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Plaintiffs, ) CONSOLIDATED
V.

LUPINLIMITED et al.,

Defendants

MEMORANDUM OPINION

Goldberg, J. September 26, 2019

This patent litigation dispute wolves seven consolidatedpatent infringementand
invalidity lawsuits, allarigng under theHatchWaxman Act Plaintifis—the owner, assignee, and
licenseeof U.S. Patent No. 9,246,986 (“the '986 Patentflled each of these actiorisr patent
infringement alleging violation 085 U.S.C. § 271based uporDefendard’ submissionsof
Abbreviated NewDrug Applicatiors (“ ANDAS") with theFederaDrug Administratior(“FDA"). !
Those ANDAsseekFDA approval ofgeneric versiosiof one or both of two brandame drugs
“TIVICAY ®” and “TRIUMEQ®.” Defendard responded with counterclaims for non
infringementand invalidity. Currentlybefore me is thelaim construction ofwo terms contained

in the '986 Patent.

! The Defendants are: Lupin Limited; Lupin Pharmaceuticals, Inc.; Apotex Copsa Omited; Cipla
USA, Inc.: Sandoz Inc.; Lek Pharmaceuticals d.d.; and Laurus Labs Limited.
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l. FACTUAL AND PROCEDURAL BACKGROUND?2

Plaintiff ViiV Healthcare Company sells and distribui@gICAY ® and TRIUMEQ®,
both of which ardablets taken orally to treat HIMIVICAY ® contains the active ingredient
dolutegravir sodium.TRIUMEQ® contains three active ingredients including dolutegravir
sodium.

The 986 Patent entitled “ynthesis of carbamoylpyridone HIV integrasdibitors and
intermediateg issued onJanuary 26, 2@. Plaintiff Shionogi & Co., Ltd. is the assignee of the
'986 Patentand Plaintiff ViiV Healthcare UK (No. 3) Limited is the exclusive licensee 0fa86
Patent Pursuant to 21 U.S.C. § 25B6e’'986 Patents listed in the Approved Drug Products with
Therapeutic Equivalence Evaluations (“the Orange Book”) in connectionTWHCAY ® and
TRIUMEQ®.

Each of the Defendants in these cdded ANDAs with the FDA, seeking approval to sell
generic versions offIVICAY ® or TRIUMEQ® before the expiration ofhe '986 Patent
Thereatfter, Plaintiffiled these lawsuits for patemtfringement.

Plaintiffs and Defendants dispute the appropriate construction of two claim terma: (1)
crystal formof asodium salt of a compound of formula A&ontained in Claim4 through 6 of
the’986 Patent; and (2)A crystal form of a hydratef a sodium salt of a compound of formula

AA,” contained in Claims Through 12 of the '986 Patent.

2 0On May 18, 2017Chief JudgeD. Brooks Smith ofhe United States Court of Appeals for the Third
Circuit designated me as a visiting judge for the District of Delawamsuant to 28 U.S.C. § 292(b), to
handle this and other Delaware cases.

3 The following facts are deriveddm Plaintiffs’ Complaints and the parties’ claim construction briefs.



. LEGAL PRINCIPLES GOVERNING CLAIM CONSTRUCTION

Claim construction is the first step in the infringement analysis. At claim construtten

court defines the meaning and scope of the disputed claim .t&§esMarkman v. Westview

Instruments, In¢.52 F.3d 967, 976 (Fed. Cir. 19993ffd, 517 U.S. 370 (1996)Claim

constructions an issue of lavior the court to decided. Following claim constretion, the court’s
interpretations are used by the factfinterdetermine whether there has been infringement, by
comparing the asserted claims with the accused device or prilt. art.

