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UNITED STATESDISTRICT COURT
DISTRICT OF NEW JERSEY

PURDUEPHARMACEUTICAL
PRODUCTS,LP., et al.

Plaintiffs,

v. Civil Action No. 12-5311 (JLL)
[Consolidatedwith Civil Action No. 13-5003]ACTAVIS ELIZABETH, LLC, et al.

Defendants OPINION

PURDUEPHARMACEUTICAL
PRODUCTS,L.P., et al.

Plaintiff,

V.

TWI PHARMACEUTICALS, INC.

Defendants.

LINARES, District Judge.

This patentinfringementactionstemsfrom variousgenericdrugmanufacturers’attempts

to obtainFoodandDrug Administration(“FDA”) approvalto marketa genericversionof

Plaintiffs PurduePharmaceuticalProducts,L.P. (“PurduePharmaceutical”),PurduePharma,L.P.

(“PurduePharma”),andTransceptPharmaceuticals,Inc. (“Transcept”)(collectively

“Plaintiffs”)’s Intermezzo®,a drugusedto treatmiddle-of-the-night(“MOTN”) insomnia.
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BeforetheCourt is an applicationfor claim constructionby Plaintiffs andDefendants

Actavis Elizabeth,LLC; Novel Laboratories,Inc.; ParPharmaceutical,Inc.; Dr. Reddy’s

Laboratories,Inc.; Dr. Reddy’sLaboratories,Ltd; andTWi Pharmaceuticals,Inc. (collectively,

“Defendants”). Specifically,thepartiesseekthe Court’s interpretationof certainlanguage

containedin the claimsof United StatesPatentNos. 7,682,628(the “628 Patent”),8,242,131

(the“131 Patent”),and8,252,809(the “809 Patent”).

The Courtheld a Markmanhearingon May 8, 2014,andhasconsideredtheparties’

written andoral arguments.The Court setsforth hereinits constructionof thedisputedclaim

terms.

I. BACKGROUND

PurduePharmaceuticalis thecurrentholderofNew Drug ApplicationNo. 022328,for

sublingualtabletscontaining1.75 mg and3.5 mg of zolpidemtartrate,which theFDA approved

on November23, 2011 to treatMOTN insomnia. (CM/ECF No. 36 at ¶ 28.) PurduePharma

marketsthe approveddrugunderthe tradenameIntermezzo®. (Id.)

While otherapprovedsleepdrugs,suchasAmbien®, helppatientswith difficulty falling

asleep,intermezzo®inducessleepin themiddleof thenight in patientssufferingfrom MOTN

insomnia.1(See,e.g.,CMIECF No. 95 at 7.) The activeingredientin Intermezzo®is

zolpidem—thesameactiveingredientin Ambien®. (See,e.g., id.) Nevertheless,Intermezzo®

useshalf thedoseof zolpidemthanthatusedin Ambien®. (Id.) Additionally, the delivery

methodof zolpidemin Intermezzo®is different. WhereasAmbien® is swallowedasa tablet,

Intermezzo®deliverszolpidemtransmucosally(i.e., sublingually). (CM/ECF Nos. 93 at 8; 95 at

ThepartiesagreethatMOTN inson-miais a “condition whereina subject,after falling asleep,awakensandhasdifficulty returningto sleep.” (CM/ECFNo. 92 at 2.)
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7.) This allows for thedrugto work morerapidly thanAmbien® without causingthe patientto

experiencegrogginessin themorning. (CM/ECF Nos. 93 at 8-9; 95 at 7.)

Thereare four patentscoveringIntermezzo®:(1) the ‘628 Patent,entitled“Compositions

for deliveringhypnoticagentsacrossthe oral mucosaandmethodsof usethereof;” (2) the ‘131

Patent,entitled“Methodsof treatingmiddle-of-the-nightinsomnia;”(3) the ‘809 Patent,entitled

“Compositionsfor treatinginsomnia;”and(4) United StatesPatentNo. 7,658,945(the “945

Patent”)which, like the ‘628 Patent,is entitled“Compositionsfor deliveringhypnoticagents

acrossthe oral mucosaandmethodsof usethereof.” (CM/ECFNo. 152 at 5.)

Plaintiffs allegethat in filing AbbreviatedNew Drug Applicationsto marketgeneric

versionsof Intermezzo®,Defendantshaveinfringed the ‘628, ‘131, and ‘809 Patents.(See

generallyCM/ECF No. 36.)

II. LEGAL STANDARD

“It is a bedrockprincipleof patentlaw that the claimsof a patentdefinethe inventionto

which the patenteeis entitledthe right to exclude.” Phillips v. A WHCorp.,415 F.3d 1303, 1312

(Fed.Cir. 2005). “When the partiespresenta fundamentaldisputeregardingthescopeof a claim

term, it is the court’s duty to resolveit.” 02 Micro Int’l Ltd. v. BeyondInnovationTech. Co.,

521 F.3d 1351, 1362 (Fed. Cir. 2008).

“{Tjhe wordsof a claim aregenerallygiventheir ordinaryandcustomarymeaning”

which is “the meaningthat the termwould haveto a personof ordinaryskill in the art in question

at thetime of the invention.” Phillips, 415 F.3dat 1312-13(internalquotationsomitted). A

court “must look at the ordinarymeaningin the contextof thewritten descriptionandthe

prosecutionhistory.” Medrad,Inc. v. MRJDevicesCorp., 401 F.3d 1313, 1319 (Fed.Cir. 2005).

