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UNITED STATES DISTRICT COURT
DISTRICT OF NEW JERSEY

NAUTILUS NEUROSCIENCES, INC.,
et al., : Civil Action No. 11-1997 (ES)
Civil Action No. 12-1243(ES)
Plaintiffs,
OPINION
V.

WOCKHARDT USA LLC, et al.,

Defendants.

SALAS, DISTRICT JUDGE
l. Introduction

Before the Court is the parties’ request for claim construction of certain disputed terms in
these patent infringement actions. The Court heMagkman hearing on January 17, 2013.
This Opinion sets forth the Court’s conattion of the disputed claim terms.
Il. Background

Plaintiffs Nautilus Neurosciences, IncN@dutilus”) and APR Applied Pharma Research
SA (collectively, “Plaintiffs”) brought these Hkzh-Waxman Act patent infringement actions
against Defendants Wockhardt USA LLC and dktwardt Ltd. (collectively, “Defendants”)
relating to Nautilus’'s Cambia® product usedtie treatment of migme. (D.E. No. 67,
Plaintiffs’ OpeningMarkmanBrief (“Pl. Opening Br.”) at 2).

Specifically, these actions arise from Dmdants’ filing of an Abbreviated New Drug
Application (“ANDA”) with the Unted States Food and Drug Admstration (“FDA”). (D.E.

No. 68, Defendants’ OpeningarkmanBrief (“Def. Opening Br.”) at 4). Pursuant to its ANDA,
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Defendants seek FDA approval to market a genaision of Cambia® lbere expiration of the
four patents listed for Cambia® in theDK's publication, “Approvel Drug Products with
Therapeutic Equivalence Evaluations” (comnyordferred to as the “Orange Book”)S€e idat
4-6; see alsd”l. Opening Br. at 2). These fount@ats are: United States Patent Nos. 6,974,595
(the “’595 patent”); 7,482,377 (the “’377 feat”); 7,759,394 (the “’394 patent”); and 8,097,651
(the “651 patent”). (Pl. Opening Br. at 2; Dé&pening Br. at 4). Nautilus is the exclusive
licensee for these four patents that are ownedPi Pharma Research SA. (Def. Opening Br.
at 4).

In its ANDA, Defendants certified pursuant2é U.S.C. 8 355())(2)(A)(vii)(IV) that the
claims of the four patents were invalid, emfiorceable and/or wadll not be infringed by
Defendants’ generic vam of Cambia®. Id. at 4-6). Plaintiffs acadingly brought these two
patent infringement suits against Defendamiajming that Defendants’ generic version of
Cambia® would infringe the '595 patent, the '3Fatent, the '394 paterdnd the '651 patent.
(Pl. Opening Br. at 2).

As detailed below, the parties have asked the Court to constouerws from the '595
patent and two termsdm the '651 patent.

II. Legal Standard

“It is a bedrock principle gbatent law that the claims ofpatent define the invention to
which the patentee is entitlehe right to exclude.’Phillips v. AWH Corp.415 F.3d 1303, 1312
(Fed. Cir. 2005) (internal quotations omittedlaim construction is a matter of law to be
determined solely by the courtMarkman v. Westview Instruments, Ing17 U.S. 370, 372

(1996).



“[T]lhe words of a claim are generallyvgn their ordinary and customary meaning”
which is “the meaning that the term would have fgerson of ordinary skill in the art in question
at the time of th invention.” Phillips, 415 F.3d at 1312-13 (internal quotations omitted). To
determine the ordinary and customary meanindigguted claim language that has a “particular
meaning in a field of art,” the court must look‘tbose sources available to the public that show
what a person of skill in the asould have understood [the] gisted claim language to mean.”
Id. at 1314 (internal quotations omitted).

Thus, the court must “look to the claimnuage, the specification, the prosecution
history, and any relevamixtrinsic evidence.”Meyer Intellectual Properties Ltd. v. Bodum, |nc.
690 F.3d 1354, 1368 (Fed. Cir. 2018ge alsoVitronics Corp. v. Conceptronic, Inc90 F.3d
1576, 1582 (Fed. Cir. 1996) (“In @emining the propeconstruction of a claim, the court has
numerous sources that it mayoperly utilize for guidance. These sources . . . include both
intrinsic evidence €.9., the patent specification and fil@story) and extrinsic evidence..,
expert testimony).”).

With respect to intrinsic evahce, “the claims themselvpsovide substantial guidance as
to the meaning of particular claim termsPhillips, 415 F.3d at 1314. leed, “the context in
which a term is used in the asserted claim can be highly instructlide.”Similarly, “[o]ther
claims of the patent in question, both asseaed unasserted, can also \wduable sources of
enlightenment as to theganing of a claim term.’ld.

Importantly, the specification “is always highly relevant to the claim construction
analysis” and “is the single best guide to the meaning of a disputed tatmat 1315 (quoting
Vitronics 90 F.3d at 1582). “[T]he specification mayeal a special definition given to a claim

term by the patentee” or “may reveal an intentiahsclaimer, or disavowal, of claim scope by



the inventor.” Phillips, 415 F.3d at 1316. Indeed, “the sfieaition necessarily informs the
proper construction of the claims” and it is tiegely appropriate for a court, when conducting
claim construction, to reljreavily on the writterdescription for guidancas to the meaning of
the claims.”Id. at 1316-17.

Notably, however, the court may “not redichitations from the specification into
claims.” Thorner v. Sony Computer Entm’'t Am. LL&59 F.3d 1362, 1366 (Fed. Cir. 2012).
Specifically, the Federal Circuit has “repeatedlgrned against confining the claims to . . .
embodiments” described in the specificatiéthillips, 415 F.3d at 1323.

The court must also consider the pateptssecution history—“theomplete record of
the proceedings before the PTO . . . includ[ing] phior art cited during the examination of the
patent.” Id. at 1317. “Like the specification, thegsecution history prodes evidence of how
the PTO and the inventor understood the paterd.” Although the prosecution history “often
lacks the clarity of the specificaticand thus is less useful folaim construction purposes,” it
can nevertheless “inform the meaning of theamllanguage by demonstrating how the inventor
understood the invention and ®ther the inventor limited thévention in the course of
prosecution, making the claim scope namothan it would otherwise beld.

