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UNITED STATESDISTRICT COURT
DISTRICT OF NEW JERSEY

HORIZON MEDICINES LLC and NUVO : Civil Action No. 15-3324 (SRC)
PHARMACEUTICAL (IRELAND) :
DESIGNATED ACTIVITY COMPANY,

OPINION
Plaintiffs,
V. : (consolidated for discovery
: purposes with Civil Action
DR. REDDY’S LABORATORIES, INC. : Nos. 16-4918, 15-3327,
and DR. REDDY’'S LABORATORIES, : 16-4921, 15-3326,
: and 16-4920)
Defendants.

CHESLER, U.SD.J.

This matter comes before this Courtthe motion for a preliminary injunction by
Plaintiffs Horizon Medicines LLC and Nuuharmaceutical (Ireland) Designated Activity
Company (collectively, “Plainti§”). Defendants Dr. Reddylsaboratories, Inc. and Dr.
Reddy’s Laboratories, Ltd. (cotigvely, “DRL”") oppose the motion.The Court held a hearing
on this motion on December 11, 2019. For theaesishat follow, the motion will be denied.

These cases arise from HaMlaxman litigation regarding patents related to the drug
Vimovo®. Plaintiff Nuvo owns the patents, Riaff Horizon is a licesee, and Defendants are
pharmaceutical companies which have filed AN&#plications to produce generic versioéns.

The first round of litigation invaled U.S. Patent Nos. 6,926,907 and 8,557228Ehose patents

! DRL has filed ANDA No. 202461 (“ANDA Iy and ANDA No. 204206 (“ANDA I.”) The
parties have stipulated thatdtpreliminary injunction motion siil be briefed and argued as to
ANDA 1 only, but that the outcome shall apply to both ANDA | and ANDA IlI.

2 This round of litigation involved CivAction Nos. 11-2317, 11-4275, 13-91, and 13-4022.
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have been found to be invalid for failure toisig the written descption requirement. _Nuvo

Pharm. (Ir.) Designated Activity Co. v. DReddy's Labs. Inc., 923 F.3d 1368, 1371 (Fed. Cir.

2019).

During the first round of litigation, nine additial patents related to Vimovo® issued and
were listed in the Orange Book, and the instasésarose. The two patents presently at issue
descend from U.S. Patent No. 6,926,907: U.&mRaos. 8,858,996 (the “’996 patent”) and
9,161,920 (the “920 patent”).

APPLICABLE LEGAL STANDARDS

Preliminary Injunction
“The grant of a preliminary injunction under B5S.C. § 283 is within the discretion of

the district court.” _Curtiss-Wright Flo@ontrol Corp. v. Velan, Inc., 438 F.3d 1374, 1378 (Fed.

Cir. 2006). “A plaintiff seeking a preliminaryjumction must establish that he is likely to
succeed on the merits, that hdikely to suffer irreparable hariin the absence of preliminary
relief, that the balance of egeis tips in his favor, and that an injunction is in the public

interest.” Winter v. NRDC, Inc., 129 S. G65, 374 (2008). The Supreme Court has held that

injunctive relief is “an extraordinary remedy tmay only be awarded op a clear showing that
the plaintiff is entitled to sth relief.” 1d. at 376.

As to the requirement that th@ovant establish that helikely to succeed on the merits,
the Federal Circuit has held:

[T]he patentee seeking a preliminary injunction in a patent infringement suit must

show that it will likely prove infringment, and that it will likely withstand

challenges, if any, to the validity of tipatent. In assessing whether the patentee

is entitled to the injunction, the courews the matter in lighaf the burdens and

presumptions that will inhere at trial. . . .

Titan Tire Corp. v. Case New Holland, In666 F.3d 1372, 1376 (Fed. Cir. 2009) (citation
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omitted). “To establish a likélbod of success on the merits, sepéee must show that it will
likely prove infringement of the asserted pigiand that its infringement claim will likely
withstand the alleged infringerthallenges to patent validii;md enforceability.” _Mylan

Institutional LLC v. Aurobindo Pharma LtdB57 F.3d 858, 866 (Fed. Cir. 2017). “An accused

infringer can defeat a showing of likelihootlsuccess on the merits by demonstrating a

substantial question of validityr infringement.” _Trebrdfg. v. FireFly Equip., LLC, 748 F.3d

1159, 1165 (Fed. Cir. 2014); Tinnus Entek&.C v. Telebrands Corp., 846 F.3d 1190, 1202

(Fed. Cir. 2017).
ANALYSIS

Plaintiffs have not demonstrated that they are likely to succeed on the merits.