Courtsshouldturn to “thosesourcesavailableto thepublic that showwhat a personof skill in
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the art would haveunderstooddisputedclaim languageto mean.” Innova/PureWater, Inc. v.

Safari WaterFiltration Sys., Inc., 381 F.3d 1111, 1116 (Fed.Cir. 2004).

To this end,the court shouldfirst examinethe intrinsic record—thepatentitself,

includingtheclaims,the specificationand, if in evidence,theprosecutionhistory. Vitronics

Corp. v. Conceptronic,Inc., 90 F.3d 1576, 1582 (Fed.Cir. 1996). The specification“acts asa

dictionarywhenit expresslydefinestermsusedin the claimsor whenit definestermsby

implication.” Id. Indeed,theFederalCircuit hasexplainedthat thespecificationis “usually.

dispositive.. . [and] the singlebestguideto the meaningof a disputedterm.” Phillips, 415 F.3d

at 13 15 (quoting Vitronics, 90 F.3d at 1582). It is “entirely appropriatefor a court,when

conductingclaim construction,to rely heavilyon thewritten descriptionfor guidanceas to the

meaningof the claims.” Id. at 1317. The specificationis also an importantguidein claims

constructionas it may contain“an intentionaldisclaimer,or disavowal,of claim scopeby the

inventor.” Id. at 1316.

Additionally, the court shouldconsultthepatent’sprosecutionhistoryas it “provides

evidenceof how the PTO andthe inventorunderstoodthepatent.” Id. at 1317. Moreover,the

prosecutionhistory“can ofien inform themeaningof the claim languageby demonstratinghow

the inventorunderstoodthe inventionandwhetherthe inventorlimited the inventionin the

courseof prosecution,makingthe claim scopenarrowerthanit would otherwisebe.” Id. Courts

should,nevertheless,be circumspectin reviewinga prosecutionhistoryas it represents“an

ongoingnegotiationbetweenthe PTO andthe applicant,ratherthanthe final productof that

negotiation.” Id.

A district courtmayalso examineextrinsicevidence— “all evidenceexternalto thepatent

andprosecutionhistory.” Markmanv. WesiviewInstruments,Inc., 52 F.3d 967, 980 (Fed.Cir.
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1995). Suchevidenceconsistsof expertstatements,dictionaries,andtreatises.Id. In particular,

a courtmay find referenceto technicaldictionariesuseful“in determiningthemeaningof

particularterminology.” SeePhillips, 415 F.3dat 1318. However,extrinsicevidenceis

generallythoughtto be lessreliablethanthepatentandprosecutionhistory, id. at 1318-19;in

essence,extrinsicevidenceis “less significantthanthe intrinsic recordin determiningthe legally

operativemeaningof claim language,”C.R. Bard, Inc. v. US. SurgicalCorp., 388 F.3d858, 862

(Fed.Cir. 2004) (quotationomitted).

IlL LEGAL DISCUSSION

The parties seek constructionof the following terms: (1) “without residual sedative

effects,”containedin Claims 1 and 12 of the ‘131 Patent;(2) “A solid unit dosagecompositionfor

thetreatmentof MOTN insomnia,saidcompositioncomprising,”which is thepreambleto Claims

I and 12 of the ‘809 Patent;(3) “effective amountof zolpidem,”containedin Claims I and 12 of

the ‘809 Patent; (4) “buffer,” containedin Claim 1 of the ‘628 Patent; (5) “buffering agent,”

containedin Claim 12 of the ‘809 Patent;and(6) “binary buffer system,”containedin Claims 5,

6, 22, and23 of the ‘809 Patent.2The Courtwill now proceedto addresstheproperconstruction

of thesedisputedterms.

A. “Without residualsedativeeffects”

“Without residual sedativeeffects” appearsin Claims 1 and 12 of the ‘131 Patent. These

claimsstatethe following:

Claim 1: A methodof treatingmiddle-of-thenight
insomniain a non-elderlypatientwithout prophylactically

2 At oral argument,the Court instructedthepartiesto conferandattemptto agreeupona constructionfor “binarybuffer system”and“buffering agent.” On May 22, 2014,Plaintiffs filed a letteron behalfof all partiesmakingtheCourt awarethat the partieswereunableto agreeon how thesetermsshouldbe construed.The partiesdid, however,exchange“compromiseproposedconstructions,”which havemadeseveralof the argumentsraisedin thebriefs andat oral argumentmoot. (SeeCM/ECFNo. 178.) Forpurposesof construing“binary buffer system”and“bufferingagent,” the Court hasconsideredtheproprietyof adoptingeachparty’s respective“compromiseproposedconstruction.”
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administeringzolpidem,comprising:dosingthepatient
with a pharmaceuticalcompositioncomprisingabout0.5 to
about4.75 mg of zolpidemhemitartrateor a molar
equivalentamountof a pharmaceuticallyacceptableform
of zolpidem,whereinthepharmaceuticalcompositionis
substantiallyfreeof otherhypnoticagents,whereinthe
patientawakensfrom sleepanddesiresto resumesleepfor
lessthan5 hours,whereinthe stepof dosingthe
pharmaceuticalcompositionis performedafter thepatient
awakensfrom sleep,andwhereinthepharmaceutical
compositionpermitsthe patientto awakenat a time about
four hoursafterdosingwithout residualsedativeeffects.