“It is a bedrock principle of patent law that the claims of a patent déneention to

which the patentee is entitled the right to exclude.” Phillips v. AWH Corp., 415 F.3d 1303, 1312
(Fed. Cir. 2005) (en banc) (internal quotation marks omitted). Tireigptus of a court’s analysis
mustthereforebegin and remain on the language of the claiff, it is that language that the
patentee chose to use‘particularly point[] out and distinctly claim[] the subject matter which

the pdentee regards asshinvention.” Interactive Gift Express, Inc. v. Compuserve, Inc., 256

F.3d 1323, 1331 (Fed. Cir. 2001) (quoting 35 U.S11.2,& 2). There isa “heavy presumption”

thatthe terms of a clairmean what they say and have their ordinary and customary meaning.

Texas Digital Sys., Inc. v. Telegenix, Inc., 308 F.3d 1193, 1202 (Fed. Cir. 2002). That ordinary

meaning “s the meaning that the term would have to a person of ordinary skill in the art inrquestio
at the time of the invention, i.e., as of the effective filitage of the patent applicationPhillips,
415 F.3dat 1313.

Generally, a person of ordinary skill in the art would not understand the ordinary and
customary meaning of a clairarin in isolation. As such, the ordinary meaning may be derived
from a variety of sources including intrinsic evidence, such as the claim langoageritten

description, drawings, and the prosecution history; as well as extrinsic evidebe as



dictionaries, treatises, or expert testimoBpw Chem. Co. v. Sumitomo Chem. Co., Ltd., 257

F.3d 1364, 1373 (Fed. Cir. 2001).
The “most significant source” of authority ishe intrinsic evidence of record, i.e., the
patent itself, including the claims, the patent specificatand, if in evidence, the prosecution

history.” Vitronics Corp. v. Conceptronic, Inc., 90 F.3d 1576, 1582 (Fed. Cir. 1886)also

Phillips, 415 F.3d at 1313 (holding that a person of ordinary skill in the art is deemed to read the
claim terms in the context of the entire patent, including the specification). Toiéicgi®on “i s

the single best guide to the meaning of a disputed term$arsdially dispositive as to the meaning

of words. Vitronics, 90 F.3d at 1582Although it is improper to import limitations from the
specification into the claimsphe may look to the written description to define a term already in

a claim limitation, for a claim must be read in view of the specification of which it ist4 pa

Renishaw PLC v. M@oss Societaper Azioni, 158 F.3d 1243, 124@ed. Cir.1998). On

occasion, “the specification may reveal a special definition given to a claim terthat differs
from the meaning it would otherwise possess. In such cases, the irvventimography governs.”
Phillips, 415 F.3d at 1316. The specification may also reveal an intentional disclaimer, or
disavowal, of claim scope by the inventor . . . [, which] is regarded as dispositdvéThe
construction that stays true to the cldamguage and mostaturally aligns with the pateist’
description of the invention will be, in the end, the correct construtirenishaw 158 F.3d at
1250.

The court“should also consider the patentprosecution history, if it is in evidence.”

Markman 52 F.3d at 980. This consists“tiie complete record of proceedings before the Patent

4 The specification is “that part of a patent application which preceeclaim and in which the inventor
specifies, describes, and discloses the invention in ddWCarthys De& Encyclopedia of Intellectual
Property 408 (2d ed. 1995).




Office and includes the mni art cited during examinationPhillips, 415 F.3d at 1317. “Like the
specification, the prosecution history provides evidence of hoyPttent and Trademark Office
(‘PTO’)] and thenventor understood the patenid: at 1317. Nonetheless, it is the least probative
form of intrinsic evidence becausériepresents an ongoing negotiation between the PTO and the
applicant, rather than the final product of that negotiatitsh.”

If ambiguity still exists after considering all the intrinsic evidence, the courtredlgyn
extrinsic evidence, which fall evidence external to the patent and prosecution history, including
expert and inventor séimony, dictonaries, and learned treatiseMarkman 52 F.3d at 980.