Plaintiffs move for injunctive relief on thground that they expect that DRL will soon
launch at risk a generic producattwill infringe clams in the ‘996 and ‘920 patents. At the
hearing, DRL confirmed that it plario launch its generic productratk as soon as it receives
final FDA approval to do so, which could occuaal time. Plaintiffs ssert claims 1-19 of the
‘996 patent and claims 1-3;9, and 11-14 of the ‘920 patte DRL does not dispute
infringement on this motion. Plaintiffs arguathnjunctive relief should be granted because: 1)
DRL’s proposed generic product will infringe,daBRL’s validity defenses will fail, and thus
Plaintiffs are likely to succeed onetmerits; 2) Plaintiffs will su#fr irreparable harm absent an
injunction; 3) the balance of hatiips supports injunctivelief; and 4) theublic interest favors
a grant of injunctive relief to maintain t&atus quo

DRL opposes the preliminary injunction motion dyallenging the validity of the ‘996
and ‘920 patents. Specificallyter alia, DRL argues that the asserted claims lack adequate

written description.



As noted, in May of 2019, the Federal Qitddecided Nuvo andhalidated the ‘907 and
‘285 patents for failure to mette written description regqqement. 923 F.3d 1368. The ‘907
patent states an applicationmber of 10/158,216. In the “Raéd U.S. Application Data”
section of the ‘285 patent, it statthat the ‘285 patent is desded from that same application,
10/158,216. Inthe “Related U.S. Application Dagattion of the ‘920 pamg, it states that the
‘920 patent is descended from that sapplication, 10/158,216. In the “Related U.S.
Application Data” sectioof the ‘996 patent, it states thaet®96 patent is descended from that
same application, 10/158,216. Thtke application that resulted ihe ‘907 patent is a parent
application that the ‘285, ‘996, ar@R0 patents all descended from.

In August of 2019, DRL moved for summauggment, and this Court decided that
motion in the Opinion and Order entered Novem®, 2019. In brief, DRL moved for summary
judgment of invalidity of the ‘99@nd ‘920 patents, as well as atlpatents which Plaintiffs have
since withdrawn from thitigation, on the groundsf issue preclusion and claim preclusion, in
view of the_Nuvo decision. ThiSourt denied the motion, statirigter alia, that the Federal
Circuit’'s decision in Nuvo had reliezh the fact that the plain langg&of the claims at issue in
that case required effectiveness of an uncoated proton pump inhibitor)(“BURIthat the plain
language of the asserteaichs in this case did nét. (Opinion and Order of November 8, 2019

at 3-4.) This important diffence, among others, preventaufng that the same issue had

3 In Nuvo, the Federal Circuit stated:

At trial, the parties and éhdistrict court understoodahthe plain words of the
patents claim effectiveness of uncoated PPI. Beyond the plain language of the
claims, the district court was not adk® define further the effectiveness
limitation.

923 F.3d at 1377. In the ‘996 and ‘920 patentsptam language of the claims at issue does
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already been litigated. (Id.)

DRL opposes the instant preliminary injunctimotion principally on the ground that the
asserted claims are invalid for lack of written descript&sin_Nuvo. Now, however, DRL
argues that this Court should construe trsersd claims to rega effective uncoated
esomeprazole, and that the asserted claimsctnstrued, fail to medhe written description
requirement, for reasons similarttee Federal Circuit’'s reasonimgNuvo. Plaintiffs, in their
reply brief, contend thatll claim language should Y its ordinary meaning.