Therefore, in sum, “[c]laim terms are given their ordinary and customary meaning—the
meaning that they would have to a person of orgliséill in the art in light of the specification
and prosecution history #te time of the invention."Woods v. DeAngelo Marine Exhaust, Jnc.
692 F.3d 1272, 1283 (Fed. Cir. 2012). And “[c]laietms are properly construed to include
limitations not otherwise inherent in the term owligen a patentee sets out a definition and acts
as his own lexicographer, or when the patedisavows the full scope of a claim term either in

the specification or ding prosecution.”ld. (internal quotations omitted).



Finally, the court may also rely on exsia evidence—“all evidence external to the
patent and prosecution historycinding expert and inventordg@mony, dictionaries, and learned
treatises.” Phillips, 415 F.3d at 1317 (quotifdarkman v. Westview Instruments, |rfs2 F.3d
967, 980 (Fed. Cir. 1995)). But, extrinsic eade “is unlikely to rsult in a reliable
interpretation of patent claim gge unless considered in the context of the intrinsic evidence.”
Phillips, 415 F.3d at 1319.

V. Construction of Disputed Claim Terms
A. The '595 Patent
1. “diclofenac formulation comprises diclofenac in acid and/or salt
form” !

The parties dispute the meaning of this térom claim 28 of the '595 patent. Claim 28
is as follows (with emphasis d@he disputed claim language):

A method for obtaining an average.f of diclofenac in a human
patient between 5 and 30 minutes after administration comprising
orally administering a diclofenadormulation to said patient,
wherein saiddiclofenac formulation comprises diclofenac in acid

and/or salt form, and wherein said diclofenac formulation is
selected from:

a. a powder formulation dissolvexd dispersed in water;
and

b. a fast release layer present antwo layered diclofenac tablet
that comprises a slow release layer and a fast release layer.

Plaintiffs’ Proposed Constructiorfa pharmaceutical formulation containing diclofenac
in the free acid and/or salt form”

Defendants’ Proposed Constructidia formulation of diclofenac that contains an alkali
metal carbonate or bicarbonate”

! Defendants initially proposed the term to be construedia®fenac formulation.” (Def. Opening Br. at 3, 13).

At the Markman hearing, however, Defendants agreed thangushe term “diclofenac formulation comprises
diclofenac in acid and/or salt form,” as Plaintiffs had proposed, would not affect the claim constructiors.analysi
(Tr. at 60:15-62:1).



Court’'s Construction: “a formulation of diclofenac #t contains an alkali metal
carbonate or bicarbonate”

Plaintiffs argue that the claim languageciear and unambiguous such that the Court
need not look any further to construe this teil. Opening Br. at 9-1@.E. No. 73, Plaintiffs’
ResponsiveMarkmanBrief (“Pl. Resp. Br.”) at 17). Plaiifts also argue that, unlike the other
independent claims in the '595 patent, there is no indication that theqeatetended to directly
or indirectly include an alkali metal carbaezor bicarbonate limitation in claim 28.SdePlI.
Opening Br. at 10-11). Fingll Plaintiffs contend that Dendants’ proposed construction
improperly reads a limitation from the specification into claim 28. gt 11).

Defendants argue that the intrinsic evidence rhastxamined. (Def. Opening Br. at 13).
Defendants contend that a person of ordinary skill in the art, reading the entire patent, would
understand the disputed claim language as rafgto diclofenac formulations that contain an
alkali metal carbonateor bicarbonate. 14.). Defendants cite seral portions of the
specification, including the abstract, that allegestipw that the invention of the '595 patent is
diclofenac combined with an alkatietal carbonate or bicarbonatdd. @t 14-17). Defendants
also argue that the prosecution histories tloe '595 patent and the related '377 patent
demonstrate that an alkali metarbonate or bicarbonate featurecigical to the '595 patent.

(Id. at 17-25).

The Court disagrees with Plaintiffs thaheed not look beyond the claim langua@ee
Phillips, 415 F.3d at 1314-15. As sucthe specification isalways highly releant to the claim
construction analysis” and it is “entirely @mppriate for a court, when conducting claim
construction, to rely heavily on the written description for guidance as to the meaning of the

claims.” Id. at 1315, 1317 (internal quotations omitted).



Here, the specification providésat “[iJt has now been founttat, by adding alkali metal
bicarbonates or mixtures thereof to the Diclofenaitsimcid and/or salt form . . . pharmaceutical
compositions can be obtained.” (595 Patent &025). In fact, “[tlhe first object of the
present invention is . . . represented by a phaeutical formulation for oral use containing
Diclofenac ill [sic] acid and/or [s]alt fornogether withalkali metal bicarbonates or mixtures
thereof and customary excipients and adjuvantsl’ at 2:26-30 (emphasis added)).

The specification further providethat “[i]jt has in fact ben surprisingly demonstrated
that the use of alkali metddicarbonates . . . permits to acleeconstant, reproducible and
foreseeable blood levels of the active ingredientd. §t 2:33-37). The specification explains
that “it has also been found that the combined use of Dicloftagether withalkali metal
bicarbonates vyields Diclofenac-based phamigical compositions in which the active
ingredient is released more rapidly compaweth normal formulations, bringing about higher
blood levels and therefore a moremmediate therapeutic effect.” Id( at 2:38-44 (emphasis
added)). The specification describes “immedratease formulations for oral use of fhresent
inventior as “containing from 10 to 60 mg @iclofenac in acid and/or salt fortagether with
alkali metal bicarbonates or mixtures thereofld. at 3:11-15 (emphasis added)). Similarly, the
'595 patent abstract provides that “[n]Jew phaceutical compositions for oral use containing
Diclofenactogether withalkali metal bicarbonates. . are described.”ld., Abstract (emphasis
added)).

In addition, as Defendants correctly nogeery example from the '595 patent uses a
formulation containing diclofenac in combinatiaith an alkali metal carbonate or bicarbonate.
(Def. Opening Br. at 16). For instance, in aparative test disclosed in Example 4 of the '595

patent, the formulation disclosed in Example ¥psgcifically compared with formulations “not



containing alkali metal chonates and bicarbonates.”See Phillips 415 F.3d at 1323
(recognizing that, in certain situations, “it will bexe clear . . . [that] & patentee . . . intends
for the claims and the embodiments in the Bpation to be stridy coextensive”).