“[D] ictionaries, and especially technical dictionaries, . . . have been properly mstbggiamong

the many tools that can assist the court in determining the meaning of patecuisrology.”
Phillips, 415 F.3d at 1318. Additionally, expert testimony can provide background on the
technology at issue, explain how it works, speak to what a person of ordinary skill in tioeldrt w
understand, and establish that a particular tesrahaarticular meaning in the pertinent figttl.
Notably, howeverextrinsic evidence i ess significant than the intrinsic record in determining

‘the legally operative meaning of claim languag€’R. Bard, Inc. v. U.S. Surgical Corp., 388

F.3d 858, 862 (Fed. Cir. 2004) (quotianderlande Indus. Nederland BV v.’ Ifirade Comrn,

366 F.3d 1311, 1318 (Fed. Cir. 2004)).

Ultimately, during claim construction, “[tihe sequence of steps used by tige jnd
consulting various sources istimportant; what matters is for the court to attach the appropriate
weight to be assigned to those sources in light of the statutes and policies thapatfmtdaw.”
Phillips, 415 F.3d at 303.

1. DISCUSSION




Plaintiffsand Defendants dispute the appraf@ construction of two claim ternfscusing
specifically onthe following italicized language: (1)A“crystal form of a sodium salt of a
compound of formula AA{contained in Claim4 through 6 of the '986 Patgnand (2) ‘A crystal
form of a hydrate of a sodium salt of a compound of formula AAgbntained in Claims through
12 of the '986 Patentplaintiffs maintianthatboth of these terms need no further construction and
should bereadin light of their plain and ordinary meanindefendats contend that the terms
should be construed as, respectively, &ahydrate crystalline form of dolutegravir sodium” and
“a monohydrate crystalline form of dolutegravir sodium in which one molecule of water is in the
crystal lattice for every one moldeuwof dolutegravir sodium.(Joint Claim Construction Chaut
Understandinghesepositions requiresomebackgroundregarding the chemistrgf crystalline
compounddike thosecovered by théd86 Patent.

A. Scientific Background

A chemicalcompound can take either an “amorphous” form or a “crystalline” form. When
a compound is in a crystalline form, its molecules appear in regular arramngehs are repeated
in threedimensions (forming a “latticestructurg. By contrast, and as the narmgggests, an
“amorphous” compound does not have molecules that are arranged in a regulartede86
Patent coversertaincrystalline forns of the compound dolutegraveéodium. SeePl.’s Br. 4;
Defs! Br. 4.)

A crystalline compound can sometimes crystallize in different arrangeroerfitsms
These different crystal forms are called “polymorphs.” Distinguishingvdst different
polymorphsis important, because differepblymorphsof the same compound can exhibit
different chemical and physical pregies,such adifferent melting points or dissolution rates

Thus, different polymorphs can hadiéferent clinical effects(SeePl.’s Br.4.)



A crystalline compound becomes a “solvate” when it incorporates a solvent into its
crystalline structure. When that solvent is water, the solvate is a known ydratéi’ But when
the crystalline compound does not incorporate smyentinto its structue, it is referred to as an
“anhydrate.”(SeePl.’s Br.5; Defs.! Br. 4.)

Solvates and hydrates can be either “stoichiometric,” meaning the ratio of compound t
solventremainsconstant, or “nofstoichiometric,” meaning that the ratio does not stay constan
but, rather, changes depending on certain conditions like humittiy. different ratios of
compound to water are referred to as “hydration states.” A few exampigsiration states are
“monohydrate” (a 1:1 ratio of compound molecules to water molecules) and “digry@mat ;2
ratio of compound molecules to water moleculeSgePl.’s Br. 5-6; Defs! Br. 4-5.)

The extent to whicka crystalline compound’ydration state impacs its structure is
somewhat disputed by the parties. Plaintiffs maintain that while structure may aeteohjpy
hydration state, that is natways the case(SeePl.’s Br. 6;Tr. of Oral Argumentl4:22—-15:7.)
Specifically, Plaintiffs’ expert positshat nonstoichioméric solvates camgo through changes in
hydration state without changing structur®l.’6 Br. 6 (citing Myerson Decl. § 34 36).)
Defendanthiave not addressélis point directlyputdid note at orahirgument their disagreement
with the general proposition that “hydration or solvation doesn’t identifystairform.” (Tr.of
Oral Argument16:6-9.)

