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/s/ Richard G. Andrews
ANDREWS, U.S. DISTRICT JUDGE:

Before the Court is the issue of claim construction oftera in U.S.
Patent No. 8,067,451tffe’451 patent). The Court has considered the partigaim
construction briefing and accompanying exhib(iS.1. 68; D.l. 75; D.I. 76; D.I. 94; D.I. 100
The Court heard oral argument dovemberl3, 2019. (D.l. 86 [hereinafter, “Tr.”).
|. BACKGROUND

On July 9, 2018, Plaintiff Horizon Medicines LLC filed this action against Defendant
Alkem Laboratories Ltd., alleging infringement of U.S. Patent No. 8,067,033 (“the '033 patent”)
and the '451 patent. (D.l. 1). Following a claim construction hearing, the Court ruled on the
claim construction issues concerning the '033 patent. (D.I. 89.) The '451 patent iseditivess
methods and oral dosage forms relating to the administration of ibuprofen. ('451 pat.,tAbstrac
[I. LEGAL STANDARD

“It is a bedroclprinciple of patent law that the claims of a patent define the invention to
which the patentee is entitled the right to excludetiillips v. AWH Corp 415 F.3d 1303, 1312
(Fed. Cir. 2005) (en banc) (internal quotation marks omittedJ;]Here is no mgic formula or
catechism for conducting claim constructidnstead, the court is free to attach the appropriate
weight to appropriate sourcen light of the statutes and policies that inform patent’Taw.
SoftView LLC v. Apple Inc2013 WL 4758195, at *1 (D. Del. Sept. 4, 2013) (quoBhdlips,
415 F.3d at 1324). When construing patent claims, a court considers the literal language of the
claim, the patent specification, and the prosecution histdagrkman v. Westview Instruments,
Inc., 52 F.3d 967, 977-80 (Fed. Cir. 1995) (en haaftd, 517 U.S. 370 (1996)Of these
sources, the specification is always highly relevant to the claim construction analysisally,

it is dispositive; it is the single best guide to the meaning of a disputed tBtmilips, 415 F.3d



at 1315 (internal quotation marks and citations omitted).

“[T]he words of a claim are generally given their ordinary and customary meaning.

.. .[The ordinary and customary meaning is] the meaning that the term would have

to a person of ordinary skill in the art in question at the time of the invention, i.e.,

as of the effective filing date of the patent application.”
Id. at 1312-13 (internal quotation marks and citations omitted). “[T]he ordinary meaning of a
claim term is its meaning to [an] ordinary artisan after reading the entird.pdtkrat 1321
(internal quotation marks omitted). “In some cases, the ordinary medralagno language as
understood by a person of skill in the art may be readily apparent even to lay judges, and claim
construction in such cases involves little more than the application of the widelyeaccept
meaning of commonly understood wordsd’ at 1314 (internal citations omitted).

When a court relies solely upon the intrinsic evidenttee—patent claims, the
specification, and the prosecution historgre-courts construction is a determination lafv.
See Teva Pharm. USA, Inc. v. Sandoz, i85 S. Ct. 831, 841 (2015). The court may also
make factual findings based upon consideration of extrinsic evidence, wbia$ists of all
evidence external to the patent and prosecution history, including expert and inventonggstim
dictionaries, and Erned treatises.Phillips, 415 F.3d at 1317-19 (internal quotation marks and
citations omitted). Extrinsic evidence may assist the court in understanding the/ingderl
technology, the meaning of terms to one skilled in the art, and how the invention Vebrks.
Extrinsic evidence, however, is less reliable and less useful in claim atiwstrilhan the patent
and its prosecution historyd.

“A claim construction is persuasive, not because it follows a certain rule, lautdact
defines terms in theontext of the whole patentRenishaw PLC v. Marposs Socieper

Azioni 158 F.3d 1243, 1250 (Fed. Cir. 1998)follows that"a claim interpretation that would

exclude the inventos’ device is rarely the correct interpretatio@sram GmbH v. Int'l Trade