The specification therefore emphasizes thatdbntemplated diclofenac formulation or
compositiori of the '595 patent is diclofenac “tofyer with” with alkali metal carbonates or
bicarbonates. The Court must rehd language of claim 28 in viesf these charaerizations in
the '595 patent specificationSeePraxair, Inc. v. ATMI, Ing.543 F.3d 1306, 1324 (Fed. Cir.
2008) (“The claims of the patent must be reatight of the specification’s consistent emphasis
on [the] fundamental feature of the inventionPhillips, 415 F.3d at 1316 (“[T]he specification
may reveal an intentional disclaimer, or disavowal, of claim scopeéyntlentor. . . . [T]he
inventor’s intention, as expressed in #pecification, is regarded as dispositiveAloc, Inc. v.

Int'l Trade Comm’n 342 F.3d 1361, 1370 (Fed. Cir. 2003) (“[W]here the specification makes
clear at various points that the claimed inw@mtis narrower than the claim language might
imply, it is entirely permissible and ger to limit the claims.”).

The Court is not persuaded that other portiohthe specification—thse that Plaintiffs
argue show that the invention involvediclofenac pharmaceutical compositions more
generally—compel a construction that does not involve an alkali metal carbonate or bicarbonate.
(See’595 Patent at 1:8-11; '595 Patent at 2:12-16;afr51:1-12). As Plaintiffs conceded at the
Markman hearing, the patent “does not speak to atier combination” to achieve the results
claimed in claim 28 but theombination of diclofenaand an alkali metal carbonate or

bicarbonate. eeTr. at 51:11-52:6).

2 The parties agree that, for claim construction, ehisr no difference between the terms formulation and
composition. (Tr. at 59:13-14; 64:7-12).



The prosecution history for the '595 patent aspports limiting the disputed term to a
formulation that contains an alkali metal camhte or bicarbonate. Ithe first line of the
“remarks” portion of the amendment addiolgim 28, the applicantstated that thepresent
invention is premisedn the discovery that alkali métaarbonates and bidawnates potentiate
the analgesic effect of diclofenac by increadimg rate at which orallpdministered diclofenac
enters the bloodstream.” (Def. Opening Br.22-23 (citing Ex. 11, 12/20/04 amendment, at
W002235) (emphasis added)). In these “remarkg&” applicants also stated that the asserted
prior art reference “does notsdiose the claimed diclofenactal bicarbonate combination,”
characterizing the “combination atined in [the] application” as “diclofenac/alkali metal
carbonate/bicarbonate.”(Def. Opening Br. at 23 (citindex. 11, 12/20/04 amendment, at
W002238)).

The Court therefore finds that, in view thie specification and psecution history, the
alkali metal carbonate or bidmmnate feature is an inheréeiritation in the claim language
“diclofenac formulation comprises dickrfiac in acid and/or salt form.5ee SciMed Life Sys.,
Inc. v. Advanced Cardiovascular Sys., Ji42 F.3d 1337, 1342-44 (Fed. Cir. 2001) (finding
disclaimer of subject matter and construingirol language accordingly). The Court need not
consider any extrinsic evidence for construction of this claim teB®e Vitronics90 F.3d at
1583 (“In most situations, an analysis of th&insic evidence alone Wiresolve any ambiguity

in a disputed claim term. In such circumstancds,iihproper to rely on extrinsic evidence.”).



2. "means for enhancing said average jax’
The parties ask the court to construe this teEom claim 34 of thé595 patent. Claim 34
is as follows (with emphasis d@he disputed claim language):

A method for obtaining an average.k of diclofenac in a human
patient between 5 and 30 minutes after administration comprising
orally administering a diclofenadormulation to said patient,
wherein said diclofenac formulatiocomprises dicl@hac in acid
and/or salt form andneans for enhancing said average Tmax Of

said diclofenac, and wherein said diclofenac formulation is
selected from:

a. a powder formulation dissolvexd dispersed in water; and

b. a fast release layer present antwo layered diclofenac tablet
that comprises a slow release layer and a fast release layer.

By statute, a patentee maypeess a claimed element as a “means or step for performing
a specified function withouthe recital of structa;, material, or acts in support thereof.” 35
U.S.C. 8§ 112 § 6. The statute thus “establishepiid pro quowhereby a patentee may
conveniently claim an element using a genérieans’ for performing a function, provided the
patentee’s specification discloses structaepable of performing that function.”Lighting
Ballast Control LLC v. Philips Electronics N. Am. CorpNo. 12-1014, 2013 WI11874, at *3
(Fed. Cir. Jan. 2, 2013). “If the word ‘means’ egs in a claim elemem association with a
function, th[e] court presumebkat § 112, § 6 applies.Micro Chem., Inc. v. Great Plains Chem.
Co, 194 F.3d 1250, 1257 (Fed. Cir. 1999). Here, ghdies agree that this term invokes a
means-plus-function analysis under 35 U.S.C. § 1P2.Opening Br. at 11; Def. Opening Br. at
25).

Claim construction of this term thereforevolves two steps. “First, the court must

identify the claimed function.Lighting Ballast Control LLC2013 WL 11874, at *6. Once the
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function is identified, the cour‘construe[s] the meaning of éhwords used to describe the
claimed function, using ordinary pdiples of claim construction.”"Lockheed Martin Corp. v.
Space Sys./Loral, Inc324 F.3d 1308, 1319 (Fed. Cir. 2003).

Here, the parties agree that the funci®fmeans for enhancing said averagg.l' (PI.
Opening Br. at 11-12; Def. Opening Br. at 25-28hus, the Court musbnstrue the meaning of
these words used to dedithe claimed function.

