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This Court has jurisdiction over this action pursuant to 28 U.S.C. 88 1331 and 1338(a).
Venue is proper under 28 U.S.C. §8 1391(b) and 1400(b). This Court held a MaHaaeng
on February 3, 201&garding pgent claims in Plaintif6 U.S. Patent Nos. 8,298,580 (“the '580
patent”), 8,663,683 (“the '683 patent”), 8,877,248 (“the '248 patent”), 8,889,191 (“the '191
patent), and 8,992,989 (“the '989 pateni(gollectively, “the patents in suit”) After carefully
considering the parties’ written and oral arguments regarding sewentetas in the patents in
suit, this Court has construed the disputiaim termsas discussed below.

l. PROCEDURAL AND FACTUAL HISTORY 2

This matter relates to fevof Plaintiff's patents relating téopiramate extended release
capsulesadrug producindicated for initial monotherapy for patients with partial onset seizures
and primary generalized toratonicseizures, and as an adjunctive therapy for patients with partial
onset seizures, primary generalized teslanic seizures, and seizures associated with Lennox
Gastaut syndrome. Each Bfaintiff’s five patents iditled “Sustaineetelease formulationsfo
topiramaté and claims pharmaceutical compositions of topiramate for eacky oral
adminigration, comprising a sustaingdlease comment and an optional immediatelease
component, the compositions of which can be selectively adjtstetbase the active ingredient
along a predetermined release profile Plaintiff's branded produetTrokendi XRFP—is an
extended release capsule with topiramate as its angjvedient.

Plaintiff asser that Defendants have infringed or will infringe gaentsan suitby filing
abbreviated new drug applications (*ANDAs”) with the Udit&tates Food and Drug

Administration seeking approval to market generic versions of Trokendi XRefendants

I Markman v. Westview Instruments |62 F.3d 967 (Fed. Cir. 1995).
2 Unless otherwise noted, the facts are taken from the parties’ submissions



contend that thproducts proposeid their ANDAs will not infringeasserted claims dlfie patents
in suitand/or that the asserted claims are invalid.

Plaintiffs commenced this lawsuit @rctober 1, 2014andfiled an Amended Complaint
on April 28, 2015 Plaintiff assertedhe following six Counts in the Amende@omplaint (1)
infringement of thé576 Patent(no longer asserted against any DefenddHj)infringement of
the’580 Patent(lll) infringement of thé683 Patent (1V) infringement of the '248 Patent; (V)
infringement of the '191 Patent; and (VI) infringement of the '989 Patent. (Am. Compl- 1Y 53
142.) On April 16, 2015, Magistrate Judge Mannissued an Order consolidating thepiramate
extended release capsule” cases togéther

Il. LEGAL STANDARD

Patent claim construction is a matter of law for the coudarkman v. Westview
Instruments, In¢.52 F.3d 967, 979 (Fed. Cir. 1995). During interpretation of a claim, courts
should initially look to intrinsic evidence, namely “the patent claims, theifggion and the
prosecution history if in evidence Bristol-Myers Squibb Co. v. Immun&orp, 86 F. Supp. 2d
447, 448 (D.N.J. 2000). “[l]ntrinsic evidence is the most significant source of the legatigtive
meaning of disputed claim languagé/itronics Corp. v. Conceptronic, In@Q0 F.3d 1576, 1582
(Fed. Cir. 1996). “The court should presume that the terms in the claim mean what tlaeyisay
unless otherwise compelled, give full effect to the ordinary and accustomed metiagn
terms.” Bristol-Myers Squibb Co86 F. Supp. 2d at 448. A person of ordinary skill in the art “is
deemed to read the claim term . . . in the context of the entire pa®mlips v. AWH Corp.415
F.3d 1303, 1313 (Fed. Cir. 2005geMedrad, Inc. v. MRI Déces Corp. 401 F.3d 1313, 1319

(Fed. Cir. 2005) (“We cannot look at the ordinary meaning of the term . . . in a vacuunmer, Rat

3The lead case is#1cv-06102 and the member case isci407272. Another member case, £%-00326, was settled
on October 16, 2015.



we must look at the ordinary meaning in the context of the written description and theupoys
history.” (citationomitted); see alsdMarkman 52 F.3d at 979.

If the intrinsic evidence alone wihot resolve the ambiguity, the Court may rely on
extrinsic evidence, which includes expert testimony, treatises, digaerard articles Bristol-
Myers Squibb C9.86 F.Supp. 2d at 4489. Extrinsic evidence may not be used to vary or
contradict the meaning established by the intrinsic evideRhalips, 415 F.3d at 13189, 1324.
“The construction that stays true to the claim language and most naturally atigtisewpatent’s
description of the invention will be . . . the correct constructidd.”at 1316.