Commn, 505 F.3d 1351, 1358 (Fed. Cir. 2007) (internal quotation marks and citation omitted).
1. PATENT AT ISSUE
Claim 1 of the '451 patent is representative:
An oral dosage in tablet form comprising

a first portion that comprises 800 mg ibuprofen and a second portion that
comprises 26.6 mg famotidine,

whereina barrier layer comprising hydroxyl propyl methyl cellulose 2910,
polyoxyethylene glycol 400, polysorbate 80, and titanium dioxide surrounds
the second portion compléteseparating it from the first portign

wherein upon storage of the oral dosage in tablet form at 40° C. and 75%
humidity for one month, no more than about 0.5% total famotidine impurities
is present in the oral dosage in tablet form;

wherein the oral dosage in tablet form is formulated so that release of both the
ibuprofen and the famotidine occurs rapidly at about the same time,

wherein none of the oral dosage in tablet form, the famotidine, and the ibuprofen
is enterically coated or formulated for sustained or delayed release,

wherein the oral dosage in tablet form is for use according to a TID (three times
per day) administration schedule for reducing the risk of developing
ibuprofen-induced ulcers in a human patient requiring ibuprofen for an
ibuprofen-responsive condition selected from the group consisting of
rheumatoid arthritis, osteoarthritis, and pain from a condition other than
rheumatoid arthritis and osteoarthritis wherein the human patient does not
suffer at the times of administering from anddion characterized by
hypersecretion of gastric acid and/or from active severe oesophagitis and/or
Barrett's ulceration, and/or from gastroesophageal reflux disease.

V. CONSTRUCTION OF DISPUTED TERMS
The term in dispute is:
“a barrier layer compriag hydroxyl propyl methyl cellulose 2910, polyoxyethylene
glycol 400, polysorbate 80, and titanium dioxide surrounds the second portion completely
separating it from the first portion” (claims 1, 10)
a. Plaintiff's proposed constructionno @nstruction needed
b. Defendant's proposed constructioa single barrier layer consisting essentially
hydroxyl propyl methyl cellulose 2910, polyoxyethylene glycol 400, polysorbate 80,

and titanium dioxide surrounds the famotidine portion completelyatpa it from
the ibuprofen portion



c. Court’s constructiona barrier layer consisting essentiadiyhydroxyl propyl methyl
cellulose 2910, polyoxyethylene glycol 400, polysorbate 80, and titanium dioxide
surrounds the famotidine portion completely sefiagat from the ibuprofen portion

The parties dispute whethtiye proper construction ¢4 barrier layer” should bemited
to a single barrier layer, and whether “comprising” should be consaislednsisting essentially
of.”! (D.l. 68 at 63).Theparties do not disputhat“the second portichshould be construed as
“thefamotidineportiori’ and “the first portiori should be construed as “the ibuprofen portion
(Tr. at 85).

Alkem argues thahrough prosecution disclaimer, Horizon narrowed its ckkgope to a
composition with the specific Opadryhite (YS-1-7003) (hydroxyl propyl methydellulose
2910, polyoxyethylene glycol 400, polysorbate 80 and titanium dioxide) barriettheger
surrownds the famotidine, disavowiradl others (D.I. 100 at 1).Alkem contendghat
throughout the prosecution of the 451 patent,Applicants focused the claim to a specific
barrier layerOpadry White (YS-1-7003), in order to advance prosecutiolal. t 2). Alkem
maintainsthat by limiting the claims to a specific barrier layeQgfadry White (YS-1-7003),
the Applicants were able to distinguish prioriarbrder to secure immediate allowanctd. &t
7-8). To this end, Alkem argues that Horizdearly and unmistakably relied on the specific
barrier layer formulationdisclaiming unclaimed barrier layers and ingredients by relying on the
unexpected and surprising results prodwsgeetificallyby Opadry White YS-1-7003. (D.l. 68
at 67). Alkem contends that this amounts to more than merely focusing on a preferred

embodiment. (D.l. 108t 7).

1 while the dispute is styled as involving the construction of “comprised,” it ity @alispute about disclaimer and
the extent of disclaimer. Defendant’s position is that the disclaimer is so gretitetipractical effect is to turn a
“comprising” chim into a “consisting essentially of” claim.
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Horizon argue®\lkem cannot meet itshigh” and “demanding” burden of establishing
that the Applicants’ statements in the '4adtent specification or its file history evidence
disavowal of claim scopevhich requiresthe alleged disavowing actions or statements made
during prosecution be both clear and unmistakable” and cannot be “amenable to multiple
reasonablénterpretations.” (D.l. 94 at 1 (quotirgyid Tech., Inc. v. Harmonic, In@812 F.3d
1040, 1045 (Fed. Cir. 2016) (quotigmega Eng’'g Inc. v. Raytek Corf34 F.3d 1314, 1325—
26 (Fed. Cir. 2003)Cordis Corp. v. Medtronic AVE, In339 F.3d 1352, 1359 (Fed. Cir.
2003))). Horizon argues that the '451 patent specification broadly describes the variety of
materials that may compose the barrier layer, as wédrasilations in which there are multiple