Claim 12: A methodof treatingmiddle-of-the-night
insomniain an elderlypatientwithout prophylactically
administeringzolpidem,comprisingdosingthepatientwith
a pharmaceuticalcompositioncomprisingabout1.5 to 2.5
mg of zolpidemhemitartrateor a molarequivalentamount
of a pharmaceuticallyacceptableform of zolpidem,
whereinthepharmaceuticalcompositionis substantially
free of otherhypnoticagents,whereinthepatientawakens
from sleep,anddesiresto resumesleepfor lessthan5
hours,whereinthe stepof dosingthepharmaceutical
compositionis performedafterthepatientawakensfrom
sleep,andwhereinthepharmaceuticalcompositionpermits
thepatientto awakenat a time aboutfour hoursafter
dosingwithout residualsedativeeffects.

Plaintiffs maintainthat this Court shouldconstrue“without residualsedativeeffects” to

mean“with no or minimal subjectivefeelingsof sedation,asevaluatedby: (a) testingacceptably

in at leastonetestexploringpsychomotorperformance,attention,informationprocessing,and

memoryusedby thoseof skill in the art; and/or(b) demonstratingplasmalevelsof zolpidem,at

anappropriatetime point, below about29 ng/ml.” Defendants,on theotherhand,havenot

proposeda constructionfor “without residualsedativeeffects.” In fact, they concedethat “the

definition for theclaim term ‘without residualsedativeeffects’ appearsin the ‘131 Patent

specification.” (CM/ECFNo. 103 at 13.) Nevertheless,Defendantsarguethat the term is

indefinite.
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At theoutset,the Court notesthat the first portionof Plaintiffs’ proposedconstruction

(i.e., “with no or minimal subjectivefeelingsof sedation”)largelymirrors the specification’s

definition of “residualsedativeeffects,”which is “a patient’ssubjectivefeelingof sedationupon

awakening.” (‘131 Patentat 6:41-42.) The specificationmakesclearthat “the term [‘residual

sedativeeffects’] is meantto referto a patientpopulationas found in, for example,a clinical

trial, ratherthana singlepatientexample.” (‘131 Patentat 6:43-45.)

The remainderof Plaintiffs’ proposedconstructionis alsoconsistentwith the

specification’sdescriptionof how a personof ordinaryskill in theart would evaluatea

subjectivefeelingof sedation. Specifically, the specificationprovidesthat “[r]esidual sedative

effects. . . canbeevaluatedusingoneor moreof a numberof testsexploringpsychomotor

performance,attention,informationprocessing,andmemoryusedby thoseof skill in theart...

[and that] anamount[of zolpidem] that substantiallyavoidsor doesnot produceresidual

sedativeeffectsis an amountthat allows a subject,uponawakening,to testacceptablyin at least

oneof. . . [these] tests. . .“ (‘131 Patentat 6:45-67-—-7:1-2.) Consistentwith Plaintiffs’

proposedconstruction,the specificationalsoprovidesan alternativemeansof measuringresidual

sedativeeffectsby referenceto a subject’splasmalevelsof zolpidem. Thespecificationstates

that “residualsedativeeffectswill beessentiallyextinguishedwhena subject’splasmalevelsof

zolpidemfall below about20 ng/ml. . . in a patientpopulation.” (‘131 Patentat 7:5-12.)

With respectto Defendants’indefinitenessargument,the U.S. SupremeCourthasheld

that courtsshouldhold a claim to beindefiniteand,therefore,invalid, “if its claims,readin light

of the specificationdelineatingthepatent,andtheprosecutionhistory, fail to inform, with

reasonablecertainty,thoseskilled in theart aboutthescopeof the invention.” Nautilus,Inc. v.

BiosigInstruments,No. 13-369,2014 U.S. LEXIS 3818,at *6 (June2, 2014). Defendants
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maintainthat “without residualsedativeeffects” is indefinitebecause,while the specification

setsforth a numberofmethodsfor determiningwhethersomeonetakingzolpidemawakens

without residualsedativeeffects,it fails to definewhich of thesemethodsgoverns. Additionally,

DefendantscontendthatPlaintiffs’ proposedconstruction“conflate[s] the subjectiveand

objectivemethods”for measuringresidualsedativeeffects. (CM/ECF No. 103 at 17.) To

illustrateits point, Defendantsarguethat “it is conceivablethat a person,after ingesting

zolpidemandsleepingfor four hours,wakesup feeling fine, i.e., ‘no or minimal subjective

feelingof sedation,’but obtainsplasmalevelsof zolpidemabove20 ng/ml.” (CM/ECFNo. 93

at 25.) Defendantspoint out that in suchan instance,it would beunclearwhethera person’s

ingestionof zolpidemwould infringe the ‘131 Patentbecausethepersonwould meetthe

subjectiveassessmentbutnot the objectiveone. (Id.)