As to the likelihood of success on the itgithen, the present dispute turns on the
guestion of whether the assertddims should be construéalrequire effective uncoated
esomeprazole. At this juncture, in the cohteba preliminary injmction motion, this Court
need not reach a conclusive resolutiothds issue. The Federal Circuit has held:

[T]he trial court has no obligation to interpret claim 1 conclusively and finally
during a preliminary injunction proceeding. Undiésrkman claim interpretation
is a matter of law. Howevekjarkmandoes not obligate the trial judge to
conclusively interpret claims at an early stage in a case. A trial court may
exercise its discretion to interpret thaiois at a time when the parties have
presented a full picture of theagined invention and prior artlllinois Tool
Works, Inc. v. Grip-Pak, Inc906 F.2d 679, 681 (Fed. Cir. 1990)(referring to a
preliminary injunction “hearing in which rteer party was required to prove his
case in full and in light of findingand conclusions ndiinding at trial.”
(emphasis addeditari Games Corp. Wintendo of Am., In¢897 F.2d 1572,
1575 (Fed. Cir. 1990)(“The district court nemot make binding findings of fact,
but at the very least, must find prolddies that the necessary facts can be
proved.”)

Sofamor Danek Grp., Inc. v. DePuy-Motechz:.[iv4 F.3d 1216, 1221 (Fed. Cir. 1996) (citations

omitted). The Federal Circuias called this “rolling clainsonstruction.” _Conoco, Inc. v.

Energy & Envitl. Int'l, L.C., 460 F.3d 1349, 1359 (Fed. Cir. 2006). This Court now considers

not require the effectiveness of uncoated PPI.
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the parties’ claim construction arguments natdaclusively construe all the claims, but to
assess Plaintiffs’ likelihood of success on the merits in view of the arguments and the record
presently before the Court.

DRL proposes that this Court should constheclaims at issu® requireeffective
uncoated esomeprazole, and thus to import gdiian from the specifigtion. The ‘996 patent
has two independent claims:

1. A pharmaceutical composition in unit dosage forrthmform of a tablet,
said composition comprising: napeaxin an amount of 200-600 mg per
unit dosage form; and esommapole in an amount dfom 5 to 100 mg per
unit dosage form, wherein upon introdoctiof said unit dosage form into
a medium, at least a portion of saidm&prazole is released regardless of
the pH of the medium, and release ofeaist a portion of said naproxen is
inhibited unless the pH of gamedium is 3.5 or higher.

12. A pharmaceutical composition in unit dosdgrm in the form of a tablet,
said composition comprising: a cdagrer comprising naproxen, wherein
said core layer has a coating thatibits release of said naproxen from
said core layer unless said dosage f&im a medium with a pH of 3.5 or
higher; and a layer comprising esomepta, wherein said layer is has a
non-enteric film coatinghat, upon ingestion by a fpent, releases said
esomeprazole into the stomach of said patient.

The ‘920 patent has mindependent claims:

1. A method of reducing the incidenceN$AID-associated gdric ulcers in
a patient requiring chronic NSAIDeatment and who is at risk of
developing an NSAID-associatedcat, wherein the method comprises
administering to said patient in nettetreof a pharmaceutical composition
in unit dose form in the form @ tablet, said composition comprising:
naproxen in an amount of 200-60@ per unit dosage form; and
esomeprazole in an amount abrin 5 to 100 mg per unit dosage form,
wherein upon introduction of said udibsage form into a medium, at least
a portion of said esomeprazole iteesed regardless of the pH of the
medium, and release of at least #tipa of said napgyxen is inhibited
unless the pH of said rdeim is 3.5 or higher.

11. A method of reducing the incidenceNSAID-associategastric ulcers in
a patient requiring chronic NSAIDeatment and who is at risk of
developing an NSAID-associatedcat, wherein the method comprises
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administering to said patient in nettetreof a pharmaceutical composition
in unit dose form in the form oftablet, said compd@#on comprising: a
core layer comprising naproxen, wherséid core layer has a coating that
inhibits release of said naproxen fraaid core layer unless said dosage
form is in a medium with a pH &.5 or higher; and a layer comprising
esomeprazole, wherein said layeh&s a non-enteric film coating that,
upon ingestion by a patient, released ssomeprazole into the stomach
of said patient.

Crucially, at oral argument, the parties agréhead the ‘920, ‘996, ‘907and ‘285 patents share a
common specification.

