimer’s or Huntington’s, or the neurological disease may be MS or another|ohatiryg
disease, or further still, the neurological disease may be one many others liste@14 tPatent.
Mylan, 2020 WL 3317105, at *10 (quoting '514 Patent at 3t4@& 16:1865). Thus, given the
broad spectrum of neurological diseases toutedodsntially treatabldy the methods in the
'514 Patent, the court concluded there were no “blaze marks” in Method 4 that would lesoia pe
of ordinary skill in the art (“POSA") to specifically treat M&@th DMF. Mylan, 2020 WL
3317105, at *10.The court alsdoundthat the disclosure of Method-4vhich is silent as to doses
—would not lead a POSA to 480 mg per day as a therapeutically effective ambivtie dIMF

or acombination thereofld.

Addressing the only portion of the 514 Patspecificationthat menibns 480 mg {.e.,
column 18), the court explained that that disclostutfen effective dose of DMF or MM[F] can
be from about 0.3 to 1 g per [d]ay . . . or from about 480 mg to about 720 mg per-ddgés
not link the “effective dose” to treating MS, nor does it link the “effective dosetimsa of 480
mg per day of DMF given the broad range discloddglan, 2020 WL 3317105, at *11 (quoting

'514 Patent at 18:584). Rejecting Plaintiffs’ argumetitat the “480 mg to about 720 mg per



Case 1:17-cv-00823-MN Document 402 Filed 09/16/20 Page 10 of 23 PagelD #: 6476

day” range is the narrowest and therefore the most preferred, the court explainedothtitea
February 8, 2007 priority date, the results of Plaintiffs’ Phase Il clinical studydvenk leda

POSA to believe thatZD mg per day was the therapeutically effective dose, disregarding lower
doses.Mylan, 2020 WL 3317105, at *11. As the court noted, 720 mg per day is singled out in the
next sentenceld. In the court’s view, “nothing in this passage teaches a POSA that a 480mg/day
dose of DMF (BID) is therapeutically effective for treating M%d.

The court also rejected Plaintiffs’ argument that Example 3 provides adequate appor
the claimed invention as it was not included in the provisional applicationcéambt evidence
possession of the claimed invention in 2007) and because the inventors and Plaintiffg§caxgert
not explain the relevance of Example 3 to treating MS with about 480 mg per dMFoMMF
or a combination (the claimed inventiondl. at *12. Thus the court disagreed with Plaintiffs that
the cited portions of the '514 Patent demonstrate possession of the claimed inventiomeas of t
February 2007 priority date and rejected Plaintiffs’ attempt to piece trgatiequate written
descrigion from disparate parts of the specificatioldl. Inventor testimony from Dr. O’Neill
could notsave the claims because the crux of the wrtkescription inquiry is the specification
itself — his testimony of “actual possession” was not enoudti. at *13. The court ultimately
concluded that the specification of the '514 Patent “does not demonstrate that, as alyRsbrua
2007, Dr. Lukashev and Dr. O’Neill ‘possessed’ the claimed invention — a method of treating MS

with a therapeutically effeste amount of DMFi.e., 480mg/day.”Id.

! As the Mylan court noted at the outset of its analydise specification itself must
demonstrate possession of the claimed in the context of § 112 vddsenption
challenges- it is insufficient that actual possession may be shown outside the corners of
the specificationMylan, 2020 WL 3317105, at *8 (quotiryiad Pharm., Ir. v. Eli Lilly
& Co., 598 F.3d 1336, 1352 (Fed. Cir. 2010)).
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The court also addressed the prosecution history of the Patdnt Although the
provisional application was filed in February 2007, it was not until shortly &f@intiffs
completed their Phase Il clinical study in April 2011 that they filed a patent ajphican that
study’s dosage a patent application that incled substantial discussion of the dagardingd80
mg per day as the effective ddeetreating MS Mylan, 2020 WL 3317105, at *13That patent,
however, did not claim priority to the '514 Patent’s provisional application (and would have been
subject ® a much later priority dateld. at*14. Plaintiffs therefore amended the 296 Application
—which did claim priority to the provisional application filed in 260t change the title and add
claims specifically directed to treating MS with “about 489 per day” ofDMF, MMF or a
combination thereofld. The specification of the '296 Application, however, was not amended to
include the additional data from the recent Phase Il clinical study regarding the 48£r chay
dose.ld. Nor could ithave ben, according to the court, because it would resutlaintiffs losing
the claim to priority to 2007 from the provisiondd. Plaintiffs were “left with a specification
written in 2007 that bore no resemblance to the '514 Patent’s title and claimed inveation
method of treating MS with a therapeutically effective amount of DME480mg/day . ..” Id.