Plaintiffs’ Proposed Construction of the Functidithe use of an agent to shorten the
time to maximum plasma concentratiordaflofenac in the blood of a human patient”

Defendants’ Proposed Construction of the Functiawering the mean time to peak
plasma concentration of dickriac in more than one patient”

Court’s Construction of the Functiorfthe use of an agernb shorten the time to
maximum plasma concentration of adifdnac in the blood of a human patient”

At the Markmanhearing, Defendants agreed to adopt Plaintiffs’ proposed construction of
the claimed function. (Tr. at 86:3-87:7 (“[I]t akay if the Court wants tadopt the function as
described by [P]laintiffs . . . . We are fine withe function as stated by the [P]laintiff[s].”)).
Indeed, Plaintiffs’ construction accounts for the definition gfxfrom the specification—i.e.,
“the time to the maximum plasma conceht” (595 Patent at 2:17-18). And the
specification supports using the “shortéanguage in Plaintiffs’ proposal. S€e’595 Patent at
3:37-42 (“[T]he presently claimed Diclofenacdeal formulations permit to achieve a higher
Cmaxin ashorterTmax . . . .”) (emphasis added)).

In their briefing, Defendants cite no intrinsor extrinsic evidence in support of the
“more than one patient” portion of their proposgDef. Opening Br. at 25-26; D.E. No. 71,
Defendants’ ResponsivBlarkman Brief (“Def. Resp. Br.”) atl3-18). The Court therefore

construes the funan, “means for enhancing said averagex! as “the use of an agent to

11



shorten the time to maximum plasma conaamin of diclofenac inthe blood of a human
patient.”

Next, “the court must identify the structudescribed in the specification that performs
the claimed function. Lighting Ballast Contrgl2013 WL 11874, at *6.

Plaintiffs’ Proposed Corresponding Structutiaikali metal carbonates or bicarbonates”

Defendants’ Proposed Corresponding Structufpotassium bicarbonate or sodium
bicarbonate”

Court’s Identification othe Corresponding Structuréalkali metal bicarbonates”

Plaintiffs argue that the epification supports their propal that the corresponding
structure is “alkali metal carbonatesbicarbonates.” (PIl. Openirgy. at 13-14). Plaintiffs also
argue that Defendants’ proposaimproperly narrow because degent claim 38 indicates that
the means for enhancing,k comprises one or more alkatietal carbonates or bicarbonates.
(Id. at 14). Finally, Plaintis argue that, although potassiuamd sodium bicarbonates are
mentioned in the context of a preferred embweatt, the specification does not indicate that
these two ingredients are the only ingredieaggable of performing the claimed functiond. @t
15).

Citing the examples from the '595 patent, Defents argue that the only structures that
correspond to the claimed function are “potasshioarbonate and sodium bicarbonate.” (Def.
Opening Br. at 26). Defendanalso argue that, during proston, the applicants overcame a
rejection by amending their claims such tha&t llinguage “alkali metal tarbonates or mixtures
thereof’” was replaced with “alkali metal brbanate selected from the group consisting of
sodium bicarbonate, potassium bicarlienand mixtures thereof.”Id. at 26-27 (citing Ex. 11,
9/18/02 amendment, at W002125-28)). Finallyfddeants argue that Plaintiffs’ own expert

testimony shows that only sodium or potassiucatiionates are practical and suitable for human

12



use, not the class of alkali metal cambtes or bicarbonates in gener&@edDef. Resp. Br. at 15-
16; Tr. at 95:17-97:4)

“The specification must be read as a vehab determine the structure capable of
performing the claimed function.Budde v. Harley-Davidson, Inc250 F.3d 1369, 1379 (Fed.
Cir. 2001). Importantly, a “structure disclosedthe specification isorresponding structure
only if the specification or proseton history clearly Inks or associates that structure to the
function recited in the claim.”Chicago Bd. Options Exch., Inc. v. Int'l Sec. Exch., LBZ7
F.3d 1361, 1367 (Fed. Cir. 2012) (quotidMgd. Instrumentation & Diagntiss Corp. v. Elekta
AB, 344 F.3d 1205, 1210 (Fed. Cir. 2003)).

Here, the Court finds that the specificatiptainly links or assciates alkali metal
bicarbonatego the function recited in claim 34means for enhancing said averagg.l' For
instance, the specification asserts that:

[Ilt has also been found that the combined use of Diclofenac
together with alkali metal bichonates yields Diclofenac-based
pharmaceutical compositions in which the active ingredient is
released more rapidly compared with normal formulations,
bringing about higher blood levedsd therefore a more immediate
therapeutic effect . . . .

As it will be clear from theexamples, the immediate release
formulations for oral use of thgresent inventiortontaining from

10 to 60 mg of Diclofenac in aci@nd/or salt form together with
alkali metal bicarbonates or mixag thereof in amounts of from
20 to 80% by weight based on tweight of Diclofenac permit to
generate in human patients an averagex @f Diclofenac
comprised between 400 and 250@/ml . . . . Secondly, the
formulations according to the ped invention permit to obtain in

humans an averagen of Diclofenac after 5+30 minutes since
administration . . . .

(595 Patent at 2:37-43 & 3:12-2dee alsd595 Patentt 2:32-42).
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The Court finds, however, that alkali metalrbonatesare not linked or associated with
the claimed function in the specification @rosecution history. Rlaer, as Plaintiffs
acknowledged at thelarkmanhearing, alkali metacarbonates are onbjisclosedn Examples 1
through 3 in the 595 patent. (Tr. at 89:14-%&e alsd595 Patent, Exampk 1-3). Moreover,
as Plaintiffs also acknowledged, alkali metal carbonates in these examples are only disclosed in
combination with alkali metal barbonates. (Trat 89:14-17see alsd595 Patent, Examples 1-
3). Therefore, notwithstanding dependent claimtB8,Court is not persdad that alkali metal
carbonates qualify as cesponding structureSee Icon Health & Fitness, Inc. v. Octane Fitness,
LLC, Nos. 11-1521 & 11-1636, 2012 WL 5237021, at(Fed. Cir. Oct. 24, 2012) (“[C]laim
differentiation cannot override the eét of section 112(6). . . . [T]hgcope of the limitation
literally covers structures described in the #peation and equivalentthereof notwithstanding
the existence of dependent claims.”).