DRL begins its claim construction analyby pointing to the statements in the
specification which describe “the present inventiag’having an effective acid inhibitor. The
Abstract for both the ‘92@nd ‘996 patents states:

The present invention is doted to drug dosage forms that release an agent that
raises the pH of a patient's gastrointestinal tract, follblayea non-steroidal
anti-inflammatory drug. The dosage forsrdesigned so that the NSAID is not
released until the intragastric ftds been raised to a safe level.

The specification for both tH820 and ‘996 patents states:

e The present invention is directed to phaceutical compositions that provide for
the coordinated release of an acid Initoir and a non-steroitlanti-inflammatory
drug (NSAID). ‘996 patent, col.1 I.25-28.

e The present invention is based upondiseovery of a new method for reducing
the risk of gastrointestinal side effedh people taking NSAIDs for pain relief
and for other conditions, particulardyring chronic treatment. The method
involves the administration of a siegcoordinated, unit-dose product that
combines: a) an agent that actively raiségastric pH to levels associated with
less risk of NSAID-induced aérs; and b) an NSAID that specially formulated
to be released in a coordinated wagttiminimizes the adverse effects of the
NSAID on the gastroduodenal mucos®96 patent, col.3 11.15-24.

e The present invention is based upondtseovery of improved pharmaceutical
compositions for administering NSAIDs patients. In addition to containing one
or more NSAIDs, the compositions includeid inhibitors tht are capable of
raising the pH of the Gl tract pfatients. ‘996 patent, col.6 1.23-27.



These statements support DRL'’s assertion tleasplecification repeatedly describes “the present
invention” as containing aacid inhibitor that raises the pH tbfe Gl tract prior to the release of
the NSAID. DRL contends that, under Fed&tcuit law, “such language bounds invention
scope,” which is overstatement: under Federal Circuit law, such langwd®nd claim scope.

(Defs.” Opp. Br. 10.) In support, DRL cé#tdNetcraft Corp. v. eBay, Inc., 549 F.3d 1394, 1398

(Fed. Cir. 2008), in whicthe Federal Circuit held:

We agree with Netcraft that use of fhierase “the present invention” does not
“automatically” limit the meaimg of claim terms in &kcircumstances, and that
such language must be read in thetegt of the entire specification and
prosecution history. For the reasons belbowever, we agree with the district
court that the common specification’s rafed use of the phrase “the present
invention” describes the invention as hole, and, as will be discussed further
below, that the prosecution historyedonot warrant a contrary result.

Id. (citation omitted). DRL’s second ditan offers firmer spport for Defendants’
characterization of Federal Circlatv: “When a patenhius describes the featisr of the ‘present

invention’ as a whole, this degation limits the scopef the invention.” _Verizon Servs. Corp.

v. Vonage Holdings Corp., 503 F.3d 1295, 1308 (Fed.2007);_see also Hopeell Int'l, Inc.

V. ITT Indus., 452 F.3d 1312, 1318 (Fed. Cir. 2006)difaig that repeated e®f “the present
invention” in the specification characterizénd invention as a wheland limited a key claim

term); Sony Corp. v. lancu, 924 F.3d 1235, 1248d(FKZir. 2019) (quoting Verizon.)

The specification also states: “In a more gahsense, the invention includes methods of
treating pain, inflammation and/other conditions by orgd administering amcid inhibitor at a
dose effective to raise a patient's gastric pH teast 3.5, preferably tat least 4 or and more
preferably to at least 5.” ‘996 patent, cdl.36-40. This statemémakes clear that the
invention, in general, coains an acid inhibitor at a dose etiee to raise a pant’'s gastric pH

to at least 3.5.



The specification statement just mentionethésclearest statement which ties together:
1) a broad view of the invention as a whaled 2) the use of an acid inhibitor “at a dose
effectiveto raise a patient’s gastric pH to at E&S.” ‘996 patent, col.5 11.38-39 (italics added).
Also already quoted is this statement: “toenpositions include acid inhibitors that aegpable
of raising the pH of the Glarct of patients.” ‘996 patent, Ic® 11.26-27 (italics added).
Including the sentence that preceded it, thetegtent ties together: &)broad view of the
invention as a whole; and 2) theeusf an acid inhibitor that isapableof raising the pH of the
Gl tract of patients. While the words “effeaivand “capable” are different words, in these
contexts, they have a common miegnthey refer to the abilitto produce a desired result, and
the result is raising the pH of the Gl tract of pats. In the context of the patent as a whole, it
is clear that the desired result is not simplyingighe pH of the Gl &ct of patients in any
amount, but raising the pH of the act of patients to at least 3.5.