The court ultimately found that the case before it walstinguishable fromNuvo
Pharnmaceuticals(lreland) Designated Activity Co. v. DReddy’sLaboratoriesinc., 923 F.3d
1368 (Fed. Cir. 2019in whichthe Federal Circuit upheld a finding of invalidity for lack of written
description whethe specificatioprovided “nothing more than a mere claim that uncoated [proton
pump inhibitors] might work, even though [POSAs] would not have thought it would wédk.”
at 1381. In thdlylancourt's view, the '514 Patent effectively contained a mere claim thatngg80
per day might workand it was not until later that Plaintiffs discovetied therapeutic effectiveness

of the claimed 480 mg per day dosagéylan, 2020 WL 3317105, at *15.

10
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Thus,the Mylan court found that the specification of the '514 Patent did not convey that
the inventors were as of the February 8, 20@viority date—in possession of a method of treating
MS with a therapeutically effective amount BDIMF, MMF or a combination where the
therapeuticallyeffective amount is 480 mg per day. That conclusion was bolstered by the story of
how the '514 Patent claims came to-hiee., by Plaintiffs receiving clinical trial data in 20ahd
adding claims to cover #h specific clinical dosage to an already gieg application focused on
drug discovenput leaving the specificatiastherwiseuntouched to preserve a priority claack
to 2007. The disconnect betweehe invention claimed in 201land the2007 specification
renderecclaims 14, 6, 813 and15-160f the '514 Patent invalid for lack of written description
under § 112.

C. Collateral Estoppel

Here, Plaintiffshave assertethe same claimef the '514 Patent that were found invalid
for lack of written description ithe Mylan case Moreover, Defendants contend here that the
Asserted Claims are invalid ftine same reason that Mylan asseread prevailed uporin its
own litigation with Plaintiffs. The Court now turns to the individual factors in thexteoi}
estoppel analysis to determine whetherNtyan judgment precludes Plaintiffs frooontinuing
to defend the validity of the '514 Patent in this case.

1 I dentity of the I ssue Asserted Here and Decided in the Mylan Case

The first step in the collateralstoppel analysis i® determinewvhether thessue to be
precluded is identical to the issue previously decid8geJean Alexander458 F.3d at 249.
“Identity of the issue is established by showing that the same general legal ruleshypthieases
and that the facts of both cases are indistsitablle as measured by those ruleSlippan v.

Dadonna 203 F.3d 228, 233 (3d Cir. 2000) (quotation marks and citation omittete context

11
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of patent infringementi-ederal Circuit law applies in determining whether the “identity of the
issue” requirerant of collateral estoppel is mfetCf. Aspex Eyewear, Inc. v. Marchon Eyewear,
Inc., 672 F.3d 1335, 1341 n.1 (Fed. Cir. 2012y (es judicata, noting that Federal Circuit law
applies to “the question of whether a particular claim in a patent case is the sanse[zerate
from another claim [because that question] has special application to patefjt c§€dsce the
claims of gpatent are held invalid in a suit involving one alleged infringer, an unrelated party who
is sued for infringement of those claims may reap the benefit of the invalidityothegisder the
principles of collateral estoppel.Pharmacia 170 F.3dat 1379. In applying collateral estoppel
to invalidity rulings there is some question as to whether invalidity is a single issue or is divided
into distinct issuebased on the invalidity grounds.e., invalidity for obviousness is a different
issue than invalidity for anticipationSee Orexo AB v. Actavis Elizabeth L1321 F. Supp. 3d
175, 183 (D. Del. 2019) (noting the outstanding questompiling cases addressing the issue
and concluding that validity should not be treated as a single issue for collatgppkgst