barrier layers (D.l. 94 at 3). Horizon maintains thtae Applicants’ “voluntar[y] introducfion]”

of Opadry White YS-1-7003 was only to focus on a preferred embodimddt.a(3—4).

Horizon contends thalkem’s position that Horizon overcame prior art references via
prosecution disclaimer is wrong and Alkem has taken the Applicants’ statemendunzxe
prosecution out of contextSée generallp.l. 94). Horizon maintains that when taken in proper
context, he Applicants’ prosecution statements distinguish the prior art based tantb&dine

and ibuprofen limitation and the lack of an enteric barrier layidr.a{ 5-12).

Horizon argues that to the extent the Court fipdsecution disclaimer, the scope of the
disclaimer must be limited to the specific combination of ingredigneisented by the prior art,
and not as to individual ingredientdd.(at 13-15). Alkem responds th#te Applicants put the
public on noticeof the narrowed claim scope and therefldogizon should not be allowed to
limit the scope othedisclaimer to only “the specific combination@&ments presented by the

prior art.” (D.l. 100 at 9) SeeHockersorHalberstadt, Inc. v. Avia Grpnt’l, Inc., 222 F.3d 951,

957 (Fed. Cir. 2000) (“The prosecution history constitutes a public record of the patentee’s



representations concerning the scope and meaning of the claims, and competitortsear éoenti
rely on those representations when ascertaining the degree of lawful condydtitatiéns
omitted)

Regardinghe construction of “comprising,” the Court finds Alkem’s arguments
persuasive. The Court agrees wMlkem thatthe Applicants disavowed other ingredients
beyond those listed in the claim term whikeApplicants unambiguously narrowed the claim to
the Opadr§ White YS-1-7003 in multiple exchanges with the Examindd.l.(100 at 3. The
Applicants’ statements in the prosecution history rise to the Iéwétar and unmistakable
disavowal when, throughout the prosecutitbie Applicants demonstrated a clear understanding
of abarrier layer consisting specificalf Opadry White YS-1-7003. (D.l. 75-3, Ex. 15, '451
patent PH, 12/3/2010 Suppl. Resp. at HZNDXS0000335 (statiegctaims have been amended
to ... focus on an embodiment of the invention tresOpadry White (YS-1-7003 as a barrier
layer);id. at HZNDXS0000338 (“[a]JOpadry¥ White (YS-1-7003 barrier layer encasing the
famotidine portion completely separatingridm the ibuprofen portion; id. 11/15/2010
presentation at HZNDXS0000349 (“wherein the barrier layer is Opaddy, EX. 18, '451
patent PH, 4/18/2011 Resp. at HZNDXS0000463 (amerudaign to “a barrier layer of
Opadry® White (YS-1-7003"); id. atHZNDXS0000471 ([tlhe current claims specify that the
barrier layer is Opadryhite (YS-1-7003"); id. (distinguishing prior art based on current claims
with “the limitation that the barrier layer l@padryWhite (YS-1-7003”").

Applicants’ understandinthatthe barrier layeof the invention consistl specificallyof
Opadry White YS-1-7003is further eidencedby the history of the claims themselvesncg
the first claim amendmentand continuing throughout a majority of the prosecutios jnitial

eleven claims wermethodclaims(whichwereeventuallycancelledl andthe relevant claim