This inference is supportdry these statements in tteummary of the Invention”
section of the specification:

In its first aspect, the invention is diredtto a pharmaceutical compaosition in unit

dosage form suitable for oral administration to a patient. The composition

contains an acid inhibitgresent in an amoueffectiveto raise theastric pH of

a patient to at least 3.5, preferably tdeaist 4, and more preferably to at least 5,

when one or more unit dagaforms are administered.
‘996 patent, col.3 I1.31-37 (italicadded). This quote expresséfers to an aspect of the
invention, and not to the invention as a vehdiut again we see the assertion that the
composition contains an acinhibitor in an amourgffectiveto raise the gastric pH to at least
3.5. This supports the inference that the inventimiderstood that it wasecessary that the acid
inhibitor be present in amount thabuld have the ability to prodadhe result of raising the pH

to at least 3.5. Although, in thisstance, the statements do refer to the invention as a
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whole, other statements quoted malear that this is a charactéitsof the invention as a whole.

This Court agrees with DRL that these statements in the common specification of the
‘920 and ‘996 patents support the inference tiainvention, as a whole, comprises an acid
inhibitor in an amount effective taise the pH of the Gl tract,ipr to the release of the NSAID,
to at least 3.5.

DRL also points to the prosecution historyagbarent patent, the ‘907 patent. The ‘920
and ‘996 patents descended from the appboatiat produced th®07 patent, application
number 10/158,216. On April 22, 2004, in a non-final officaction, all claims were rejected as
either anticipated by the Goldman reference, or as anticipated by the Depui references, or as
obvious over Depui in view of other reference@ffice action of April 22, 2004, application
number 10/158,216.) In responsdhese rejections, the applicants filed traversing arguments,
including the following:

All of Applicant’s claims have requiremennot only with respect to the type of

active ingredients present in compositionsn@thods, but also with respect to the

way in which active ingredients arelidered in relation to one another.

Specifically, claim 1 requires that thdye a single unit dege form containing

both an acid inhibitor and an NSAID@that, upon adminisition to a patient,

the dosage form deliver these drugs toardinated fashion such that the acid

inhibitor is released firsind the NSAID is not released until after the gastric pH

of the patient is 3.5 or higher. Applicasmibmits that these abacteristics are not

disclosed or suggested Goldman. [sic]

(Applicant Remarks filed 7/22/2@0Qapplication number 10/158,216.)

In the Final Office Action fed October 20, 2004, the examirallowed certain claims

and rejected others, for the reas stated in the previous refi@n, including anticipation by the

4 DRL submitted exhibits with its opposition briefitincluded some, but not all, of the relevant
documents from the file wrappfar the prosecution dhe ‘907 patent. Thentire file wrapper

is publicly available on the PTO’s website, and thourt has taken jucial notice of certain
relevant documents from thisefwrapper that DRL did nabhclude as exhibits.
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Depui reference. (Office action of @ber 20, 2004, application number 10/158,216.) In
response, the applicants submitted amendsreamd remarks on November 22, 2004. In the
remarks, the applicants tisguished Depui as follows:

It should also be recognized thatdd&s compositions would act in a very

different way than thosealmed by Applicant. Spdaally, release of acid

inhibitor in Depui’'s compositions woulde delayed whereas acid inhibitor release

from Applicant’'s compositions is immeate and only the release of NSAID is

delayed. The basic concept of coatingAN3s in a way that will prevent them

from being released until the surrounding pgés to at leds3.5 is entirely

missing from the Depui reference.

(Amendment and Response under 37 C.F.R. 8 1.116, filed November 22, 2004, Pollack Dec. Ex.
5.) On March 29, 2005, a notice of allowance gased for all but te out of fifty-seven
claims.