As to the present dispute, the Court finds that under either approach, the “identity of the
issues’requirement for collateral estoppsimet here.Indeed, not only was the general issue of
invalidity decided by théVlylan judgment, but that judgment also concerns the same invalidity
defense asserted by Defendants in this case against the same patert ictaithstclaims 14,
6, 813 and 1516 of the '514Patentare invalid under 8 112 for lackf adequate written

description. Moreover the particular 8 112 arguments made by Mylan in West Virginia bear

8 Ohio Willow Wood Co. v. Alps S., LLZ35 F.3d 1333, 1342 (Fed. Cir. 2013) (“Our review
of a collateral estoppel determination is generally guided by regional circuitprecbut
we apply our own precedent to those aspects of such a determination that involve
substantive issues of patent law$ge also Soverain Softwaré/8 F.3d at 1314 (“We
apply this court’s precedent to questions involving substantive issues of patentlaw, iss
of issue preclusion that implicate substantive patent law issues, or issuas pféxdusion
that implicate the scope of our own previous decisions.”).

12
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striking similarity to the 8 112 arguments advanced by Defentienés (See, e.gD.l. 366 at 4
8 (Defendants arguing that the specification is concerned with drug screeningher@dd¢o any
particular disease or therapeutically useful doses, leading to a glaring discoometid later
added claimed method of treating MS with 480 mg per day of DMF, MMF or a combpjation
And although Plainti maintain that thélylan court reached the wrong conclusion on validity,
Plaintiffs do not actually dispute that the same issue was previously de¢isleeD.l. 398 at
11:23-25("“For purposes of the argument today and the issues before [the Court, Plairtiffst ar
contesting that those four factofef the collateralestoppel analysisjare met in this
circumstance.”)) Therefore,the “identity of the issuesfequirementof collateral estoppeis
satisfiedhere
2. Whether the Invalidity 1ssue Was Actually Litigated

The next factor in the collaterabtoppel analysis is whether the issue of invalidity was
actually litigated in théMylanaction SeeJean Alexanderd58 F.3d at 249. It is undisputed here
that the issue of invalidity of the Asserted Claims of the '514 Patent wadhadtigated (and
decided in theMylancase.(SeeD.l. 398 atl11:23-25) In February 2020, the courthfylan held
a bench trial limited to the issue of whether the Asserted Claims of the '514 Raterinvalid
for lack of written description under § 115ee Mylan Pharm2020 WL 3317105, at *1 2.
After receiving postrial briefing, theMylan court issuedts posttrial opinion on June 18, 2020
and thgudgment of invalidity was entered on June 22, 202€cOrder Granting Motion for Final
JudgmentBiogen Int'| GmbH v. Mylan Pharm., IndNo. 1:17-116 (N.D. W. Va. June 22, 2020);
see alscClerk’s Judgmety Biogen Int'l GmbH v. Mylan Pharm., IndNo. 1:17116 (N.D. W. Va.

June 22, 2020) Again, Plaintiffs dispute the correctness of the outcome itifian case, but
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Plaintiffs do not — and cannot — dispthatthe same invalidity issue at issue here was previously
decided in théMylan case. Thus, this factoalsosupportsapplication of collateral estoppel here
3. Whether the Invalidity 1ssue Was Necessary for the Mylan Judgment

The next factor in the collateraktoppel analysis is whether the previous determinafion
invalidity was necessary to thegmentin theMylancase See Jean Alexandet58 F.3d at 249
see also idat 250 (“Because litigants are likely to view arussshat is necessary to the resolution
of a case as important and to litigate it vigorously, it is fair to give such a determipegausive
effect.”). Here thereis agaimo dispute that this factor is mgSeeD.I. 398 atl1:23-25) Indeed,
the only issue tried iMylan was whether the Asserted Claims of the '514 Paieme invalid
under § 112 for lack of written description. And the only issddressed ithe final judgment
was that the Asserted Claims were invalid on this babimis the invalidity issue advanced by
Defendants here and previously decided byMkian court wasclearlynecessary to the judgment
in that case.