Importantly,the partieslo agree that.compound’s crystalline structure can be identified
using a number of different measurement techniques, includingayXpowder diffraction
(“XRPD”), infrared absorption spectroscopy (“IR”), and sdidte NMR spectroscopy
(“ssNMR"). Thus, he data yieldé by using oner moreof these techniques provide a unique

“signature”useful foridentifying the particular crystattructurebeing examinedDefs. Br. 5.)



B. The Parties’ Proposed Constructions and Supporting Arguments

Each of thetwelve claims of the’986 Patentrefer to a“crystal form” of dolutegravir
sodium, identifying that formby reference to data fromne of the measurement techniques
discussed abov&pecifically, the twelve claims are as follows:

1. A crystal form ofa sodium salbf a compound of formula Adaving
characteristic diffraction peaks at 6.4°+0.2°, 9.2°t0.2°, 13.8°+0.2°,
19.2°4+0.2°, and 21.8°+0.2° degrees twibeta in an Xray powder
diffraction pattern.

2. The crystal form according to claim 1, having characteristiaadiffon
peaks at 6.4°+0.2°, 9.2°+0.2°, 13.8°+0.2°, 14.6°+0.2°, 15.2°%0.2°,
17.6°+0.2°, 19.2°+0.2°, 21.8°+0.2°, 24.1°+(Q.2fhd 28.7°+0.2° degrees
two-theta in an Xray powder diffraction pattern.

3. The crystal form according to claim 1, having characteristirared
absorption spectra at 1641 dm2 cm1, 1536 crAl+2 cml, 1503 cral+2
cm-1, and 1424 cni+2 cm1.

4. A crystal form ofa sodium salt of a compound of formula A®aving
characteristic infrared absorption spectra at 1644lethcm1, 1536 cm
1+2 cm-1, 1503 cni+2 cm1, and 1424 cni+2 cm 1.

5. The crystal form according to claim 4, having characteristic infrared
absorption spectra at 1641 dm2 cm1, 1536 crAl+2 cml, 1503 cral+2
cml, 1424 cm-1+2 cm-1, 1282 cm-1+2 cm-1, 1258 cm-1+2 cm-1, 1093
cm1+2 cm-1, and 1069 cm-1+2 cm-1.

6. A crystal form ofa sodium salt of a compound of formula AA having one
or more spectra selected from the group consisting of (a) to (c):
(a) X-ray diffraction pattern substantially as shown in FIG. 1,
(b) Infrared absorption spectra substantially as shown in FIG. 2; and
(c) Solid state 13C-NMR spectra substantially as shown in FIG. 3.

7. A crystal form of a hydrate @ sodium salt of a compound of formula AA
having characteristic diffraction peaks a@°@&0.2°, 9.3°+0.2°, 11.3°+0.2°,
16.0°+£0.2°, and 22.8°+0.2° degrees tvibeta in an Xray powder
diffraction pattern.

8. The crystal form according to claim 7, having characteristic diffraction
peaks at 8.0°t0.2°, 9.3°+0.2°, 11.3°+0.2°, 15.4°+0.2°, 16.0°t0.2°,



18.7°+0.2°, 19.1°+0.2°, 19.8°+0.2°, 22.8°+(.2thd 26.8°+0.2° degrees
two-theta in an Xray powder diffraction ggern.

9. The crystal form according to claim 7, having characteristic infrared
absorption spectra at 1637 ¢dm2 cm1, 1536 cral+2 cml. 1501 cml+2
cm-1, and 1422 cni+2 cm1. 15

10. A crystal form of ahydrate of a sodium salt of a compound of formula AA
having characteristic infrared absorption spectra at 163A#%Zncml,
1536 cm-1+2 cm-1, 1501 cm-1+2 cm-1, and 1422 cm-1+2 cm-1.