Conversely, the Court is not persuaded thatdbrresponding structure limited to only
potassium bicarbonate or sodilitarbonate. As noted above, thgecification indicates that
the class of alkali metal bicarbopatis tied to the claimed funoti. It is thisgeneric structure
that is linked to the claimed function, not onlg tpecific alkali metal barbonates disclosed in
the examples.See Mettler-Toledo, Inc. v. B-Tek Scales, LBZL F.3d 1291, 1296 (Fed. Cir.
2012) (explaining that one of thetpats-in-suit linked a generiagtture to the claimed function
and therefore the corresponding staie was not limited to a spécisubset of that class).

The Court is also not persuaded thatriegic evidence compels adopting Defendants’
proposed structure. At tiarkmanhearing, Defendants confirmed that nothing in the intrinsic
record suggests that potassium bicarbonatesodium bicarbonatesre the only bicarbonates

practical and suitable for human consumptionSeqTr. at 98:8-11). The Court rejects
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Defendants’ invitation to‘look at practicality,” (d. at 96:8-9), and narrowly identify the
corresponding structerin view of extrinsic evidenceSee DESA IP, LLC v. EML Technologies,
LLC, 211 F. App’x 932, 936-37 (Fe@ir. 2007) (“Expert testimony in conflict with the intrinsic
evidence . . . should have been accorded no weight. . . . Because the intrinsic evidence clearly
sets forth the corresponding structure . . w#s improper to rely pon contrary extrinsic
evidence to construe this term™).

B. The '651 Patent

1. “a buffering or alkalizing agent”

The parties dispute the meaning of this téram claims 1, 3, 6, 8, and 13 of the 651
patent. By way of illustration, independent oiail, 6, and 13 are as follows (with emphasis on
the disputed claim language):

1. A method of treatinghonophobia and photophobia in a human
patient in need thereof comging: a) providing an oral
formulation comprising one amore pharmaceutically acceptable
excipients and 50 mg. of diclofenac or a pharmaceutically
acceptable salt thereof, wherein said one or more
pharmaceutically acceptable excipients comprigdsuffering or
alkalizing agent, further wherein said fonulation has been shown
to achieve a @Gax Of from about 1500 to about 2500 ng/ml apgkt

in from about 10 to about 25 mites; and b) orally administering
said formulation to a patient suffering from phonophobia and

photophobia wherein saig i and G,ax are mean values obtained
from a plurality of human patients.

6. A method of treating recurrentigraine in a human patient in
need thereof suffering from mign@ comprising: a) providing an
oral formulation comprising one or more pharmaceutically
acceptable excipients and 50 mg. of diclofenac or a
pharmaceutically acceptable salt thereof, wherein said one or
more pharmaceutically acceptable excipients comprises
buffering or alkalizing agent, further wherein said formulation
has been shown to achieve gJ.cof from about 1500 to about

3 Initially, Defendants asked the Court to identify “structural equivalents” afiirtemanstage of this action. (Def.
Opening Br. at 27-30; Def. Resp. Br. at 17-18). At k@rkman hearing, however, Defendants withdrew this
request. (Tr. at 91:23-92:9).
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2500 ng/ml andfax in from about 10 to about 25 minutes; and b)
orally administering said formation to a patient requiring
sustained migraine relief for at least 24 hours.

13. A method of treating headache pain, nausea, photophobia and
phonophobia in a human patient in need thereof comprising: a)
providing an oral formulation comprising one or more
pharmaceutically acceptable exapis and 50 mg. of diclofenac
or a pharmaceutically acceptable salt thereof, wherein said one or
more pharmaceutically accefiiie excipients comprisgbuffering
or_alkalizing agent wherein said formulation has been shown to
achieve a Gax of from about 1500 to about 2500 ng/ml apgkin

from about 10 to about 25 minutes; and b) orally administering
said formulation to a patient suffering from headache pain,
nausea, photophobia and phonophobia.

Plaintiffs’ Proposed Constructiorfan agent that controls, maima, or raises the pH of

a solution”

Defendants’ Proposed Constructicitarbonates or bicarbonates of the metals of Group

1A of the Periodic Table”

Court’s Construction®an agent that controls, maintaims,raises the pH of a solution”

As an initial matter, the parties agrehat Defendantsproposal, “carbonates or
bicarbonates of the metals Gfroup 1A of the Periodic Tabflejs effectively a proposal to
construe the disputed claim term to medkali metal carbonates or bicarbonateSegDef.
Opening Br. at 31 (“[T]he claim ten ‘buffering or alkalizing agenshould be construed to mean
alkali metal carbonates or bicarbonates,iclvhthe parties agree means ‘carbonates or
bicarbonates of the metals @roup 1A of the Periodic Tabl®; Pl. Resp. Br. at 3 n.1
(“Defendants’ proposed constructia. . . ‘carbonates or bicarbonsitef the metals of the [sic]

Group 1A of the Periodic Table’ which is merelgother way of saying alkali metal carbonates

or bicarbonates.”).

Plaintiffs argue that their pposed construction onsistent with ta claim language and

the specification of the '651 paten(Pl. Opening Br. at 24-25)Plaintiffs contend that the '651
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patent was clearly intended to be broader thanparent '394 patent, which specifically claims
diclofenac formulations that have arkall metal carbonate or bicarbonatdd. @@t 24). Citing
expert testimony and a medical tibmary, Plaintiffs argue thahe extrinsic emence confirms

that “buffering” and “alkalizing”have a plain and ordinary meagito one of ordinary skill in

the art. [d. at 25-26). Plaintiffs arguhat Defendants’ proposal iscorrect for three reasons:

(1) Defendants improperly rely on the claims of the parent '394 patent; (2) Defendants’ proposal
violates the prohibition again$tniting claims to specific preferred embodiments; and (3) the
patentee has not deliberatelgeéned this claim term.lq. at 27-28).

Defendants argue, however, ttfae disputed term has no plaand ordinary meaning and
one of ordinary skill in the asould examine the entire patent to ascertain the term’s meaning.
(Def. Opening Br. at 30). Defendants argue that the specification supports their proposal
because the only examples of buffering agernsgslased in the specification are alkali metal
carbonates or bicarbonates, speaify potassium bicarbonate. Id( at 30-31). Indeed,
Defendants contend that, throughout the 651 miatdkali metal carbonates or bicarbonates are
identified as buffering agentsld( at 31).