Defendantslargelyrely on Honeywellmt ‘1, Inc. v. JTC, 341 F.3d 1332 (Fed. Cir. 2003)

for the propositionthat “without residualsedativeeffects” is indefinite. (See,e.g.,Tr. at 20.)

Honeywellinvolved a patentdisclosing“a processfor productionof a particularmultifilament

polyesterproductcalledpolyethyleneterephthalate(“PET”) yarn” usedas a reinforcementfor

automobiletires. Honeywell,341 F.3d at 1334. All claimsin thepatentat issue“require[d] that

the yarnproducedby the claimedprocessfall within a specified. . . [meltingpoint elevation]at

somepoint duringtheprocess.” Id. at 1335. The disputein thecase“focusedon themethodof

measuringoneclaimedfeature—themeltingpoint elevation(“MPE”).” Id. Althoughtherewere

four methodsfor preparingPET yarn thatwerewell known to personsof ordinaryskill in the art,

“neither the claims,the written description[of thepatentat issue],nor theprosecutionhistory

reference[d]anyof the four samplepreparationmethodsthat canbeusedto measurethe MPE.”

Id. at 1339. The courtnotedthatdependinguponwhich methodwasused,“the calculatedMPE
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for a given samplecanvary greatly.” Id. at 1336. Ultimately, the courtheld that theclaims

containingthe disputedterm “melting point elevation”were“insolubly ambiguous,andhence

indefinite” because“the claims,the written description,andtheprosecutionhistory fail[ed] to

give.. . anyguidanceas to what oneof ordinaryskill in the art would interprettheclaim to

require.” Id. at 1340. The court emphasizedthatbecausethe “preparationmethod[was] critical

to discerningwhethera PET yarnha[d] beenproducedby theclaimedprocess,knowing the

proper. . . preparationmethod[was] necessaryto practicethe invention.” Id.

Defendantsarguethatjust as thepatentat issuein Honeywellfailed to specifywhich

methodgovernedthemeasurementof MPE, the ‘131 Patentfails to specifywhich testgoverns

the measurementof residualsedativeeffects. Additionally, without citing to anyexpert’s

statementor otherevidencein therecord,Defendantsassertthat, like themethodsfor measuring

MPE in Honeywell,the methodsfor measuringresidualsedativeeffectsin the ‘131 Patent

produceinconsistentresults. (CM/ECFNo. 93 at 25.)

Defendants’argumentsdo not persuadetheCourt that it would be appropriate,at this

juncture,to hold that Claims 1 and 12 of the ‘131 Patentareindefinite for two primaryreasons.

First, whereasthe patentat issuein Honeywelldid not setforth themethodsfor measuringMPE,

the ‘131 Patentdoessetforth specifictestsfor measuringresidualsedativeeffects. (See,e.g.,

‘131 Patentat 6:45-67—7:1-2.)Second,the FederalCircuit hasmadeclearthat a patentis not

indefinitemerelybecauseit fails to specifywhich methodofmeasurementshouldbeused,or

becausedifferentmethodsmayproducedifferentresults. SeeTakedaPharm.Co. v. Zydus

Pharms.USA, Inc., 743 F.3d 1359, 1366 (Fed.Cir. 2014)(rejectingargumentthatpatentwas

indefinitebecauseit did “not specifythemethodof measurementthat shouldbeusedto

determineaverageparticlediameter,”while acknowledgingthatvariousmethodsusedto
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approximateaverageparticlediameter“can producedifferentresultsevenfor the same

sample.”);seealso id. at 1367 n.3 (noting that “the potentialfor inconsistentresultsevenwithin

the samemethodof measurement.. . surelydoesnot rendera claim indefinite.”). The critical

inquiry is whetherthemethodofmeasurementis “outcome-determinativein the infringement

analysis.” Id. at n.4 (distinguishingHoneywellon thebasisthat in that casethemethodof

measurementwas“critical to discerningwhether[an infringing yarn) hasbeenproducedby the

claimedprocess.”)(bracketedtext in original).

At this time, it would beprematurefor this Court to hold that themethodof measuring

residualsedativeeffectswould beoutcome-determinative.This is particularlysobecause

Defendantshavenot profferedanyexpertstatement,or pointedto any evidencein therecordto

showthatthemethodof measuringresidualsedativeeffectsis critical to the infringement

analysis. See,e.g., C’acacei MeyerMktg. (MacauCommercialOffshor,) C’o., Ltd., 812 F. Supp.

2d 547, 561 (S.D.N.Y. 2011) (observingthat “mereattorneyargumentis insufficient to establish

invalidity basedon indefiniteness.”).