languagen claim 12 (whicheventuallyissued aglaim 1) recited “anOpadry? White (YS-1-
7003 barrier layer” or “a barrier layer @padry® White YS-1-7003” Id. atHZNDXS0000463
Ex. 15, '451 patent PH, 12/3/2010 Suppl. Resp. at HZNDXS0000332. As Horizon admits,
Horizon’s claims did not include trakissue“comprising” language and OpadryVhite (YS-1-
7003) ingredients until, at the Examiner’s suggestioethod claims were combined with the
specific composition claims. (D.l. 94 at I2). 75-3 Ex. 19 (451 patent PH, 5/6/2011
Interview Summary) at HZNDXS0000523 (suggesting “to combiieanethod claims with the
specific composition comprisif@PA] DRY-White (YJ-]1-7003) for a favorable
consideration.”)The Court is not influenced by tHexaminets use of‘compiising” language as
the Interview Summary indicates that the Examfoeusedon combining the assue claims
with othermethod claimsnd on the composition tie Opadry White (YS-1-7003) rather tfan
the “comprising” language itselid. More significantly, the Applicantglisclaiming statements
carry more import than the Examiner’'s remarBgeSprings Window Fashions LP v. Novo
Indus., L.P, 323 F.3d 989, 995 (Fed. Cir. 20@8)ating ‘the examiner's remarks do not negate
the effect of the applicant's disclaimerThus, while the claims were amended in response to
the Examiner’s suggestion, so that they included the “compritingiageandthe Opadr§
White (YS-1-7003) ingredients, the amendments resulted ingreasen scope regarding the
barrier layer (D.l. 75—-4, Ex. 20, 8/11/2011 Suppl. Amendment at HZNDXS00005624-65;
Ex. 21, HZNDXS0000572-78).

Applicants repeatedly and unambiguously disclaimed ingredients beyond ©dlite
(YS-1-7003) by overcomingrior artreferences because of the unexpected and surprising results
of the Opadr§ White (YS-1-7003 barrier layer.(D.l. 75-3at HZNDXS000040 (prior art

“Sims does not teach a barrier layer of Opadry White {Y®03) completely surrounding the



famotidine separating famotidine from the ibuprofen portjomnd’ (“[n]Jone of those references,
either alone or in combination, describes the use of Opatite (YS-1-7003) to surround the
famotidine portion completely separating it from theprofen portion.); id. at
HZNDXS000041-72 (listinguishng Opadry Aqueous Moisture Barrier (AMB), Sepifiim LP,
and Eudragit barrier layers pfior artlbanezbecause those barrier layers contain ingredients not
found in Opadr§ White (YS-1-7003); id. atHZNDXS000042—73 (distinguishing prior art
Proehlbecause itised Opadry White (YS-1-7003) with only one additional ingredient, 5% PEG
3350,andwasnot “a barrier layer that is simp@padry (YS-1-7003).”).The Applicants further
distinguished Proehl because “Proehl would not have provided the artisan of ordinarytis&ill at
time theinvention was made any basis s@lecting the barrier layer recited in the instant
claims” which at the time, was Opad@White (YS1-7003). Id. atHZNDXS0000473.
Regardinghe construction of “a barrier layer,” the Court is not persuadlgédm has
reached its “high” and “demanding” burden to demonstrate th&gpkcants’ statements made
during prosecution rise to thelear and unmistakablégvel required by prosecution diacner.
Avid Tech.812 F.3dat 1045 (quotingOmega Eng’g In¢.334 F.3cat 1325-26 (Fed. Cir. 2003)).
Unlike the clear and unmistakable disavowal of barrier layer ingredients beyond Op&titg®
(YS-1-7003), Alkem does not point to statements in the prosecution history to demonstrate that
the Applicants disclaimed that the specific ingredients contain€padr® White (YS1-7003)
could not be in more than one barrier laye3ed generallyp.l. 100). The most that Alkem
points to for disclaimer of more than one barrier layer is a schematic illustodtioa
composition with the Opadry® White (YS-1-7@)barrierlayer encasethmotidine(D.l. 68 at

69), but this does not amount tdéar and unmistakablgsrosecution disclaimer.



Regarding the scope of the disclaimer, the Court agrees with Alkem that theaApplic
put the public on notice that they were narrowing the scope of their claims to spedifetha
barrier layelis Opadry White (YS-1-7003), and the disclaimer should not be limitethto
specific combination of elements presented by the prior art. (D.l. 10@e# Benner InvsLtd.
v. Cellco P’ship 778 F.3d 1320, 1323 (Fed. Cir. 2015) (“Any explanation, elaboration, or
gualification presented by the inventor during patent examination is relevant, for the role of
claim construction is to ‘capture the scope of the actual invention’ that is disclosedpeescri
andpatented.” (citation omitted))

V.CONCLUSION

The Court construes the disputed term as set forth above.
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