4, Whether Plaintiffs Were Fully Represented in the Mylan Case

The last factor evaluates whethdaintiffs were fully represented in previously litigating
the invalidity issue sought to be precluded he®ee Jean Alexande458 F.3d at 24%ee also
Pharmacia 170 F.3dat 1379(*[A] judgment of invalidity will have no collateral estoppel effect
if the patentee can show that it did not have a full and fair opportunity to litigate.” @itinder-
Tongue Labs., Inc. v. Univ. of lllinois Found02 U.S. 313, 332 (1971))). The Supreme Court
has articulated the relevant inquiryasegiving the patentee the ability to demonstrate thatid “
not have a fair opportunity procedurally, substantively and evidentially to pltsjuelaim the

first time.” Blonder-Tongug402 U.S. at 333 (internal quotation marks and citation omittat).

9 The Supreme Court provided sofnelatively rare” scenarios where this may ap@ych
as whertrial courts“wholly failed to grasp the technical subject matter and issues in suit”
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as the Federal Circuit has cautionéus factor is not focused on whether the prior invalidity
determination was correct but ratlmerwhether the patentee had a fair opportunity to litigate the
issue. SeeStevenson v. Sears, Roebuck &,@43 F.2d 705, 709 (Fed. Cir. 1983)]t is clear
from the case law that has developed siBtander-Tonguehat an inappropriate inquiry is
whether the prior finding of invalidity was correct; instead, the court is only to decideexliee
patentee had a fulhnd fair opportunity to litigate the validity dthe] patent in the prior
unsuccessful suf).

Here,Plaintiffs have not demonstrated that they were deprivefudifandfair opportunity
to defend against the § 112 validity challenge asserted by Mylan. In fact, Plaintiffs havemot
attempted tso argue. (SeeD.l. 398 at11:23-25. Indeed, it would be a hard sell as Plaintiffs
were represented by the sacmenpetentounsel in théMylan caseas hereand Plaintiffsspent a
number of days trying the 8 112 issues toNhgan court (relying ommumeroudact and expert
witnessesandsubmitted postrial briefs with morethan ample cites to record eviden&ee, e.g.
Biogen’s Responsive Peastial Brief, Biogen Int'l GmbH v. Mylan Pharm., IndNo. 1:17116
(N.D. W. Va. Apr. 3, 2020). Thus,ifhastfactor alscsupports applicationf collateral estoppel
here

5. Other Considerations

As set forthabove, he fourrequirementsn the collaterakstoppel analysis are all met in
this case. Plaintiffs argue thagtwithstanding theequirement®eingmet,collateral estoppel is
“an equitable doctrine” and that this Court can and should exercise discretiorckmel eapply

collateral estoppel, instead reaching a decision on the merits. (D.l. 387 atitiff$*raaintain

or when, through no fault of its own, the “patentee was deprived of crucial evidence or
witnesses in the first litigation.Blonder-Tongug402 U.S. at 333.
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thatcollateral estoppel shalihot apply becauss “the advanced stage of these proceedings and
the unusual circumstances that required Biogen to litigate in parallel in both Wgistiavand
Delaware.” [d.). In Plaintiffs’ view, the fairer course here is for the Court to decide the written
descriptionissueanew, as well as the other invalidity issues raised by Defendants (diditipa
obviousness, enablement, improper inventorship and derivation), so thétfRleould have this
Court’s decisiorfreviewed on appeailongside the West Virginia decisiot”(ld.). The thrust

of Plaintiffs’ argument is that applying collateral estoppel here is not in thesntd@rgudicial
efficiency and fairness” becau§d]uplicative litigation has already occurred,” given that this case
and theMylan case proceedeanh largely parallel tracks with trial being completed in both cases
(around the same time (Id. at 2). Before turning to the efficiency and fairness anguats that
Plaintiffs advance, the Court first addresses a threshold issue raised by Plainéffsvhether

the decision to applgollateral estoppel under these faistsndeed an equitable consideration
committed to the Court’s discretion.