A key aspect of claim construction is to assist the jury in understanding comblicat
language and conceptsSee Encap LLC v. Oldcastle Retdiic., No. 1:tcv-808, 2012 WL
2339095, at *9 (E.D. Wis. June 19, 2012) (“Claim construction is not intended to allow for
needless substitution of more complicated language for terms easily ooddogta lay jury.”);
see also C.R. Bard, Inc. U.S. Surgical Mrp., 388 F.3d 858, 863 (Fed. Cir. 2004) (“[M]erely
rephrasing or paraphrasing the plain language of a claim by substitutingysyaoioes not
represent genuine claim construction Af-G Indus., Inc. v. Cardinal IG Co., In@39 F.3d 1239,
1247 (Fed. Cir. 2001) (“It is critical for trial courts to set forth an express cetistn of the
material claim terms in dispute, in part because the claim construction becentesith of the
jury instructions, should the case go to trial. It is also the necelssargiation of meaningful
appellate review.(citation omitted).

[I. PERSONOF ORDINARY SKILL IN THE ART

Claims are construed from the vantage point of a person of ordinary skill in the art
(“POSA") at the time of the inventiorhillips, 415 F.3d at 1313Thus, leforethe Court reviews

the bounds of the claisin light of the specification, it must establish teeel of skill that ePOSA



possessed at the time of the inventiddlVoice Computing PLC v. Nuance Commc'ns,,|1504
F.3d 1236, 1240 (Fed. Cir. 2007).

A POSA, as a person of ordinary skill, is “also a person of ordinary credti\8geKSR
Int'l Co. v. Teleflex InG.550 U.S. 398, 420 (2007A POSA is“presumed to be one who thinks
along the line of conventional wisdom the art and is not one who undertakes to inngvate
Standard Oil Co. v. Am. Cyanamid C@.74 F.2d 448, 454 (Fed. Cir. 1985). In contrast, a
multidisciplinary ‘drug team[],"includingscientists, medical doctors, economists, and marketing
personnel, (Thakker Respecl. Ex. 13 MayersohnTr. 266-28:18), would be innovativend
more than ordinarily creativerhis District hagreviously‘reject[ed] the notion that the ‘person’
of ordinary skill must pasess all of the attributes ofaulti-member tam.” Otsuka Pharm. Co.
v. Sandoz, Inc., Otsuka Pharm. Co. v. Sandoz,Ne.3:07CV-0100Q 2010 WL 4596324, at *9
(D.N.J. Nov. 15, 2010) (Cooper, Jaff'd, 678 F.3d 1280 (Fed. Cir. 2012pefendants’ position
that a POSA isone or more of, or a team including, a Ph.D[]avl.D., having three or more
years of industrial experience (or a comparable level of additional resaadéor laboratory
experience in academia), or alternatively, a Bachelor’s or Master’'s Degree and ensurately
greater number of years of experience in the approfieht at the time of the inventioriDefs.’
Op. Br. 23),* howeverruns counter to the generally accepted definition of a POSA. This Court
will, for the purposes of this suit, define a POSA as someone who, at the time of the invedtion, ha
“at least a Bachelor of Science degree in Pharmaceutical Sciences or a related fieldpaigbyox
3-5 years of experience in drug delivery technology or a related field, arkdngy knowledge

regarding pharmacokinetics (or. commensurate education angberience). (Pl.’'s Op. Br. 5.)

4 For the purposes of this Opinion, “Pl.’s Op. Br.” refers to Plaintiffsening Claim Construction Brief (Dkt. No.
88),“Defs.” Op. Br.” refers to Defendants’ Opening Claim Constructosief (Dkt. No. 91), “Pl.’s Resp. Br.” refers
to Plaintiff's Responding Claim Construction Brief (Dkt. No. 112), andf{D Resp. Br.” refers to Defendants’
Responding Claim Construction Brief (Dkt. No. 113).



V. CLAIM CONSTRUCTIONS

The parties dispute the meaningseverclaim terms or phrases with respect toghtents
in suit® The disputed terms argl) “at least two different extended release topirasnatgaining
components”; (2) “population[s] of beads”; (3) “coating miaiér (4) “release controlling
coating”; (5) “a maximum steady state plasma concentration (Cmax) of topirafeat&’relative
steady state AUC”; and (7) “the same amount of topiramate administeredhasediate release
formulation BID.”