Defendants further contend that the msgion history supportsheir construction
because, in the statement of reasons for allowdheesxaminer characterized the disputed term
to mean carbonates or bicarbonates and sthtadbuffering from carbonates or bicarbonates
was a novel aspect of the claimgd. @t 31-32). To further suppdheir proposed construction,
Defendants cite the prosecution higtaf the related394 patent. Id. at 32-33). Finally,
Defendants argue that the prosemutistory of the unrelated '374¥atent, as extrinsic evidence,

supports their proposed constructioid. at 34).
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“Claim terms are given their ordinaryé customary meaning—the meaning that they
would have to a person of ordmyaskill in the art in light ofthe specification and prosecution
history at the time of the invention.Woods 692 F.3d at 1283. To ascertain the meaning of a
term that has a “particular meaning in a fieldadf,” such as “a buffering or alkalizing agent,”
the Court must examine the intrinsic eviderand any relevant extrinsic eviden@ee Phillips
415 F.3d at 1314, 1318. Indeed, construing tha ta buffering or alkalizing agent” doewmt
reflect a situation where the rinary meaning of claim langga as understood by a person of
skill in the art [is] readily apparent” and constroatinvolves “little more than the application of
the widely accepted meaning of commonly understood worsis€ idat 1314.

Here, the intrinsic evidence provides minirgaidance on the meaning of “a buffering or
alkalizing agent.” For instancbeyond the claims themselvesg tierm “alkalizing agent” is not
referenced in the patent. Neveldss, Plaintiffs’ proposal is congest, at least ipart, with the
follow description in the specification:

[b]Juffering agents are not critical tothe invention, but are

preferably used to provide a rapid rate of onset for the final

pharmaceutical product. In agberred embodiment for powder

sachets, the buffering ageabntrols the pH of the formulation

when dissolved in water, and preferably yields a pH greater than

about 6.8, 7.0, 7.2, or 7.4, and less than about 7.8, 7.7 or 7.6, when

mixed with 50 mL or 100 or 20@nl[]] of water at 25 degrees

Celsius. Particularly preferred buffering agents are alkali metal

carbonates and bicarbonates . . . .
(651 Patent at 9:4-13 (emphasis added)). eéu] the applicants reti on this description
during prosecution, in part, teupport the buffering or alkalizg agent limitation. (Tr. at
132:15-133:4 (citing Def. Opening Br., Ex. 13 at W025036)).

Although Defendants argue that the only exaspdf buffering ages provided in the

specification are alkali metal cartairs or bicarbonates, this dagt amount to lexicography or
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disavowal of claim scopeSee Thorner669 F.3d at 1365-66 (“It isot enough for a patentee to
simply disclose a single embodiment or use adwo the same manner in all embodiments, the
patentee must clearly express atem to redefine the term. . . . Mere criticism of a particular
embodiment encompassed in the plain meaning @&ian term is not sufficient to rise to the
level of clear disavowal. . . . is likewise not enough that the grédmbodiments, or all of the
embodiments, contain a particular ifation.”) (internal quotations omitted¥ee also Phillips
415 F.3d at 1323 (“[W]e have expsdy rejected the contention thaf patent describes only a
single embodiment, the claims of the patemist be construed as being limited to that
embodiment.”).
Defendants also cite the examiner's reasons for allowing the patent in which the

examiner stated that:

Examiner notes the extensive ddihal set of references kindly

cited by applicant . . . . Most ofdlreferences cited are directed to

analgesic formulation technologieslevant to the subject matter

area disclosed herein. Howeveridseeferences have not provided

any identifiable teaching or tednlys which individually, or in

combination, render the instanached method, a method directed

to the effective and rapid alletian of the symptoms of migraine

headaches by the administration of smabicarbonate or

carbonate buffered doses of diclofenac potassium, either

anticipated or obvious, respectively.
(Def. Opening Br. at 32 (citing Ex. 13, Examiner’s Statement of Reasons for Allowance, at
W025311) (emphasis added)). Dadants argue that, since the agguhts did not file a response
to the examiner’s statement of reasons, the riséeindicates their assetd the [e]xaminer’s
characterization of the invention(Def. Opening Br. at 32).

At the Markmanhearing, Defendants further clarified that they rsearguing that any

such silence reflects “surrentieor “clear disavowal.” (T. at 122:10-123:16). Rather,

Defendants contend that, sinceerd is no plain and ordinargneaning to “a buffering or
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alkalizing agent,” the Courteed not find clear disavowal buievertheless should use the
examiner’'s stated reasons tonstiue the disputed term. Sde Tr. at 123:8-15 (*My
understanding of the case law[], clear disavowal getuinto when there is a plain and ordinary
meaning. Did they surrender it. We are not arguihat. We are arguing there is no plain and
ordinary meaning. So the staterhbg the examiner, is not a surrender @ clear disavowalt

is part of claim construction.”)).

The Court finds that that the examinersasons for allowance do niinit the scope of
the term “a buffering or alkalizg agent.” Defendants cittCCO Brands, Inc. v. Micro Sec.
Devices, Incto support their reliance on the examinggasons for allowance to construe this
term. (Def. Opening Br. at 31). There, howevee, Federal Circuit asserted that “[s]tatements
made during prosecution which clearly disclanparticular claim interpretation will limit the
scope of the claims” and, in the reasons flblowance, the “examiner simply repeated the
arguments that the patentee had presentd@CO Brands, In¢.346 F.3d 1075, 1078-79 (Fed.
Cir. 2003). Here, Defendants do not rely on any statement that clearly limits the scope of
“a buffering or alkalizing agent.” Rather, Defamis concede that the reasons for allowance do
not reflect clear disavowal. (Tr. at 140:7-8 ¢@t: It is not a cleadisavowal; [Defendants’
Counsel]: That's correct.”)). Furthermore, Defendants amde that the “bicarbonate or
carbonate buffered” portion of the examiner’s reasons for allowancaeatése only reason for
allowability cited by the examiner. (Tr. at 114:24-115:1 (“So according to the [P]laintiffs, that is
why the claims were allowed, becaudee[tpplicants] filed a disclaimer, agds that is one of
the reason$) (emphasis added)).