11.The crystal form according to claim 10, having one or more spectra selected
from the group consisting of (d) and (e):
(d) X-ray powder diffraction pattern substantially as shown in FIG. 4; and
(e) Infrared absorption spectra substantially as shown in FIG. 5.

12. A crystal form of a hydrate @& sodium salt of a compound of formula AA
havingone or more spectra selected from the groonsisting of (d) and

Esgix-ray powder diffraction pattern substantially as shown in FIG. 4; and
(e) Infrared absorption spectra substantially as shown in FIG. 5.

The partiesseemto agreethat the term'sodium salt of a compound of formula AA®
which appears in each claim either directly or by referdncanother claim-refers tothe
compounddolutegravir sodiumWhat the parties dispute is whether the term “crystal farm”
each of the claims shoulgk further construedto identify the particudr hydration state of the
claimedcrystal forns—in light of the specific measurement data set out in dfatie claims and
the specificationThus, for Claims 1 through 6, Defendsebntend that the term “a crystal form”
of dolutegravir sodium should be construed as dahydrate crystalline form of dolutegravir
sodium”™—because the measurement data showstlieatrystal formis an anhydratelikewise,
for Claims 7 through 12Deferdants argue that the term “a crystal form of a hydrate of”

dolutegravir sodium should béurther construed as d monohydrate crystalline form of

dolutegravir sodium in which one molecule of water is in the crystal lattice foy eme molecule



of dolutegravir sodiuni Defendants press this constructlmtause the measurement data shows
thatthecrystal form isa monohydrate.

Defendants position relies on the specification, whidttentifies as examples of the
invention,two crystal forms of dolutegravir sodium: Compound WAich isan anhydrate, and
Compound 13b, which is a monohydratBefendants contend that these twrgstal forms of
dolutegravir sodiunare in fact,the entirety of the inventionbecause-as the spdfication itself
reveals—these twocrystal formsyield the same measurement détat islisted in thetwelve
claims. Specifically, Compound 1feldsthe same measurement data listed in Claiti®dough
6; and Compound 13feldsthe same measurementalisted in Claims Throughl2. Because
these two sets of data create two unique “signatures” for the two crystal foefendants argue,
Compounds 13 and 13vetheentirety of the invention claimed by tlige '986 Patent, and the
claims should be construed accordingly.

Plaintiffs respondthat Defendants proposed construction impermissiblynports
limitationsfrom the specification into the claims. Plairdistresshat the specification makes clear
that Compounds 13 and 13b are megghbodiment®sf the invention claimed bihe’986 Patent,
and that it is improper to construe the claims as limited to those embodiments.

For the reasons set forth below, | agree Witintiffsand concludéhat the claimanguage
specification, and prosecution history of the '986 Patent daleaty indicatethat Compounds
13 and 13hkarethe entiretyof the invention Accordingly, | will decline toadopt Defendants’

proposed construction, which seeks to limit the claims to those two embodiments.

5 Plaintiffs do not appear to dispute that Compound 13 is an anhydrate and Compound 13b a monohydrate.
The specification refers to Compound 13b as a “monohydrate form of compount988. PatentCol.
18, Il. 65-68.)

10



C. Analysis
The United States Court of Appeals for the Federal Circag recognizethat there is a

“fine line” betweenthe permissible practice of reading a patent's claimdight of the
specification, and thprohibitedpractice of importing limitations from the specification into the

claims SeeAbbott Labs. v. Sandoz, Inc., 566 F.3d 1282, 1288 (Fed. Cir. 2009) eAzetteral

Circuit explained:

This court has recognized the fine line between the encouraged and the prohibited
use of the specification. When the specification describes a single embodiment t
enable the invention, this court will not limit broader claanduage to that single
application unless the patentee has demonstaatiedr intention to limit the claim

scope using words or expressions of manifest exclusion or restriction. By the same

token, the claims cannot enlarge what is patented beyond what the inventor has
described as the inventiomhus this court may reach a narrower construction,

limited to the embodiment(s) disclosed in the specification, when the claims
themselves, the specification, or the prosecution history clearly indicate that the
invention encompasses no more than that confined structure or method.