A. “at leasttwo different extended release topiramateontaining components”

Plaintiff's Proposed Defendants’ Proposed Court’s Construction
Construction Construction
at least two extended releas| at least two different at least two extended releas
topiramatecontaining extended release topiramate topiramatecontaining
components, wherein each | containing components components hawg different
component has its own in | having different compositionsin vitro release rates for
vitro rate of drug release and release rates for topiramate

topiramate, within normal

variation

For the reasons discussed below, this Court defiaglgast two different extended release
topiramatecontaining components” as used in claim 1 of the '580 patentean “at least two
extendedrelease topiramateontaining components having different in vitro release rates for
topiramate.”

The parties agreeand the intrinsic evidence supportisat the “at least two different
extended release topiramat@ntaining components” are defined, at least in part, by having their
own in vitro rate of drug releasdPl.’s Op. Br. 6,Defs.” Op. Br. 5.) However, to the extent that
the words “its own” in Plaintiffs construction could allow components to have the same

properties, this Court adopts the “different” language of the original clab®0) Patent, claim 1),

5 Two other terms previously in dispttave been withdrawn(Defs.’ Op. Br. 1.)



with respect to the “in vitro releasates” so as to give effect to all terms in the claim and not read
out the express requirement in the claim that the at least two extended releaseeotsnipen
“different.” SeeBicon, Inc. v. Straumann Cal41 F.3d 945, 950 (Fed. Cir. 2006).

The partesalso disagree as {@) whetherthe two different extended release topiramate
containing components must also have different compositions,(Zndhether the claim
construction should explicitly state thatsingle component may have a degreénairmal
variation™ in its composition and release rate arising from the inherent variations thatladag
normal manufacturing and testing.

On the first issueDefendantcharacterizestructural changes that occur due to changes in
process parameteduring manufacture as compositional changes, and this leads them to argue
that the patent specificatibteache®nly one way to changdhe release rate of an extendeldkase
component as required by claim 1,iefhis changing the compositionn fact, the specification
teaches multiple ways to change the release rEtes Court findshat aPOSAwould interpret
composition as “the ingredients that go into the final product and must remain in the finat.produc
(Byrn ReplyDecl. 1 17 (citingcFDA GUIDANCE FOR INDUSTRY: DRUG PRODUCT at 6, lines 238
39).) Thus,aPOSAwould understand thanguageof claim 1 to mean thathanging any one of
the listed variable§ the nature of the coating, coating level, type of concentration of a porerfo
[and] process parametérg’580 patent, 7:1d.8)) could change the rate of release without
changing the final composition of the component. For this reason, “different coimpsiss a

narrower requirement than that required by claim 1, which is diffeetease rates.

& Defendantslsoseek to add the “within normal variation” limitation to another claim tépmpulation[s] of
beads,’infra Part I1V.B.

7 All referencesnade to the specification of the patentsuitin this Opinion are made to that of tf&80 patent.
Because the patents in suit are continuations of the same patent applicatiafi teeictspecifications contains
identical language.



Moreover,Defendants’ argument for the “different compositions” limitation rests eyntirel
on the contention that different compositions acpuired to change release ratEsen asuming,
arguendgthat ths contention isorrect,the “different compositions” requiremeistunnecessary
because both the original claim language and this Court’s construction alegadhe different
release rates.This Court will not add a limitation to the claims that is not required by the
specifcation. See Renishaw PLC v. Marposs Societa’ Per Azid8 F.3d 1243, 1249 (Fed. Cir.
1998).

The Court’s construction is supported by other sectiorieexdpecificationas well The
titles of Tables 2 and 3 refer to “Topiramate Bead Compositiamsl do not list process
parameters, such as the curing temperature or metioeteasthe title of Table 1 refers to
“Compositions and process Parametensd includes process parameters in the body of the table.
AdoptingDefendants’ “composition” languageould renderthe“process [phrameters” language
of thetitle of Table 1 redundantEven if, for the sake of argument, tR®SAwould understand
“‘composition” to include process parametettse Federal Circuit heldn Phillips that “the
specification may reveal a special definition given to a claim term by the pateattddftrs from
the meaning it would otherwise posseds.such cases, the inventerdexicography governs.”
Phillips, 415 F.3dat 1316. The Phillips courtfurther statedhatthe specification is “the single
best guide to the meaning of a disputed term and . . . acts as a dictionary when ityedgiiess!
terms used in the claims or when it defines terms by implicatileh &t 1321(citing Vitronics 90
F.3d at 1582irdeto Access, Inc. v. Echostar Satellite CpB83 F.3d 1295, 1300 (Fedir. 2004)
(internal quotation marks omittedjlere, a comparison of the table titles in the specification makes
it clear that the inventors did not intend “composititm’include pocess parameterdherefore

this lexicography will govern.