As Plaintiffs’ proposedconstructionis consistentwith: (1) the ‘131 Patentspecification’s

definition for “without residualsedativeeffects” and(2) themethodfor measuring“without

residualsedativeeffects” set forth in the ‘131 Patentspecification,this Court will adopt

Plaintiff’s proposedconstructionfor “without residualsedativeeffects.”See,e.g.,Martek

BiosciencesCorp. v. Nutrinova, Inc., 579 F.3d 1363, 1380(Fed.Cir. 2009) (“When a patentee

explicitly definesa claim term in thepatentspecification,thepatentee’sdefinition controls.”).

Further,the Courtdeclinesto resolveDefendants’indefinitenessargumentat this time. See,e.g.,

WaddingtonN. Am., Inc. v. SabertCorp.,No. 09-4883,2010WL 436317,at *2..3 (D.N.J. Oct.

27, 2010)(decliningto resolveindefinitenessargumentat the claimsconstructionstageasthe
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issuewas“more appropriatelytackledat summaryjudgment.”);A icon ResearchLtd. v. Barr

Labs, Inc., No. 09-0318, 2011 WL 3901878,at *16 (D. Del. Sept.6, 2011) (“We find that the

indefinitenessissueis bestdecidedat trial anddeferconsiderationon it until that time.”).

Defendantsmay,nevertheless,renewtheir indefinitenessargumentat a laterpoint in this

litigation.

B. “effective amountof zolpidem” andPreamble— “a solid unit
dosagecompositionfor the treatmentof MOTN insomnia,said
compositioncomprising”

Theterms“effective amountof zolpidem” and“a solid unit dosagecompositionfor the

treatmentof MOTN insomnia,saidcompositioncomprising”appearin Claims 1 and 12 of the

‘809 Patent. Theseclaimsstatethe following:

Claim 1: A solid unit dosagecompositionfor the treatment
of MOTN insomnia,saidcompositioncomprisingan
effectiveamountof zolpidemor a salt thereof,formulated
for deliveryacrossa subject’soral mucosa,whereinsaid
effectiveamountis an amountof lessthan 1.30x105moles
of zolpidem,andis anamountsufficient to producea
plasmaconcentrationbetween25 ng/ml andabout50 ng/ml
within 20 minutesof administration,whenevaluatedin an
appropriatepatientpopulation.

Claim 12: A solid unit dosagecompositionfor the
treatmentof MOTN insomnia,saidcomposition
comprisinganeffectiveamountof zolpidemor a salt
thereofandat leastonebufferingagent,formulatedfor
deliveryof zolpidemacrossa subject’soral mucosa,
whereinsaideffectiveamountis 0.5 to 4.75 mg of
zolpidemhemitartrate,andis anamountsufficient to
producea plasmaconcentrationbetween25 ng/ml and
about50 nglml within 20 minutesof administration,when
evaluatedin an appropriatepatientpopulation.

a. “effective amountof zolpidem”

Plaintiffs maintainthat “effective amountof zolpidem” shouldbe construedto mean

“amountof zolpidemthat is capableof achievinga therapeuticeffect in a subjectin need
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thereof.” Defendants,on the otherhand,assertthat “effective amountof zolpidem” is definedby

Claims 1 and 12, themselves.Specifically,theyarguethat for Claim 1, the Court should

construe“effective amountof zolpidem” as“an amountof lessthan 1 .30x105molesof

zolpidem,and is anamountsufficient to producea plasmaconcentrationbetween25 ng/ml and

about50 ng/ml within 20 minutesof administration.” For Claim 12, Defendantsarguethat

“effective amountof zolpidem” shouldbe construedas“0.5 to 4.75 rng of zolpidemhemitartrate,

andis an amountsufficient to produceplasmaconcentrationbetween25 ng/ml andabout50

ng/ml within 20 minutesof administration.”

As an initial matter,thereis no disputethat the specificationdefines“effective amount”

as“the amountof zolpidemthat is capableof achievinga therapeuticeffect in a subjectin need

thereof” (‘809 Patent7:48-50.) Plaintiffs’ proposedconstructionis identicalto the languageof

the specificationdefining “effective amount.” Defendants,nevertheless,suggestthat the

specification’sdefinition shouldnot control becausethebodyof Claims 1 and 12, respectively,

“explicitly defineswhat an effectiveamountof zolpidemis.” (CM/ECF No. 93 at 28.) In

arguingthat the Court shoulddeclineto look beyondthe languageof Claims 1 and 12 in

construing“effective amountof zolpidem,”Defendantslargelyrely onRenishawPLC v.

MarpossSocieta‘ PerAzioni, a casein which theFederalCircuit observedthat “the claim

constructioninquiry. . . beginsandendsin all caseswith theactualwordsof the claim.” 158

F.3d 1243, 1248 (Fed.Cir. 1998). In that very samecase,however,the FederalCircuit made

clearthat “a claim mustbereadin view of the specificationof which it is a part.” Id.