The prosecution history of a parent bggtion, application number 10/158,216, shows
that the applicants overcame godion in part by distinguigng the Depui reference as not
having taught the following feature$ the inventive compositioimmediate release of an acid
inhibitor and delayed release of an NSAID unté thastric pH rises to at least 3.5. This does
not appear to meaningfully differ from chamxizing the invention alsaving an immediate
release acid inhibitor effective to raise gagpttto at least 3.5. The applicants overcame a
rejection over the Depui reference by descrilimginvention as hawg an immediate release
acid inhibitor and an NSAID that de not release until the gastpid rises to at least 3.5. This
constitutes further evidencapporting the inference that the applicants so understood the

invention of the ‘920 and ‘996 pents as a whole.

The intrinsic evidence just reviewed sugpdhe inference thathat the inventors
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actually inventetl was a composition, as well as @atment method using that composition,
comprising naproxen and esomeprazole, which aeiiecause uncoated esomeprazole was first
released in the stomach, and tiaised the pH of the stomachableast 3.5, awvhich point the
naproxen was released. The intrinsic evigesupporting this infence is quite strong.

DRL also points to statemiesnmade by the then-ownerstbg ‘996 patent, Horizon and
Pozen, in the preliminary response they sittieiohin IPR2015-1344. In this response, the
then-owners attempted to rebut an invaliditaltdnge involving a refence by Gimet with an
argument that included this statement: “Gimedsinot disclose a dosage form comprising an
acid inhibitor in an amourdffective to raise the gastric pHafpatient to at least 3.5.” (Pollack
Dec. Ex. 9 at 19.) This is nottrinsic evidence, but is consistent with DRL’s contention that
the invention of the ‘996 paterdts a whole, comprises an asilibitor effective to raise the
gastric pH to at least 3.5.

This Court finds that the evidence etord supports DRL’s contention about the
invention as a whole. Next,ighCourt considers the questiohwhether such evidence may,
under Federal Circuit law, support the constion that DRL proposes, which imports a
limitation from the spcification. At oral argument, PHdiffs argued principally that DRL’s
proposed construction did not comport with Fati€ircuit law because the claim language
contains no “hook.” This Court uatstood this to refer to a caseed in Plaintiffs reply brief,

NTP, Inc. v. Research In Motion, Ltd., 4E8d 1282, 1310 (Fed. Cir. 2005), which states:

Our case law requires a textual “hook’tire claim languag®r a limitation of
this nature to be imposed. Generallyp&ty wishing to use statements in the

®> See Renishaw PLC v. Marp® Societa' Per Azioni, 158 F.3d 1243, 1250 (Fed. Cir. 1998)
(“Ultimately, the interpretation to be given artecan only be determined and confirmed with a
full understanding of what thaventors actually invented amtended to envelop with the
claim.”)
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written description to confaor otherwise affect a femt’'s scope must, at the

very least, point to a term or terms in the claim with which to draw in those

statements. Without anyatin term that is suscepl#of clarification by the

written description, there is no legitineatvay to narrow the property right.”

Renishaw PLC v. Marposs Societa' per Azi@bB F.3d 1243, 1248 (Fed. Cir.

1998). In other words, there must be a textual reference in the actual language of

the claim with which to assoc&t proffered claim construction.

Plaintiffs’ opening brief does nahention the hook argument. aRitiffs’ reply brief cites NTP
only in support of its argumettiat the word “effective” does not appear in the specification
guotes in DRL’s opposition brief. (Pls.” Reply.B.) The argument th&aintiffs made at

oral argument was that there was no hook for BRirtbposed construction in the claims, not the
specification. The point is that the hook argumastinade at oral arguent, was entirely new.
Furthermore, the hook argument, as presentecabbimyument, was little nme than the assertion
that there was no hook in the claims, without sufipgrexplanation of the law or analysis of the
claim language. This leaves this Court in plesition of considering aargument that was not
made in the briefs nor deloped at oral argument.

Thus, while Plaintiffs argukat the hearing that theagins have no hook, they did not
offer a definition of a hook, with the meaning of NTP and tlirederal Circuit law of claim
construction. Nor does NTP offer a defiaitiof a hook, nor articule how a court should
decide whether or not a hook is present in claim language, beyond theestatesh “there must
be a textual reference in thet@al language of thelaim with which toassociate a proffered
claim construction.” _NTP, 418 F.3d at 1310. Thetatements appeartime context of the
Federal Circuit’s review of theistrict court’s claim constridion decision which declined to
impose a “separate and distinct” limitation on certdaims. _Id. The Federal Circuit affirmed
the district court’s decision thatlimitation should not be impied, and so NTP does not offer

an example of a textual refex@nin claim language with suffigieassociation with a proffered
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claim construction to jugy importing a claim limiation. As already stad, Plaintiffs did not
give the Court an analysis of the NTP decisiat thight elucidate how this Court should apply
NTP to the facts of this case.