On the second issue, both sidgseethat aPOSAwould not describe something as being
differentif it was “withi n normal variation.”(Byrn Reply Declq 31 Park Decl. 85) Thus, the
limitation is unnecessary and adding it would create a source of ambigorttheseeasos, and
because the specificatialmesnot mention “within normal variation,” this Court declines to adopt
the “within normal variation” language for any of the claammesin dispute.

B. “population[s] of beads”

Plaintiff's Proposed Defendants’ Proposed Court’s Construction
Construction Construction

population[s] of particles, multiple structural units with | population[s] of particles,
spheres, beads, granules, |the same composition and | spheres, beads, granules,
pellets, particulates or any | rate of release, within normal pellets, particulates or any
structural units that may be | variation structural units that may be
incorporated into an oral incorporated into an oral
dosage form dosage form

Construction of “population” Construction of “population”
IS not necessary. The term IS not necessary. The term
has its plain and ordinary has its plain and ordinary
meaning, e.g., group, meaning, e.g., group,
collection, or class. collection, or class.

Plaintiff and Defendants disagree on the meaning of “population[s] of beads” as used in
claims 1 and.5 of the '683 patent, claim 2 of the 248 patent, claim 1 of the '191 patert|eamd
2 of the '989 patent. As this Court has already declined to adopt the “within normabwariat
language, the remaining twmints of disagreement are the constargtiof “population[s]” and
“beads! For the reasons discussed below, this Court declines to construe “populations[s],” an
adopts the definition of “beads” contained in the specification.

The specificationdoes not assign a special meaning to the word “population.” “In the
absence of an express intent to impart a novel meaning to claim terms, dariavaaim terms

take on their ordinary meaningTeleflex, Inc. v. Ficosa N. Am. Car@99 F.3d 1313, 132%-€d.



Cir. 2002). Defendantsargue thathe plain and ordinary meanirigils to provide any guidance
about what constitutes a “population” of beaaisjtheoretically permgall beals in a capsule-
even if there are both immediate release and extended release-teadsstitute a single bead
population. Defs.” Op. Br. 12.) However, wlken beads in a population have particular
characteristics, the claims identify those characteristics. For examphe,Ictzi the '683 patent
and claim 1 of the '191 patectharacterize each bead population “[comprising] an extended release
(XR) component’as having “its own release controlling coating” and “its own rate of release.”
Thus while Defendants*multiple structural unitslanguagéhas no basis in the intrinséwidence,
the plain language meaning of “population[s]” is supported by the spedfigaticonjunction
with the guidance offeleflex 299 F.3d at 1325. Therefore, this Court declines to construe
“populations[s]” and gives the term its plain and ordimrasaning.

For the term “beads,’he pecificationprovidesan explicitdefinition: “The term ‘beads,’
as used herein, includes, without any limitations on the nature and size therep§ricigs,
spheres, beads, granules, pellets, particulates or any structural umtsiyHae incorporated into
an oral dosage form.(’580 patent, #40-43.) As discussé above, when the specificatiogveas
a special definition given to a claim term by the patentee that differs from the méammgdd
otherwise possess, the inventor’s lexicographygattern Phillips, 415 F.3d at 1316Moreover,
Defendants in their own brief do not contdst their“proposed condiction incorporates the
phrase ‘structural units’ to be inclusive of ‘particles, spheres, beads, grgmallets, particulates
or any structtal units,” and that'there does not appear to be a dispute between the parties with
respect tohat aspect of the constructivbr(Defs.’ Op. Br. 10.) For these reasons, this Cgiwgs
“beads its definition from the specification.

C. “release controlling coating”

10



Plaintiff's Proposed Defendants’ Proposed Court’s Construction
Construction Construction
a coating that modifies and | a layer of material coated a coating that modifies and
controls the release of the | onto a core or other layer thatcontrols the release of the

active ingredient modifies and controls the active ingredient

extended release of the active
Construction of “coating” is | ingredient Construction of “coating” is
not necessary. The term has not necessary. The term has
its plain and ordinary its plain and ordinary
meaning, e.g., a covering. meaning, e.g., a covering.