Indeed,it would be inappropriatefor this Court to construe“effective amountof

zolpidem” in Claims 1 and 12, asif theseclaimsstoodapartfrom the ‘809 Patent. Seeid.; see

alsoRetractableTechs.,Inc. v. Becton,Dickinson & Co., 653 F.3d 1296, 1305 (Fed.Cir. 2001)

12



(“In reviewingthe intrinsic recordto construethe claims,” courtsshould“strive to capturethe

scopeof the actualinvention,ratherthanstrictly limit the scopeof the claimsto disclosed

embodimentsor allow the claim languageto becomedivorcedfrom what the specification

conveysis the invention.”). TheFederalCircuit hasrepeatedlymadeclearthat a “patentee’s

lexicographymustgoverntheclaim constructionanalysis.” BraintreeLaboratories,Inc. v.

NovelLaboratories,Inc., No. 13-1438,2014WL 1584451,at *5 (Fed.Cir. Apr. 22, 2014);see

alsoPhillips, 415 F.3dat 1315 (observingthat“the specificationis alwayshighly relevantto the

claim constructionanalysis[and] is [u]sually. . . dispositive[because]it is the singlebestguide

to themeaningof a disputedterm.”) (internalquotationmarksomitted). Here, the patenteechose

to define“effective amount”in the ‘809 Patent. Accordingly, thatdefinition mustgovern. See

Martek, 579 F.3dat 1380.

b. Preamble— “A solid unit dosagecompositionfor the treatment
of MOTN insomnia,saidcompositioncomprising”

Thepartiesdisputewhetherthepreambleto Claims 1 and 12 of the ‘809 Patentis

limiting. TheFederalCircuit hasobservedthat “a preamblelimits the inventionif it recites

essentialstructureor steps,or if it is ‘necessaryto give life, meaning,andvitality to the claim.”

CatalinaMktg. Int’l v. Coo/savings,Inc., 289 F.3d 801, 808 (Fed.Cir. 2002)(quotingPitney

Bowes, Inc. v. Hewlett-PackardCo., 182 F.3d 1298, 1305 (Fed.Cir. 1999)). “Whetherto treata

preambleas a limitation is a determination‘resolvedon reviewof the entire[] . . . patentto gain

anunderstandingof what the inventorsactuallyinventedandintendedto encompassby the

claim.” Id. (quotingCorningGlass Works v. SumitomoElectric US.A., Inc., 868 F.2d 1251,

1257 (Fed. Cir. 1996)). “[P]reamblesdescribingthe useof an inventiongenerallydo not limit

theclaimsbecausethepatentabilityof apparatusor compositionclaimsdependson theclaimed

structure,not on theuseor purposeof that structure.” Id. at 809.
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Here, the crux of Defendants’argumentis that thepreambleto Claims 1 and 12 is not

limiting becauseit merely“describesa usefor the claimedcomposition,”namely,to treatMOTN

insomnia. (See,e.g.,CM/ECF No. 93 at 19-20.) Additionally, Defendantsarguethat their

positionis in accordwith the ‘809 Patent’sfile history. Specifically,theypoint out that the

patentexaminerstatedthat “the intendeduserecitedin [Cjlaim 1, namelythat thecompositionis

for the treatmentof MOTN insomniais not affordedpatentableweight” because“a recitationof

an intendeduseof theclaimedinventionmustresultin a structuraldifferencebetweenthe

claimedinventionandtheprior art in orderto patentablydistinguishthe claimedinventionfrom

theprior art.” (Id. at 20, quotingAugust 18, 2011 Office Action at 4.)

Defendants’argumentthat thepreambleto Claims I and 12 describesa mereuseof the

claimedcompositionis misguidedfor threeprimaryreasons.

First, that theclaimedcompositionis “for the treatmentof MOTN insomnia”breatheslife

andmeaninginto what an “effective amountof zolpidem” is. The compositionsrecitedin

Claims I and 12 providea range,asopposedto a fixed, amountof zolpidem.3A personof

ordinaryskill in the art mustknow that the claimedcompositionsarefor treatingMOTN

insomnia(ratherthaninsomniain a patientwith difficulty falling asleep)4to know what specific

amountof zolpidemwithin the recitedrangewould be“effective.” Accordingly, that Claims I

The rangeamountof zolpidemrecitedin Claim 1 is onethat is lessthan 1.30x iO moles,andproducesa plasmaconcentrationbetween25 ng/ml andabout50 ng’ml within 20 minutesof administration.The rangeamountrecitedin Claim 12 is onethat is 0.5 to 4.75 mg, andis sufficient to producea plasmaconcentrationbetween25 ng/ml andabout50 rig/mi within 20 minutesof administration.