Id. (emphasis addedgitations and internal quotation marks omitted).

Here applyingAbbott Latoratories in order to determine whether Defendants’ proposed

construction is appropriatémust decide whether the claianguagethe specificationandthe
prosecution history of the '986 Patent “clearly indicate that the invention encompassere”

than Compounds 13 and 138.°

® This standard is nahconsistenwith a case cited by Defendants for the proposition that they need not
show “a clear and unambiguous disclaimer of claim scope” for their comstractprevail. SeeDef.’s
Surreply Br. 2 (citing Phillips v. AWH Corp., 415 F.3d 1303, 1320 (Fed. Cir. 2005)) The Federal
Circuit in Phillips merelyrejected an approach that required a court to consult the specification ftenly a
a determination is made . . . as to the ordinary meaning or meanings of the mraimdispute.”415 F.3d

at 1320.But the Federal Circuiin Phillips acknowledged the need “to avoid the danger of reading
limitations from the specification into the claim,” and noted that doing so isatfteids with the patentee’s
intent because “persons of ordinary skill in the artlyaneuld confine their definitions of terms to the
exact representations depicted in the embodimeids.at 1323.In rejecting Defendants’ proposed
construction, do not, asPhillips cautions against, decline to consult the specificatidight of the plain
meaning of the claim language. Rather, as discussed befind, that the specification does not clearly
indicate that the invention Ignitedto the embdiments, Compounds 13 and 13b

11



In arguing thathe claim language, specification gmsecutiorhistory limits the claims
scope,Defendantsattempt toanalogize this case tive Federal Circuit’'s decision iAbbott

LaboratoriesLike the '986 Patent, the pateintsuit in Abbott Laboratorieslaimed a crystal form

of a compound (there, a compound called “cefdinir”), “defining [the particular form’s] unique
characteristics” by reference to data yielded from XRPD measurerf6fts.3d at 1286 (noting
that the patenin-suit “use[ed] [XRPD] as a way to claim the structure and characteristics of the

unique crystalline form”). But unlike the '986 Patent, gfaentin-suit in Abbott Laboratories

claimed priority to the patent holder’s previous Japanese patent application, whitbedetseo
crystal forms of the compounrdtermed “Crystal A” and “Crystal B.Id. at 1287. Importantly hie
patentin-suit “jettisoned the Crystal B disclosure found in the [Japanese applicatioh].”
Accordingly, at the claim construction phasthe district court construed the claim term
“crystalline” as being limited to “Crystal A as outlined in the specificatidgh.”

On appeal, the Federal Circuit noted that the plain meaning dethe “crystalline”
broadly refers toany crystal form but nevertheless held that the district court had properly
construedhatterm asbeinglimited to the crystal form described in the specification, Crystal A.
Abbott Labs, 566 F.3d at 129@1. As discussed in greater detaelow, the Federal Circuit
concluded that the district court’s construction was supported by botlpatiestin-suit’'s
specification andts prosecution historySeeid.

Thedistrict courtin Abbott Laboratoriesioted that Crystal A was referred to throughout

the specification of the patemt-suit, and that the XRPD data for Crystathfat wasset out in the
specification exactly matched the data in the claim langudatt Labs, 566 F.3d at 1289 he
district court explained, “if [the patent holder] intended . . . to distinguish Crystal A from other

forms of crystalline cefdinir’ that fell within thpatentin-suit’s claims, it would have provided

12



additional XRPD data showing how Crystal A differed from those other fddnbistead, “by
listing in [the specification] only the same [XRPD data] featured in [the clamgukege], [the
patent holder] confirmed that Crystal A was synonymous with the invention lisfdteiclaim
language].d.