Plaintiff and Defendants disagree on the meaningedéase controlling coating” as used
in claim 1 of the '580 patent, claims 9 and 12 of tB&3patent, claims 1 and 14 of tH&48patent,
claims 7 and 21 of the '191 patent, and claims 1, 14, 15, and 18 '&8&gatent.Defendants
admit that the term means that the coating “modifies and controls the releaseaativiee
ingredient; and this corresponds to the definition of the term found in the specificqibuis.’

Op. Br.18.) Therefore, the only point of disagreement is whether “coating” requires construction,
and, if so, how it should be construdakfendants argue that “coating” requires “a layer of material
coated onto a core or other layerfowever,both “coated onto” ah “core or other layer” are
limitations unsupported by thetrinsic evidence, andor the reasons discussed below, this Court
rejects both limitations.

Thephrase “coated onta@ppears to require the active application of a coatvhgreasa
POSAat the time of the invention would have understood dleatating can be created byher
means, such as micragapsulatiorf Indeedtwo textsthat Defendants rely on to supg their
proposed construction, (Joint Claim Constructiam C7), both descrie and discuss

microencapsulation as an established method of coaf{lBgin Decl. § 54 citing HowaARD C.

8 Microencapsulabn involves mixing the material to be encapsulated into a solution cimgtdive encapsulating
material and then adding a polymer concentrating agent, which formsar filoat around the particles, resulting in
coated microcapsulegByrn Decl. { 54.)

11



ANSEL ET AL., PHARMACEUTICAL DOSAGE FORMS & DRUG DELIVERY SYSTEMS 23233 (7th ed.
1999)and 3HERBERTA. LIEBERMAN ET AL., PHARMACEUTICAL DOSAGEFORMS, TABLETS 77, 161
(2d ed. 1990) Because Coated onto'tequires dimitation not required by the specificationjgh
Court declines to adopt iSeeRenishaw158 F.3d at 1249.

The specificatiors explicit definition of “release controlling coating” reads: “. . . at least
one population of beads coated with a coating that modifies and controls the retepsaiiate
from the beads (release controlling coatihgj580 patent, 6:3912.) As this definition requires
the beadsto be coated, “core or other layer” unnecesgaiarrows the scope of thdefinition.
SeePhillips, 415 F.3d at 1321teachingthat “the specification acts as a dictionary when it
expressly defines terms used in the claims or when it defines terms by impljcatioaddition,
although the specification only discloses embodiments in which the retaasalling coating is
coakd onto a core or other layert % improper to read limitations from a preferred embodiment
described in the specificatiereven if it is the only embodimestinto the claims absent a clear
indication in the intrinsic record that the patentee intendedlémas to be so limitetl. Liebet
Flarsheim Co. v. Medrad, Inc358 F.3d 898, 913 (Fed. Cir. 2008uch a “clear indication” does

not existhere Thereforethis Court declines to adopt theore or other layer” language.

12



D. “coating material”

Plaintiff’'s Proposed
Construction

Defendants’ Proposed
Construction

Court’s Construction

a material that modifies and
controls the release of the
active ingredient and is
capable of forming a coating

Construction of “coating” is
not necessary. The ternas
its plain and ordinary

meaning, e.g., a covering.

a material coated onto a cor
or other layer

Construction of “coating
material” is not necessary.
The term has its plain and
ordinary meaning, e.g., a
material used as aovering.

Plaintiff and Defendants disagree on the meaning of “coating material” asudai 1
of the’580 patent, claims 9 and 12 of the '683 patent, claims 1 and 14 of the 248 patent, claims 7
and 21 of the '191 patent, and claims 1, 14, 15, and 18 of the 989 patent. The dispute between
the parties regarding the construction of “coating material” centetsedioltowingthreeissues:
(1) whetherthe “coating materialmustbe a coating or justapable of forming a coating?)
whetherthe range of pentid substrates is limitetb “a core or othelayer,” and (3) whether the
coating material must be “coated onto” thestdite, thus permitting onbective application as a
method of applying the coating materidlhis Courtdeclinesto adopt he “core orother layer”
and“coated ontolanguagedr the reasons stated in Part IV.Thus, the only remaining point of
disagreement is whether the “coating material” must be a coating or just capabimioffa
coating For the reasons discussed below, thisrCiinds that a “coating material” must be a
coating,and giveghe termits plain and ordinary meaning, e.g., a material used as a covering.

The specificationdemonstrate that the patentees did not intend to define a “coating
material” solely by the chemical identity of tegcipientin question (regardless of its function in
the formulation), but instead intended for that term to include only those materiascthatally

used in coatings. (Park Decl. {55.)