“Defendantsdo not disputePlaintiffs’ expert’sassertionthatzoipidemis effectivefor treatingconditionsotherthanMOTN insomnia.(SeeKryger Deci. at ¶J26-27 (describingeffectivenessandlimitations ofusingzolpidemto treatpatientswith difficulty falling asleep).)As zolpidemis effective for the treatmentof conditionsotherthanMOTNinsomnia,it is apparentto the Court that a personof ordinaryskill in the art mustknow whatconditionthecompositionsclaimedin Claims 1 and 12 aredesignedto treat. Therefore,that the claimedcompositionsare“forthe treatmentof MOTN insonmia” is instructivefor determiningthe amountof zolpidemthatwould be effective.
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and 12 recitea composition“for thetreatmentof MOTN insomnia”doesnot merelydescribea

useof the invention,but breatheslife into themeaningof “effective amountof zolpidem,” and

thusamountsto a limitation. See,e.g., Vizio, Inc. v. Int’l TradeComm‘n, 605 F.3d 1330, 1340

(Fed.Cir. 2010) (holding that thepreamblephrase“apparatusfor decoding”in a productclaim

was“properly construedasa claim limitation, andnot merelya statementof purposeor intended

usefor the invention,because‘decoding’ [was] theessenceor a fundamentalcharacteristicof the

claimedinvention.”).

Second,thepreambleto Claims I and 12 setsforth the claimedcompositionsshould

be structured,that is, as “[a] solid unit dosage.”5Theterm“solid” governsthephysicalstateof

the composition(e.g.,not a liquid or gel). Additionally, the specification’sdefinition of “unit

dosage”teachesa personof ordinaryskill in the art that the compositionsclaimedin Claims 1

and 12 shouldbe “physically discreteunits suitableasunitarydosagesfor humansubjectsand

othermammals,eachunit containinga predeterminedquantityof therapeuticagentcalculatedto

producethe desiredonset,tolerability, andtherapeuticeffects,in associationwith oneor more

suitablepharmaceuticalexcipientssuchascarriers.” (‘809 Patent17:40-46.)

Third, the ‘809 Patent’sprosecutionhistorysupportsthepropositionthat the preambleto

Claims I and 12 is limiting. While Defendantspoint to thepatentexaminer’sstatementof

August 18, 2011 suggestingthat that thephrase“for the treatmentof MOTN insomnia” is not

worthy of “patentableweight,” they overlookthe fact that thepatentexaminermadeLgjçj

contradictorystatements.Specifically,in a March 12, 2012office action,thepatentexaminer

twice referredto thepreambleas“the claim limitation that the solid unit dosagecompositionis

It bearsmentioningthat, at oral argument,Defendantsall but concededthat “[a] solid unit dosagecomposition”islimiting, Specifically,Defendantsacknowledgedthat “solid dosageform hasmoreof a structuralflavor to it,” andsuggestedthat this portionof the preamblecanbe “parsedout” for claim constructionpurposes.(Tr. 50:8-10, 15.)
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for the treatmentof MOTN insomnia.” (See ‘809 File History, March 12, 2012 Office Action, at

TRANSIZ0006O691,TRANSIZ0006O694(emphasisadded).) In anyevent,nothingin the

recordsuggeststhat Plaintiffs everacquiescedto thepatentexaminer’scharacterizationof the

phrase,“for the treatmentof MOTN insomnia,” in thestatementof August 18, 2011. Therefore,

this statementhasno bearingon whetherthepreambleto Claims I and 12 is limiting. See,e.g.,

3MlnnovativeProps.Co. v. Avery DennisonCorp., 350 F.3d 1365, 1373-74(Fed.Cir. 2003)

(“An applicant’ssilencein responseto anexaminer’scharacterizationof a claim doesnot reflect

on theapplicant’sclearandunmistakableacquiescenceto that characterizationif theclaim is

eventuallyallowedon groundsunrelatedto the examiner’sunrebuttedcharacterization.”).

For thesereasons,this Courtholdsthat thepreambleto Claims I and 12 is limiting.

C. “Buffer”

“Buffer” appearsin Claim 1 of the ‘628 Patent. This claim statesthe following:

Claim 1: A methodfor treatinginsomnia,comprisingthe
stepsof: administeringa solid pharmaceuticalcomposition
comprisingzolpidemor a pharmaceuticallyacceptablesale
thereofto a subjectproneto insomnia,thepharmaceutical
compositionfurther comprisinga buffer, whereinthebuffer
raisesthepH of salivato a pH of about7.8 or greater,
whereinzolpidemis absorbedacrossa permeable
membraneof the subject’soral mucosa,andwhereinat
least75% of the solid pharmaceuticalcomposition
dissolveswithin 10 minutesor lesswithin an oral cavity
following administration.

Plaintiffs arguethat “buffer” shouldbe construedin accordancewith its plain and

ordinarymeaning. Alternatively, Plaintiffs maintainthat “buffer” shouldbe construedas“at

leastonesubstanceusedto maintainan approximatepH range.” Accordingto Defendants,

“buffer” shouldbe construedto mean“a buffer systemof two or morebufferingagents.”
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At theheartof theparties’ disputeis whethera “buffer,” asusedin Claim 1 of the ‘628

Patent,canbe limited to onesubstance.Defendantsarguethat the intrinsic evidence

demonstratesthat Plaintiffs havedisavowedanynotion that “buffer,” as usedin Claim 1 of the

‘628 Patent,mayconsistof only onesubstance.Plaintiffs, on the otherhand,arguethat the

Court shouldadopttheir proposedconstructionbecauseit is faithful to theplain andordinary

meaningof “buffer.” Plaintiffs furtherarguethat Defendantsproposedconstructionimproperly

limits the full-scopeof themeaningof “buffer.”