The Supreme Court explained that the decision to apply collateral estoppel
necessarily rest on the trial courts’ sense of justice and eqéityrider-Tongue402 U.Sat 334.
Although this language suggsghat this Court should engage in some level of equitable
rumination when reaching a decision on collateral estoppel, the context in whichntnisde
appears is important to highlight. The Supreme Court’s guidance on “justice and eqthigy” is
closing language in a paragraph that begins with the following: “Determining whethentepat
has had a full and fair chance to litigate the validity of his patent in an earlier cdsetessity

not a simple matter.'ld. And all that appears inelparagaph between the opening and closing

10 At this point, it is unclear whether such a consolidated review would be possible given the

pace at which thi&lylan appeal is proceeding.
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languagerelatesto the inquiry into whether there was that crucial “full and fair” opportunity to
litigate. Id. To the Court, this suggests that “justice and equity” are not standalone considerations
in thecollateraestoppel analysis, but instead guidestifier fourth factor.

The Third Circuit has analyzed this language similarly and cast doubt owtibe that
“generalized concepts of justice and equity constitute an independent ground for denying an
estoppel dfens¢’ as well aonthe notionthat deciding “whether such independent ground exists
should rest in the discretion of the trial courKaiser Indus. Corp. v. Jones & Laughlin Steel
Corp., 515 F.2d 964, 978 (3d Ciramended524 F.2d 1154 (3d Cir. 1975)Other circuits —
including the Federal Circuit have stateanore explicitlythat equitable considerations aret
standalone grounds to avoid collateral estoppetses like this oneSee, e.gMississippi Chem.

Corp. v. Swift Agr. Chemicals CorpZ17 F.2d 1374, 1379 (Fed. Cir. 1983) (“The short of the
matter is that unddBlonder-Tongugthe only inquiry open to the district judge is whether the
patentee had a full and fair opportunity to litigate the validity of the patent ipritrecase in
which it was held invalid. . . . The judge cannot permit relitigation because of equitable
considerations.”)Blumcraft of Pittsburgh v. Kawneer Cal82 F.2d 542, 547 (5th Cir. 1973)
(“[T]he only discretion left to the district court’s ‘senef equity and justice’ bBlonder-Tongue

is in the determination of whether the plaintiff had a full and fair opportunity tatiig the prior

suit finding invalidity.”). Thus, in a caskke this where defensive collateral estoppel is at isSue,

1 This isin contrast to offensive collateral estoppehere the Court does have some

discretion and cadeclineto apply thedoctrine based on equitable consideratioSge

Dana v. E.S. Originals, Inc342 F.3d 1320, 13286 (Fed. Cir. 2003) see alsalean
Alexander 458 F.3dat 248-49 foting that “the predominant question in preclusion cases
involving defensive omutual collateral estoppel is whether the basic requirements for
issue preclusion are satisfidout that trial courts have discretion in cases involving-non
mutual offensive collateral estoppel because that “presents a unique potential for
unfairness”).
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this Court believes that considerations of justice and equity are not standalone coms&dera
committed to the Court’s discretion that can be used to avoid estoppel when tlegfoements
are otherwise satisfied.