13
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hydroxypropylmethylcellulose (HPMC) as a release controlling coatiaigrial, a pore former, a
material in an overcoat, an enhancagent, and a binder. 580 patent, 7:9,7:57, 8:10, 9:34,
10:22.) These descriptions in the specification show that the patentees recognizedigiantsx

can have different functions depending on where and how they are incorporated into the
formulation, and that an excipientasly a “coating material” when it is in a coatinijloreover,
Plaintiff's proposed construction broadens the scope of the claims to the point n§reatthe

word “coating” from the claim term, andhis runs counter to Federal Circuit precedent which
requires coun to give full“effect” and “respect” to every word in a claim terfAause Tech LLC

v. Tivo Inc, 419 F.3d 1326, 1334 (Fed. Cir. 200Bicon, 441 F.3d at 950For these reasons, this
Court declines to adopt tland is capable of forming a coating” language.

Neither construction proposed by the parties defines the word “materiakadhsthe
proposed constructions use the word “material” as the part of the proposed definitoatiniy
material.” For thigeason, and because this Court declines to construe “coating” for the reasons
discussed above, this Court declines to construe “coating material” and gitegldin and
ordinary meaningge.g., a material used as a covering.

E. “a maximum steady state plasma concentration (Cmax) of topiramate”

Plaintiff's Proposed Defendants’ Proposed Court’s Construction
Construction Construction
a maximum plasma a maximum plasmdrug a maximum plasma
concentration (Cmax) of concentration (Cmax) of concentration (Cmax) of
topiramate reached during a topiramate that is the topiramate reached during &
dosing interval while at calculated mean value basegddosinginterval while at
steady state on values obtained from a | steady statéhat is the
group of subjects tested calculatedmean value based
during a dosing interval while on values obtained from a
at steady state group of subjects tested

14



Plaintiff and Defendants disagree on the meaning of “a maximum steaéypkiama
concentration (Cmaxof topiramate” as used in claim 10 of the 580 patent, claim 11 of the '248
patent, claim 2 of the '191 patent, and claim 11 of the '989 patent.

The parties agree that pharmacokinetic results from clinical studies involearavalue
that is calculate “based on values obtained from a group of subjects” that are teBiefd.” Op.

Br. 20, Pl.’s Resp Br. 23.) In other words, to determine pharmacokinetic parameters, it is
understood that at some point subjects must be tested to determine concentrationgnahérug
blood. This is supported bthe specification: “unless otherwise indicated, when a drug plasma
concentration is listed, the value listed is the calculated mean value based onhtainesl é&rom

a group] of subjects tested.(’580 patent, 4:229.) Because both sisl@gree that the language

is factually corregtand because the language is included expressly in the patent specification, thi
Court includes “calculated mean value based on values obtained from a group of sedigdts

as part of the construction of “a maximum steady state plasma concentratior) (Gima
topiramate.”

The partiesalso agree that the “maximum plasma concentration (Cmax) of topiramate”
should be based on “a dosing interval while at steady stateristraction that is consistent with
the intrinsic evidence However, the partiedispute whetherne Cmax must be determinég
testing subjectsluring the dosing interval at steady statd&his limitation would requirethe
administration of repeated des® subjects (until steady state is reached) before measuring plasma
concentrations.This limitation would exclude steady state Cmax values that are calculated by
applying the superposition principle data obtained from a singl®se study, a methodahis
disclosed irExample 6 othe specification.('580 patent, 18:58.9:50;seeThakker Decl. | 37,

42, 54.) Extrinsic evidence shows thaP®SAwould have known that the superposition principle

15



was commonly used to obtain steady state pharmacokinetic results based edosiagieudy
data. (Thakker Decl. { 37, 58.)

This Court will not construe the claims to exclude an alternative meansashplcshing
the claimed result when the alternative means is disclosed in the specifiGg®BM Innovative
Props.Co. v. Tredegar Corp.725 F.3d 1315, 1331 (Fed. Cir. 2013). Such a construction would
require a limitation that the specification does not requeeRenishaw158 F.3d at 1249For
these reasons, this Court constriasmaximum steady state plasma concentration (Cmax) of
topiramaté to mean ‘a maximum plasmaoncentration (Cmax) of topiramate reached during a
dosinginterval while at steady statbat is the calculated mean value based on values obtained
from a group of subjects tested.”