Defendants corregtlpoint out that, here, as Abbott Laboratoriesthe specification of the

'986 Patent discusses only two specific crystal forms of dolutegravir sodiufldnatiffs created,

Compounds 13 and 13b. And like Crystal AAbbott Laboratoriesthe measurenmé¢ data for

Compounds 13 and 13ket out in the specificatipexactly match the measurement data included

in the language of the twelve clairosthe '986 PateniThus, Defendants argue, those claims are

properly construed as being limited to Compounds 13 (an anhydrate) and 13b (a monohydrate).
Importantly, however, neither the district court’'s nor the Federal Circuit's analgsis

Abbott Laboratorieendedthere Instead, both court®oked beyond thematching measurement

datg notingthat the “specification’s recitation of Crystal A as its sole embodifmastnot alone
justify the . . . limitation of claim scope to that single disclosed embodiment.” Abbott Labs, 566
F.3d at 129(0emphasis addedYhe Federal Circuistressedhat tre limiting constructionwas
further supported by theatentin-suit’s prosecution historyld. at 12901291. Specifically, the
fact that thepreviousJapanese patent application listed Crystal B, whiléatlee patenin-suit did
not, “establishe[d] unequivocally that [the patent holder] knew and could describe batd Brys
and Crystal B” and chose to “disclose[] and claim[] [Crystal] A aloiak.at 1290.The Federal
Circuit concluded that the prosecution history showed “a clear and intentional didé@i@haim
scope beyond Crystal A,” andccordingly construing thgatents claims as limited t&rystal A

was appropriatdd.

13



Plaintiffs persuasivelyarguethat Abbott Laboratoriess distinguishableon this basis

Unlike in Abbott Laboratorieshere there is no evidence that Plaintiffs knew of other crystal forms

of dolutegravir sodium and deliberately chose not to cthiem, as the patent holder Atbbott
Laboratories knew ofthe unclaimedCrystal B.Nor is there other evidence in the specification
prosecution historthat Plaintiffsintendedo limit the claims of thé986 Patent to Compounds 13
and 13bAnd, importantly,the specification itselftateshat Compounds 13 and 13b are merely
“examples . . . intended for illustration only and are not intended to limit the scope of themvent

in any way.” See’986 Patent, col. 13 Il. 1-3.Thus, unlike in Abbott Laborat@s the evidence

does not “clearly indicate that the invention encompasses no more” than the two embodiments
described in the specification, Compounds 13 and 13b, and it would be inappropriate to construe
the claims as sucbbott Labs, 566 F.3d at 1288.

Defendantsare correcthat the claims of the '986 Patent are limitedspecific crystal
forms of dolutegravir sodiumand do not broadly encompaasy crystal form of the compound.
Indeed, the parties agréleat themeasurement data in the claims of the '986 Patent chwate

unique “signaturésthat identify two specific crystaktructure 8

" Defendants argue that the specificatiame of theeerm“Compound 13in connection with the phrase
“the present inventigh indicatesan intent to limitClaims 1 through 6 to Compound 13e€’ 986 Patent,
col. 9, Il. 3840 (providing that “[t]he present invention also features chiyrstaforms of a compound of
formula AA (Compound 13, Example 1) salt and a hydrate thereofémphasis addej) But this language
tellingly includes the term “example,” indicating an intent merely dentify Compound 13 as an
embodiment of the invention and not the entirefythe invention, consistent with the more explicit
languagdater in the specificationSgeid. at col. 13 Il. £3 (“The following examples are intended for
illustration only and are not intended to limit the scope of the inventiany way.”).)

8 The '986 Patent’s prosecution history further supports the fact thattiffkiciaimed specific crystal
forms Before it was amended, the application that eventually became the '986 Pataimecba claim
that read “a crystal form of a sodium salt dryarate thereof of a compound of formula AA,” but did not
recite any measurement data for that crystal f¢8aeJoint Claim Construction Chart, EE. at 2.)The
PTOrejected this claim as indefinite “because the phrase ‘crystal form’ is @ot’dld., Ex. D. at 23)

To overcome this deficiency, the PTO recommended that the claim be amendedité specific
measurement data, resulting in the current claim lageyapecifying that dat@d.)