Although this should be the end of the inquiry, the Court will nevertheless address the
individual issues raised by Plaintiffs for the sake of completelieShe main premise underlying
Plaintiffs’ opposition is that this case has already been tried and only thés@asttrial opinion
is outstanding, thereby making application of collateral estoppelplestenthere. That a
judgment can have preclusive effectarsubsequertdase alreadpn appeatlearly meanghat
collateral estoppel may apply in situations where, as here, the case in wikiakipreis sought
has already been trieGee Soverain Softwarés/8 F.3cat 1315 (‘{I] ssue preclusion applies even
though the precluding judgmeniNéwegd comes into existence while the case as to which
preclusion is soughthis case) is on appeal.’§ee also U.S. Ethernet Innovations, LLC v. Texas
Instruments Ing. No. 6:13491, 2015 WL 1001637 (E.D. Tex. Feb. 19, 2015) (finding that
judgment of patent invalidity rendered MNorthern District ofCalifornia action applied nder

principles of collateral estoppeliastern District oT exas action where jury had already rendered

12 The Court is aware dh re Freeman30 F.3d 1459 (Fed. Cir. 1994), in whitte Federal
Circuit suggested that somequitable exceptions tocollateral estoppeimay exist
notwithstandinghe fourrequirements being me&lthough te Federal Circuit ultnately
found that collateral estoppappliedin that casgas Plaintiffs point out, the language of
this opinion suppostan argument that courts have some discretion in determining whether
to apply collateral estoppel under the facts of each case. This position, howenvaids a
with the Federal Circuit’s earlier decisionMississippi Chemical717 F.2d at 1379. In
such situation®f conflict, the earlier panel decision controlSeeAteliers de la Haute
Garonne v. Broetje Automation USA In€17 F.3d 1351, 1357 n.3 (Fed. Cir. 2013).
Moreover, Freeman dealt with collateral estoppebased onconstruction of a term
necessary to a prior noninfringement rulinghereasMississippi Chemicahddressed
preclusion from a prior invalidity ruling k€., the situationhere.
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verdict andonly certain postrial issues were still outstanding)ff'd, 645 F. App’x 1026 (Fed.
Cir. 2016).

Nevertheless, Plaintiffs attemptdastinguishSoveran and similar cases on the basis that
the preclusive judgment to be applied in thoasesamefrom the Federal Circuit. (D.l. 387 at
3). Thisdistinctioncannot be reconciledith cases that apply collateral estoppel based on another
district court’s decisiomvhen that preclusive decision is on app#an appeal is immineniSee
DietGoal Innovations LLC v. Chipotle Mexican Grill, In0 F. Supp. 3d 808 (E.D. Tex. 2014)
(Bryson, J. sitting by designation) (judgment of invalidity under §fid litigation in Southern
District of New Yorkapplied in litigation in Eastern District of Texdsspitdikely appealof the
prior invalidity decision);see alsd®harmacia 170F.3d at 138X*[T]he law is well settled that
the pendency of an appeal haseffect on the finality or binding effect of a trial court’s holding.
(citations omitted)) Indeed, inPharmacia the Federal Circuit upheld application of collateral
estoppelwhere there was only a possibility that the preclusive judgment would be app8ated.
Pharmacia 170 F.3d at 1382 (“We accordingly conclude that the district court did not err in
applying collateral estoppel based on the judgment of invalidity and uneabslity in Mova,
despite the fact that the motion for IMOL/new trial had not yet been resolved Mgpvwheourt,
and despite the possibility of a subsequent appeal Mavajudgment.”)!® Thus,in the Court’s
view, the Mylan judgment is no less preclusive because it was rendered by a district court rather
than the Federal Circugindthejudgment’spreclusive effect is in no way diminishbdcause it is
presently on appear because this casewhere preclusion is soughkthas already proceeded

through trial.