F. “a relative steady state AUC”

Plaintiff's Proposed Defendants’ Proposed Court’s Construction
Construction Construction

an area under the plasma | an area under the plasma | an area under the plasma
concentratiortime curve concentratiortime curve concentratioftime curve

(AUC) of topiramate from the (AUC) of topiramate from the (AUC) of topiramate from the
formulation administered formulation administered formulation administered
oncedaily while at steady | oncedaily while at steady | oncedaily while at steady
state in relation to the AUC | state in relation to the AUC | state in relation to the AUC

A4

of topiramate from an of topiramate from an of topiramate from an
immediate release immediate release immediate release
formulation administered formulation administered formulationadministered
daily in two divided doses | twice a day in two equal daily in two divided doses
while at steady state doseswhile at steady state | while at steady state

based on values obtained
from a group of subjects
tested by a crossover study

Plaintiff and Defendants disagree the meaning of “a relat steady state AUC” as used
in claim 11 of the '580 patent, claim 12 of the 248 patent, claim 5 of the '191 patent, and clai

12 of the '989 patent. Both ®d proposed constructions recite “an area under the plasma
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concentratiortime curve (AUC) oftopiramate from the formulation administered cdedy
while at steady state in relation to the AUC of topiramate from an immediate releagtafmn.”
Such language is consistent with the intrinsic evide(i680 patent,4:34-36),and thisCourt
adops it

Although the parties’ competing constructions both providedordoses a dayhe parties
disagree whiher the doses should be “edquat “divided.” Theintrinsic evidence uses “divided
doses” to describe the relative steady state AlMoreover, Plaintiff's expertexplainsthat “if
only 50 mg tablets of an immediate release product are available and 25 mgromibdiate
release product is to be administered twice a day (“BID”), a POSA would km@hysically
divide the 50 mg tablet into two halves. In such circumstances, the two divided idnsesch
half of the tablet) would have a similar dosage amount, but they likely would ncadté/equal.”
(Thakker Resp. Decl. 1 44.) This Court adopts Plaintiff's “daily in two divided d¢megliage.

The partiesalsodispute whethethe specification requires the use of a crossover study to
calculate theelative steady state AUCThis limitation is not required by thelam language or
specification, and would exclude other methods for comparing formulations, such ks gtady
designs, in which the formulations are administered to different subj@d®OSA would know
that other study designs, such as parallel studies, can be useditasuch studies may even be
preferable for drugsuch as topiramate with relatively long hiaves. (Thakker RespDecl. 1
35-36.) And although the specification recognizes that there is interpatient véyiatiblood
plasma concentrationthe specification expressly teaches that mean vate¢srossover studies,
are to be usetb account for the problem. ('580 patent 4:22-29.)

Moreover, the use of a crossover study in Exampéthe specificationns not sufficient

to read the limitation intdhe claims. “[I} is improper to read limitations from a preferred
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embodiment described in the specificatieeven if it is the only embodimentinto the claims

absent a clear indication in the intrinsic record that the patenteeedttredclaims to bevdimited.

LiebetFlarsheim Cao. 358 F.3d at 913. The specification here does not indicat¢hthataim

language should be dimnited; nor does it require-or even state a preference-fea crossover

study over any other kind of clinical study that could be used. (Thakker Bespf 3334.)

This Court will not construe the claims to require a limitation that the specification dbes n

require. SeeRenishawl158 F.3d at 1249%or these reasons, this Court adopts Plaintifitgpsed

construction.

G.
formulation BID”

“the same amount of topiramate administered as an immediate release

Plaintiff's Proposed
Construction

Defendants’ Proposed
Construction

Court’s Construction

the equivalent amount of
topiramate administered dail
as an immediate release
formulation given twice a da

the equivalent amount of
ytopiramate administered dalil

as an immediate release
yformulation given twice a da

the equivalent amount of
ytopiramate administered dail

as an immediate release
yformulation given twice a da

y

in the same subjects

Plaintiff and Defendants disagree on the meaning of “the same amount of topiramat

administered as an immediate relefmsmulation BID” as used in claims 10 and 11 of the '580

patent, claims 11 and 12 of the 248 patent, clairdsadd 14 of the '191 patent, and claims 11

and 12 of the '989 patent. The parties agree on the language “the equivalent artopirdrofite

administered daily as an immediate release formulation given twice a day,” andttis @f the

proposed constructions is supported by the intrinsic evidence.