Even accepting Defendants’ contention that reéhis no plain [and] ordinary meaning”

for the term “buffering or alkaling agent,” (Tr. afLl22:10-15 & 123:7-16), the Court must look
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to the specification for guidanc&ee Honeywell Int’l, Inc. v. Universal Avionics Sys. Gatf8
F.3d 982, 991 (Fed. Cir. 2007) (“Without a custoynareaning of a term within the art, the
specification usually supplies the besntext for decipheng claim meaning.”)Phillips, 415
F.3d at 1315 (“[T]he specification . . . is the sendlest guide to the meaning of a disputed
term.”) (internal quotations omitted). As dissed above, the specification does not support
confining the disputed term to an alkali metal carbonate or bicarba®a&Phillips415 F.3d at
1323 (“[A]lthough the specification t#n describes very specific embodiments of the invention,
we have repeatedly warned against confiningcthens to those embodiments.”). The patentee
is thus entitled to the full scopé “a buffering or alkalizing agent.”

In support of their proposal, Defendants atsference several portio$ the prosecution
history for the related parent '394 patemtcluding the following applicant and examiner
statements:

e Examiner: “The instant claims are directedtie treatment of paiby administration of
an oral dosage of diclofenac-bicarbonate composition . (D&f. Opening Br., Ex. 14 at
WO003265));

e Applicant: “The action of the alkali metal bit@nate in the current formulations differs
drastically in its purpose and mechanism. iis ttase, the bicarbonate is used to improve
solubility by creating pH conditions mortavorable to dissolution of diclofenac
potassium.” (Def. Opening Br. 88 (citing Ex. 14 at W003374));

e Examiner: “[T]he specification, while being @&vled for the administration of diclofenac
compositions comprising a bicarbonate salthees critical additional additive, does not
reasonably provide enablement for admmisbn of any other dlofenac-containing
composition wherein the critical ‘dissoluti@mhancing’ additive snot been specified
but provides pharmacological performancethar pH/solubility performance equivalents,
of the bicarbonate-containing compositions(Def. Opening Br.Ex. 14 at W003541
(emphasis in original));

e Applicant: “There is no disclosure inghGranger working examples of the use of
diclofenac in combination with an alkainetal bicarbonate and, in particular, with

sodium and/or potassium bicarbonate.” e{DOpening Br. at 33 (citing Ex. 14 at
W003825)).
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Defendants contend that the “claims of the 'B@dlent refer exclusively to an alkali metal
carbonate or bicarbonate” and that, in the '39¢emaprosecution histgy the applicants had
“repeatedly distinguistte prior art on the basisf their invention requing an alkali metal
carbonate/bicarbonate.(Def. Opening Br. at 33). Defendardrgue that the claims of the '651
patent “should be construed ‘so as to exclugye iaterpretation that may have been disclaimed
or disavowed during prosecution arder to obtain claim allowaec” (Def. Resp. Br. at 25
(quotingEcolab, Inc. v. Envirochem, In264 F.3d 1358, 1368 (Fed. Cir. 2001))). Defendants
contend that the applicants’li\mce on alkali metal carbonates bicarbonates to distinguish
their claims in the prosecution of the '394 patentfully binding” on the '651 patent claims.
(Def. Resp. Br. at 24 (citinglloc, 342 F.3d at 1370)).

Although the alkali metal carbonate or bimanate limitation ispresent in the '394
patent, it is not present in tt@51 patent. Indeed, the above-reigced statements from the '394
patent’s prosecution history were not madedference to the disputed claim language. The
Court is therefore not persuaded that thetdements limit the scopef “a buffering or
alkalizing agent” to alkali ntal carbonates or bicarbonate§ee Ventana Med. Sys., Inc. v.
Biogenex Labs., Inc473 F.3d 1173, 1182 (Fed. Cir. 2006) (“[T]he doctrine of prosecution
disclaimer generally does not apply when the cli@mm in the descendant patent uses different
language.”);Invitrogen Corp. v. Clontech Labs., Inel29 F.3d 1052, 1078 (Fed. Cir. 2005)
(“[T]he prosecution of one claim term in a parent application will generally not limit different
claim language in a ctinuation application.”)Alloc, 342 F.3d at 1381 (“Statements . . . made
during the prosecution of a parayplication can only apply to ntnuation applications if the

parent and child patents contéime same claim limitations.”).
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The Court finds that the extrinsic evidencecansistent with the intrinsic record and
supports Plaintiffs’ proposalStedman’s Medical Dictionargrovides the following definitions:
(1) buffer as “to add a [buffer] to a solution ahdg give it the property of resisting a change in
pH when it receives a limited amount of écor alkali,” (Pl. Opening Br., Ex. E at
NAU0797161)); and (2) alkalizer as “[a]n agenattmeutralizes acidsr renders a solution
alkaline,” (d. at NAUO797160). The Court finds these ddéfons consistent with the intrinsic
record and accordingly relies ddtedman’s Medical Dictionaryo construe “a buffering or
alkalizing agent.” Phillips, 415 F.3d at 1322-23 (“[JJudges aredrto consult dictionaries and
technical treatises ‘any time in order to better undenmstithe underlying technology and may
also rely on dictionary definitions when ctmsng claim terms, so long as the dictionary
definition does not contradieny definition found in or ascerted by a reading of the patent
documents.”) (quotingitronics 90 F.3d at 1584 n.6).

In addition, expert testimony is consistewith the intrinsic record and supports
Plaintiffs’ proposal. (D.E. No. 67-4, Decl. aVilliam Curatolo in Support of Plaintiffs’
MarkmanBrief §{ 20, 22 (“Buffers contl the pH of a sltion and resist changes in pH when
acids or bases are added to sléution or when dilution of theolution occurs. . . . Alkalizing
agents neutralize acids and can raise the pHlofises.”); D.E. No. 73-1, Ex. 7 to Singh Decl.,
Deposition of Patrick Sinko (“Sinko Depo.”) at 62:6-7 & 63:24-64:2 (“[T]he goal of a buffer is
to resist changes in pH . . . . | think one of pady skill would expect tht an alkalizing agent is
going to elevate the pH.”)).