DRL, on the other hand, relies on the Fed€riatuit’'s decision in Alloc, Inc. v. ITC, 342

F.3d 1361, 1371 (Fed. Cir. 2003), and argued in its afipo$rief that theacts of the instant
case are analogous to those in Alloc. In shlloc, the Federal Ccuit held that certain
claims should be construed to have a “playiitation, based on the epification, despite the
fact that the word “play” dichot appear in the claims.d.lat 1368-73. The word “hook” does
not appear in the Alloc decision, and so thisi€examines the Federal Circuit’s reasoning to
see what relationship “play” had withettanguage of the relevant claims.

The Federal Circuit begats discussion as follows:

Turning to the Commission’s finding thitte claims include “play” limitation,

none of the asserted patent claims rec¢tieserm play. Even so, the claims recite

floor system features, which are emphadiin the claim language above, in

which play is necessarily present. Tadésatures, and their associated claim

terms, relate to “displacement” and “disassembly.”
Id. at 1368. The Federal Circuiktih examined the specificatiand explained the basis for the
conclusions that “play betwee@omponents of the locking joipermits displacement” and “play
in the joint also permits ‘disassembly.””d.lat 1369. The Feder@lircuit considered the
prosecution history, including thegsecution history of a pareapplication, and stated: “the
applicant represented to the USPTO examinerlagtfacilitated its novesystem set forth in
the revised claims.”__Id. at 1372. The Federat@t found that “play feilitates displacement
and disassembly,” and conclutiéthe patent applicant tethered the displacement and
disassembly features of theiate to the play feature.” dl at 1372-73. The Federal Circuit

held that the claims at issue should be construed to require play. Id. at 1373.
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Thus, in_Alloc, the Federal Circuit examinind language of theaims and the intrinsic
record and found that a produetfure disclosed in the specition, but not in the claims,
facilitated and permittedroduct features that were exprgsshimed. This Court now inquires
into whether the instant case presents analofgats. DRL argues that the intrinsic evidence
demonstrates that the inventiongeneral, requires that the wated esomeprazole be effective
to raise the gastric pH to at least 3.5; thiuld be the product &ure disclosed in the
specification. Two of the four independent glaiinclude the phrase, “release of at least a
portion of said naproxen is inhtbd unless the pH of said medius3.5 or higher,” while the
other two independent clainticlude the phrase, “a coreyr comprising naproxen, wherein
said core layer has a coating that inhibitsaséeof said naproxen from said core layer unless
said dosage form is in a mediwmith a pH of 3.5 or higher.” The product property disclosed in
the specification — thuncoated esomeprazolesféective to raie the gastric pH to at least 3.5 —
facilitates or permits the produgtoperty disclosed in the claimthie naproxen is not released
until the pH of the medium is 3.5 or higher. e present record, it appears that the patentee
tethered the naproxen release feature discliose claims to theffectiveness of the
esomeprazole to raise gastric gidclosed in the intrinsic cerd. DRL has persuaded this
Court that Alloc is analogous, atttat there is “a textual referema the actual language of the
claim with which to associat[the] proffered claim construction.” NTP, 418 F.3d at 1310.

The intrinsic evidence strongbupports the inferee that the applicants for the ‘996 and
‘920 patents understood the invention, as a wholepmprise immediateelease esomeprazole
which is effective to raise gastric pH to at lE&%. Applying_Alloc, thisCourt tentatively finds
that the applicants tethered the naproxéease feature disclos@uthe claims to the
effectiveness of the esomeprazole to raiseiggstl disclosed in theatrinsic record, and
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construes the claims at issue to include this limitation.
With this foundation, this Coticonsiders the impact of tieederal Circuits decision in

Nuvo. In_Nuvo, the Federal Cirduield: “we hold thathe ‘907 and ‘285 patés are invalid for

lack of an adequate writtengt@iption given that the shared specification does not adequately
describe the claimed effeaeness of uncoated PPI.” _Nuvo, 923 F.3d at 1384. At oral
argument on this motiotthe parties agreed that the ‘9ZI96, ‘907, and ‘285 patents share a
common specification. No one has argued ésameprazole is not a PPI. This Court has
tentatively construed the asserted claimsittude a limitation requiring immediate release
esomeprazole which is effective to raise gagtiido at least 3.5. The Federal Circuit has held
that the common specification dosst adequately describe uncedPl which is effective to
raise the gastric pH to at least 3.5.