The parties dispute whether the formulation must be given twice a day “irathe s

subjects.”This limitationis not required by thelaim language or specification, awduldrequire

the use of crossover studies agxtludeother methods focomparing formulations, such as

parallel study designs which the formulations are administerediifferent subjectsMoreover,
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the plain language of the claiterm concerns thamountof topiramate to be administered, and
Defendants provide no explanatias towhy aPOSAwould assume that tremountof a drug to
be administered would limit theubjectsvho should receive the drud-or these reasons, anaf f
the reasos discussed above in Part IV.F, this @dunds that the formulation need not be given
twice a day “in the same subjects.”

CONCLUSION

For the reasons stated above, this Court orders that the disputed clainpaiett®in suit
be construed as set forth in this Opinion. A summary of this Court’s construction ofghtedis

claims is provided in the corresponding Order.

s/ Susan D. Wigenton

Susan D. Wigenton, U.S.D.J.

Orig: Clerk
cC: Leda Dunn WettreU.S.M.J.
Parties
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Claim Term

Plaintiff's Proposed
Construction

Defendants’ Proposed
Construction

Court’s Construction

at least two different
extended release
topiramate-containing
components

at least two extended
release topiramate
containing components
wherein each
component has its own
in vitro rate of drug
release

at least two different
extended release
,topiramate-containing
components having
different compositions
and release rates for
topiramate, within
normal variation

at least two extended
release topiramate
containing components
having different in vitro
release rates for
topiramate

population[s] of beads

population[s] of
particles, spheres,
beads, graules, pellets,
particulates or any
structural units that
may be incorporated
into an oral dosage
form

Construction of
“population” is not
necessary. The term
has its plain and
ordinary meaning, e.g.
group, collection, or
class.

multiple structural unitg
with the same
composition and rate g
release, within normal
variation

population[s] of
particles, spheres,

f beads, granules, pellet
particulates or any
structural units that
may be incorporated
into an oral dosage
form

Construction of
“population” is not
necessary. The term
has its plain and
ordinary meaning, e.g.
group, collection, or
class.

4

release controlling
coating

a coating that modifies
and controls the releas
of the active ingredient|

Construction of
“coating” is not
necessary. The term
has its plain and
ordinary meaning, e.g.
a covering.

a layer of material
ecoated onto a core or
other layer that
modifies and controls
the extended release g
the active ingredient

a coating that modifies
and controls the releas
of the active ingredient|

f Construction of
“coating” is not
necessary. The term
has its plain and
ordinary meaning, e.g.
a covering.

D

coating material

a material that modifies
and controls the releas
of the active ingredient|
and is capable of
forming a coating

Construction of
“coating” is not
necessary. The term
has its plain and
ordinary meaning, e.g.

a material coated onto
ecore or other layer

a covering.

Construction of
“coating material’ is
not necessary. The ter
has its plain and
ordinary meaning, e.g.
a material used aa
covering.
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Claim Term

Plaintiff's Proposed
Construction

Defendants’ Proposed
Construction

Court’s Construction

a maximum steady
state plasma
concentration (Cmax)
of topiramate

a maximum plasma
concentration (Cmax)
of topiramate reached
during a dosingnterval
while at steady state

a maximum plasma
drug concentration
(Cmax) of topiramate
that is the calculated
mean value based on
values obtained from &

group of subjects testedmean value based on
during a dosing interva) values obtained from a

while at steady state

a maximum plasma
concentratia (Cmax)
of topiramate reached
during a dosingnterval
while at steady state
that is the calculated

group of subjects tested

a relative steady state
AUC

an area under the
plasma concentratien
time curve (AUC) of
topiramate from the
formulation
administered oncdaily
while at steady state in
relation to the AUC of
topiramate from an
immediate release
formulation
administered daily in
two divided doses
while at steady state

an area under the
plasma concentratien
time curve (AUC) of
topiramate from the
formulation
administered oncdaily
while at steady state in
relation to the AUC of
topiramate from an
immediate release
formulation
administeredwice a
day in two equal doses
while at steady state
based on values
obtained from a group
of subjects tested by a
crossover study

an area under the
plasma concentratien
time curve (AUC) of
topiramate from the
formulation
administered oncdaily
while at steady state in
relation to the AUC of
topiramate from an
immediate redase
formulation
administered daily in
two divided doses
while at steady state

the same amount of
topiramate
administered as an
immediate release
formulation BID

the equivalent amount
of topiramate
administered daily as
an immediate release
formulation gven twice
a day

the equivalent amount
of topiramate
administered daily as
an immediate release
formulation given twice
a day in the same

subjects

the equivalent amount
of topiramate
administered daily as
an immediate release
formulation given twice
a day
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