In sum, the Court refuses to narrow the samip@ buffering or alkalzing agent” to mean

only alkali metal carbonates orchrbonates because neither thec#fication nor the prosecution
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history of either the 651 patent or the '394 patprovide lexicographyr clear expressions of
restriction or disavowab that effect.
2. “alkaline buffering agent or alkalizing agent”

The parties dispute the meaning of this térom dependent claims 5, 12, 17, and 19 of
the 651 patent. By way of illustration, clairbsand 17 are as follows (with emphasis on the
disputed claim language):

5. The method of cliai 1, wherein saidikaline buffering agent or

alkalizing agent is present relative to saidiclofenac at a weight
ratio of less than about 5:1.

17. The method of claim 13 wheresaid formulation comprises
about 50 mg. of diclofenac potassium, and sdk@line buffering
agent or_alkalizing agent comprises greater than 20 wt. % of an
alkali metal carbonate or bicarbate based on the weight of the
acid form of diclofenac.

Plaintiffs’ Proposed Constructiorfan agent that controls, maima, or raises the pH of
a solution”

Defendants’ Proposed Constructicitarbonates or bicarbonates of the metals of Group
1A of the Periodic Table”

Court’s Construction:“a basic agent that controls, m&ims, or raises the pH of a
solution”

The Court applies, in relevant part, the gs& above for “buffering or alkalizing agent”
to the term “alkaline buffering agt or alkalizing agent.” Ifact, Plaintiffs propose theame
construction for this disputed term as they horé'a buffering or alkalizing agent,” namely “an
agent that controls, maintains, or raises the pa sdlution.” (Pl. Opening Br. at 24). Similarly,
Defendants propose tlsameconstruction for this disputed teras they have for “a buffering or
alkalizing agent,” namely “carbonates or bicarkiesaf the metals ddroup 1A of the Periodic
Table.” (Def. Opening Br. at 36). In effect, bggarties agree that including the word “alkaline”

in the claim language does not change thetoacison of “a buffering or alkalizing agent."Sée
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Tr. at 136:23-25 (“Here both parties agree [that “a buffering or alkalizing agent” and “alkaline
buffering agent or alkalizing agent”] don’t deserve a separate meanirgughtlto be given the
same meaning.”)). Furthermore, Plaintiffs ask @ourt to delete “alkaline” from the disputed
claim language. SeePl. Resp. Br. at 11; Tat 135:5-136:5).

The Court “has an independent obligatit;m determine the meaning of the claims,
notwithstanding the views asserteg the adversary parties.Exxon Chem. Patents, Inc. v.
Lubrizol Corp, 64 F.3d 1553, 1555 (Fed. Cir. 1995). Raertmore, a “claim construction that
gives meaning to all the terms of the clainpisferred over one that does not do shlérck &

Co., Inc. v. Teva Pharm. USA, In895 F.3d 1364, 1372 (Fed. Cir. 2005).

Here, in the parent '394 patent’s prosemu history, one of the inventors submitted a
declaration asserting that “rapid pharmacotka® could be achieved “after incorporating and
balancing a unique blend ailkaline buffering agenfshygroscopic excignts, water soluble
excipients and wetting agents the formulation.” (Def.Opening Br., Ex. 14 at W003363
(emphasis added)).

As the intrinsic evidence provides no additiogaidance for construintalkaline” in this
context, the Court considers extrinsic evidendehillips, 415 F.3d at 1322-23.Stedman’s
Medical Dictionarydefines “alkaline” as “[r]elating to or having the reaction of an alkali” and
defines “alkali” as “[a] strongly basic substance.” (Pl. Opening Br., Ex. E at NAUQ797160).
Defendants’ expert testimony is consistenthwihese definitions. (Sinko Depo. at 275:14
(testifying that “alkaline” means “gH . . . above neutral”)). Moreover, the parties agreed at the
Markman hearing that, if the Court was to givalkaline” meaning, then “basic” would be

appropriate. $eelr. at 138:7-8,138:13-15).
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The Court is not persuaded that it can dé€laliealine” from thedisputed claim language
because deleting “alkaline” does not eetla minor or obvious correctiokee Novo Indus., L.P.

v. Micro Molds Corp.350 F.3d 1348, 1357-58 (Fed. Cir. 2003) (“The present case does not fall
within the ambit of the district court’s authoritipr the nature of the error is not apparent from
the face of the patent. . . . Under these circunas&nn order to make sense out of the patent,
the district court was required to guess as tatwas intended. That is beyond its authority.”).
Indeed, the phrase “alkaline buffering agémspart of the intrinsic record.SgeDef. Opening

Br., Ex. 14 at W003363).

The Court therefore construes “alkaline” as “basic.” Applying the above analysis for “a
buffering or alkalizing agent,” in relevant part, the Court accordingly construes *“alkaline
buffering agent or alkalizing agent” to mean “a basgent that controls, maintains, or raises the
pH of a solution.®
V. Conclusion

For the reasons set forth abothes Court construeséhdisputed claim terms as indicated.

An appropriate Order accompanies this Opinion.

s/Esther Salas
Esther Salas, U.S.D.J.

* Furthermore, the Court finds that asrtificate of correction that may issue from the PTO would not apply to this
action because Plaintiffs brought this actiofiobe the issuance of grsuch certificate.See35 U.S.C. § 255Sw.
Software, Inc. v. Harlequin Inc226 F.3d 1280, 1295 (Fed. Cir. 2000) (“[F]or causes arising before its issuance, the
certificate of correction is not effective.”).

® The Court notes that, in eyeclaim that the disputed term “alkaline buffey agent or alkalizing agent” appears,
the term is preceded by the word “said 3eg, e.g.’651 Patent, Claim 5 (“Theethod of claim 1, whereigaid
alkaline buffering agent or alkalizing agesitpresent relative to said diclofenac at a weight ratio of less than about
5:1.") (emphasis added)). The term “alkaline buffering agent or alkalizing agent,” however, nevéy appesdrs
before appearing in these dependent claims. The partiasotiraise this issue and the Court does not find this
material to its claim construction analysis.
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