13 That is, even the pendency of pasal motions ‘tloes not affect the finality of a judgment
and thus does not prevent its preclusive effeBharmacia 170 F.3cat 1381.
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Plaintiffs raise general issues“tairness” and “judicial efficiency” in arguing against the
application of collateral estoppel here. First, Plaingfigphasizeéhat there are more invalidity
theories at issue in this caen inthe Mylan action In Plaintiffs’ view, applying collateral
estoppel “could slow the ultimate resolutiarf this case because thylan court only addressed
written description but there are numerooiher invalidity defenses at issue herei.e,
anticipation, obviousnesslerivation, improper inventorship amshablement (D.l. 387 at 3).
Plaintiffs’ argument is, at its core, as follows: that there is the possibilgréthing other than
affrmance means that collateral estoppel is not in the interest of judicial efficfentt is
undeniablehowever, that shotermjudicial efficiency is served by the Court ns$ting a post
trial opinion addressing the additidmavalidity defense. But, contrary to Plaintiffs’ suggestion,
there is similarly longerm conservation of resources achieved by applying collateral estoppel
here If the Federal Circuit affirms thdylan judgmentof invalidity, there is no need (and would
have been no need) for this Courtaddressanticipation, obviousness, derivation, improper
inventorship and enablement. If the Federal Circuit does not, howaéfiren,theMylanjudgment
this Court wouldbenefitfrom the Federal Circuit’'s review of tH&14 Patent and theritten
description issue. Although theage more and differentinvalidity grounds asserted here, the
Federal Circuit’'s guidance on written descriptistikely toimpact this Court’s decisioon other
invalidity theories asserted by Defendants in this ¢ase.

Plaintiffs also argue thatdicial efficiency would not be served by the Court applying

collateral estoppel because Plaintifisuld be forced to seek an injunction against Defendants

14 Of course, this argument is contradicted by the fact that judgments retain theisipeecl
effect during a pending appeal (which obviously carries a possibility of revevseadaiur).

15 Enablement, for exampleSeeUniv. o Rochester v. G.D. Searle & C858 F.3d 916, 921
(Fed. Cir. 2004]noting that “there is often significant overtap the written description
and enablement requirements set forth in § 112).
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from launching their generic products pending appeal of this Court’s decision. (D.l. 38J.at 3
This argument assumes that Plaintiffs will prevail on the merits of all issues litigatdndeed,
if the Court were to find that the Asserted Claims are invalid under any dfdabaes advanced
by Defendants, Plaintiffs would be in the sasitaation agheywould be were the Couttd apply
collateral estoppel. That is, Plaintiffs would still be in a situation glaer injunction pending
appeal is necessary from their point of view. Although the Court is not holding that theaultimat
outcone here would be definitively the same ad/iylan, the Court must rejethe notion that an
imminent injunction pending appeal weighs against the application of collatengbelivhen the
same outcome could very well result from this Court’s decisidheoissuesinew

In sum, although the Couniasdoubts that it has discretion to decline to apply collateral
estoppel for equitable reasansa case like this when all the requirements are otherwise met, the
Court disagrees with Plaintiffs that fairnesmsd judicial efficiency are served lping so here
The Mylan court conducted a@areful analysis of the '514 Patent and its written description
deficiencies,and thenow-preclusivgudgment of invaliditypresents the very reptospectthat
this Court would never need to address any of the invalidity grounds raised by Defendants here.
For the Court to undertake the effordiecideall the issues anew seems like an exercise in judicial
inefficiency and disregard forjadgment that shadd be afforded preclusive effect

Having found that collateral estoppel applies htére,Court also notes that Plaintiffs and
the stayed defendants agree that the Court’s decision on collateral estapibel fame effect in
the related cases where tharties stipulated to stay and agreed be bound by the outcome of this
consolidated action.Sge, e.g.D.l. 398 at 42:23:7). Therefore, the Court'sollateratestoppel
conclusionapplies to all pending actions related to this consolidated aetian, to all cases

involving infringement of the '514 Patent still before the Court.
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Finding it unnecessary to do so, the Court declines to reach the other invalidity defenses

raised by Rfendants at trial®

V. CONCLUSION

For the foregoing reasons, the Court finds that the judgment of invalidity rendered in the

Northern District of West Virginia applies here under the principles Itdtecal estoppel.An

appropriate ordewill follow .

16 The Court recognizes that the Federal Circuit could reverse or vacate amtl rir@a

judgment from the Northern District of West Virginia, thereby leaving undecided the othe
invalidity defenses raised by Defendants in this action. In that situatiodbrs would
consult with the parties arliely revisit the postrial briefing already filed and issue its

postirial opinion onany remaining issues (and consistent with any guidance from the
Federal Circuit on written description).
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