On this basis, this Court finds that DRAs raised a substantial question of patent
validity, which Plaintiffs have nathown lacks substantial merit. The Court makes this finding
not based on the application of any preclusioctritze; the parties have not raised a preclusion
argument on this motion.Instead, the Court considersw as relevant to estimating the
likelihood of success of thearties, in view of the burdens apesumptions that will inhere at
trial. The reported decision shows that theipaibefore the Federal Circuit in Nuvo were the
same parties now before this Court. 923dFat 1368. The Federal Circuit concluded: “we
hold that the ‘907 and ‘285 patents are invalidid@k of an adequate tten description given
that the shared specification does not adequedtsgribe the claimedfectiveness of uncoated
PPL” 1d. at 1384. Itis a common-sense prapmsithat, if PlaintiffsCross-Appellants Nuvo
and Horizon were unable to perdeahe Federal Circuit thatdlshared specification — shared
with the ‘996 and ‘920 patents, the partieseagl — provides adequateitten description
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support for a claim limitation of &fctive uncoated PPI, they are ilely to succeed in defeating
the same validity challenge in this case.

Neither Plaintiffs’ reply brienor their arguments to thSourt at the hearing suggest
otherwise. The reply brief restates Plaintiffsspion that the words dll claims should have
their ordinary meaning, and does not serioghigllenge DRL’s argumemhat the intrinsic
evidence, under Alloc, supports construihg claims to requir effective uncoated
esomeprazole. Plaintiffs’ approatththe Nuvo decision is to ignoiteit is not even cited in the
reply brief. Plaintiffs assethat DRL cannot meet its burdenmof, but Plaintiffs bear the
burden of proof on this motion. As the pastlenow, pursuant to 35 U.S.C. § 282(a), a patent
shall be presumed valid, and taal, the challenger bears tharden of proof of invalidity.

While the presumption of validity appliestime context of deciding a preliminary injunction
motion, the burdens of proof diffebomewhat from those at trialAs the Federal Circuit has
explained:

A patent holder seekingmeliminary injunction bearthe ultimate burden of

establishing a likelihood of success on ttierits with respddo the patent's

validity. If the alleged infriger raises a “sutamtial question” of invalidity, the

preliminary injunction should not issueThe burden on the accused infringer to

show a substantial question of invaliditlthis stage is lower than what is

required to prove invalidity dtial. “Vulnerability is the issue at the preliminary

injunction stage, while validity is the issue at trialAmazon.com239 F.3d at

1359 (“In resisting a preliminary injunction . one need not make out a case of

actual invalidity. . . . The showing of alsstantial question as to invalidity thus

requires less proof than the clear andwincing showing nessary to establish

invalidity itself.”). Once the accused infringer satisfies this requirement, the
burden shifts to the patentee to shouat tine defense lacks substantial merit.

Altana Pharma AG v. Teva Pharm. USA, .I66 F.3d 999, 1005-06 (Fed. Cir. 2009) (citations
omitted). At this juncture, DRL does not bélae burden of proof of invalidity by clear and

convincing evidence. It need only show the vedibdity of the patentat issue to a validity

17



challenge, and it has done so. The burden thilediback to Plaintiffs to show that the
defense lacks substantial merit, and Pldmtiive not met this burden.
Plaintiffs have failed to daonstrate that their “infringemeclaim will likely withstand
the alleged infringer’s challenges to patenidiy and enforceability.” _Mylan, 857 F.3d at 866.
Plaintiffs have thereferfailed to show a likelihood of success on the merits. The motion for a

preliminary injunction is denied.

s/ Stanley R. Chesler
STANLEY R. CHESLER, U.S.D.J.

Dated: December 18, 2019
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