14



But while it is true thatthe’986 Patent claims specific crystirms by way of certain
measurement data, aticht Compound 13 and 13lexhibit thatexactsame datat does not follow
that Plaintiffs intendedCompounds 13 and 13b constitutethe entirety of the invention. As
Plaintiffs note acrystalline form of dolutegravir sodium may exist that exhibits the same crystal
structureasCompound 1®r Compounds 13b-and thusexhibitsthemeasuremerdataset out in
the '986 Patent’s claimsbut yet differs inhydration state. Specifically, Plaintiffs point outthat
non-stoichiometric crystallineompoundsan log water(thus changing hydration state)thout
changing the crystal structurlt therefore makes sense that a patent apphehke Plaintiffs
here—seeking toclaim a particular crystdine structure as the inventiprwould define the
inventionby referencéo themeasuremerdata, rather than by referencelehydration state.

Finally, Defendants argue thiashould adopt their proposed construction, becéusdo
not, the’986 Patent’s claims would be invalidr lack of written description oenablement. It
could be that the 986 Patent’s claims are invalidr lack of enablemenias the enablement
requirement requires a patent’s specification to “teach tsioked in the art how to make and use

the full scope of the claimed invention without undue experimentatidmrs. of Bos Univ., 896

F.3d at 1362And here, Defendants have pointeceigert testimony that the specification of the
'986 Patentwwould not teach a skilled artisan how to make any crystal form of dolutegravir sodium
apart from Compounds 13 and 138eéDefs.” Surreply Br. 910) But theFederal Circuit has

made cleathatacourt should onlgonstrueclaimsto avoid invaliditywhere“the court concludes,

% “A patent’s specification must contain a written description of the inventind,of the manner and
process of making and using it, in such full, clear, concise, and exact terms ddemaggerson skilled
in theart to which it pertains to make and use the safstees of Bos. Univ. v. Everlight Elecs. Co.
896 F.3d 1357, 1362 (Fed. Cir. 201Bi)ternal quotation marks and alterations omitt&nilarly, “to be
enabling, the specification of a patent must teach those skilled in timnatd make and use the full scope
of the claimed invention without undue experimentatidd.”(internal quotation marks and alterations
omitted).
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after applying all the[other] available tools of claim construction, that the claim is still

ambiguous.’LiebeH-larsheim 358 F.3d898, 911(Fed. Cir. 20@); see alscElekta Instrument

S.A. v. O.U.R. Scientific Init, Inc., 214 F.3d 1302, 1309 (Fe@ir. 2000) (holding that where a

“claim is susceptible of only one reasonable construcf@mrcourt] cannot construe the claim
differently from its plain meaning in ordey preserve its validity”).

For the reasons set out abolvepnclude that the claim language, the specification, and the
prosecution historyare not ambiguousRather, they indicate an intent to claim specific crystal
forms by reference to the measuremdata yielded by thosirms!® And they do not “clearly
indicate that the invention encompasses no more” than Compounds 13 and 13b such that
Defendants’ construction is appropriadbott Labs, 566 F.3d at 128&\ccordingly, | decline to
adopt Defendantgroposed construction and construe the claims, as Plaintiffs suggest, of light
their plain and ordinary meaning.

V. CONCLUSION

The claims shall be construed as set forth above and in the Claim Constructinth@rde

follows.

10 In this way, thiscasediffers from onethat Defendantgely on for the proposition that a claim can be
construed as limited tan embodiment wherinecessary to tether the claims to what the specification
indicates thenventor actually invented Medicines Co. v. Mylan, Inc., 853 F.3d 1296, 1309 (Fed. Cir.
2017). InMedicines the court was faced with construing the claim term “efficient mixitdy.While the
description in the specification provided only “opamded and vague teachings” regarding the meaning of
thedisputed clainterm, the sole embodimeat the inveation—'Example 5—provided “a clear objective
standard by which to measure the scope of the tddnHere, the specification and the claim language
both provide a clear standard by which to measure the scope of the-elzamely the measurement data.
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