The Court acknowledgesthat in theordinarysenseof theword, a “buffer” mayconsistof

a singlesubstance.See,e.g., OxfordDictionaryofBiochemistryandMolecularBiology

(RevisedEd. 2000)(defining“buffer” as“any substanceor mixtureof substancesthat, when

dissolved(usuallyin water)will maintainits solutionat approximatelyconstantpH despitesmall

additionsof acid or base.”)(emphasisadded). Nevertheless,theCourt’s taskis not to determine

theordinarymeaningof a “buffer.” Rather,theCourtmustconstrue“buffer” in light of the ‘628

Patentspecification. See,e.g., UnitedStatesv. Adams,383 U.S. 39, 49 (1966) (“[Cjlaims areto

be construedin light of the specificationandboth areto be readwith a view to ascertainingthe

invention.”).

The ‘628 Patentspecificationdescribeshow the patentedinventionis different from other

inventionsthatusesingle-agentbuffersanddescribesthe limitationsof single-agentbuffers.

While recognizingthatother“transmucosaldosageforms includethe useof a singlebuffering

agentin orderto change.. . pH,” (‘628 Patent2:43-44),the specificationdescribeswhy theuse

of singlebufferingagentshasits limitations in achievinga certainpH. Specifically,the

specificationstates:

[Sjinglebufferingagentstypically reactwith an acid or a baseto
createa final pH that is dependentuponthe initial pH of thesaliva
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of theuser. A buffering agentusedto attaina final pH that is
dependentuponthe initial pH of the userresultsin great
variability. Theextentof ionization,andhencethe extentof
absorptionacrossthemucousmembranescannotbepredictedwith
any sort of accuracy.This mayposesignificantproblemswhen
calculatingprecisedoses,minimizingvariability in patient
response,andprovingconsistencyin drug loadingto the regulatory
authorities. In addition,a singlebuffering agentis typically not
capableofsustaininga givenpH overa periodof time for optimal
absorption.

(628 Patent2:45-56(emphasisadded).)

The specificationthengoeson to describethegeniusof the inventioncoveredby the ‘628

Patent,that is, a “buffer system[that] raisesthepH of salivato a pH greaterthanabout7.8,

therebyfacilitating the substantiallycompleteconversionof thehypnoticagent fromits ionized

form to its un-ionizedform.” (‘628 Patentat 3:32- 35 (emphasisadded).) Examplesof sucha

buffer systemincludea “binary buffer system,”a “ternarybuffer system”anda “buffer system

comprisingtwo or morebufferingagents.” (‘628 Patentat 3:56,4:29,43, 56.) Notably, noneof

the buffer systemembodimentsdescribedin the ‘628 Patentincludea singlebuffering agent.

Plaintiffs point to the following languageof the ‘628 Patentspecificationto suggestthat

any criticism of single-agentbuffersis of no momentbecausethe specificationalsocriticizes

certainmulti-componentbuffers:

While othersin the art havedisclosedtheuseof morethanone
bufferingagent,theseaforementionedproblemsarenot easily
curedby thenonchalantadditionof an extrabufferingagent,which
maybeunsafeandcauseirreversibledamageto themucous
membranesof theoral cavity. As such,a bufferingsystemcapable
of achievingandsustaininga final pH independentof the initial pH
in orderto increasetransmucosalabsorptionhasnot heretofore
beendemonstrated.
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(‘628 Patentat 2:56-64.) Plaintiffs’ argumentfails to persuadetheCourtbecausethe logical

inferencefrom this passageis that the patentedinventionis different from, andsuperiorto,

single-agentbuffersandcertainmulti-componentbuffers.

The Court is mindful that theFederalCircuit hasheld that“[m)ere criticism of a

particularembodimentencompassedin theplain meaningof a claim term is not sufficientto rise

to the level of cleardisavowal.” Thornerv. Sony ComputerEntm‘tAm., LLC, 669 F.3d 1362,

1366 (Fed.Cir. 2012). The Court is alsomindful that the FederalCircuit has“rejectedthe

contentionthat if a patentdescribesonly a singleembodiment,the claimsof thepatentmustbe

construedasbeinglimited to thatembodiment.”Phillips, 415 F.3dat 1323;seealsoThorner,

669 F.3dat 1366(“It is likewisenot enough[to rise to the level of a disavowal)that theonly

embodiments,or all of the embodiments,containa particularlimitation.”). Nevertheless,“the

goal of claim constructionis to determinewhat anordinaryartisanwould deemthe invention

claimedby the patent,takingthe claimstogetherwith the restof thespecification.” Astrazeneca

AR v. Mut. Pharm.Co., 384 F.3d 1333, 1337 (Fed. Cir. 2004).

Here,the inventordid morethanmerelycriticize theuseof single-bufferingagentsin the

specification. Indeed,the inventorspecificallystatedthat suchsingle-bufferingagentsare

“typically not capableof sustaininga givenpH over a periodof time for optimal absorption.”

(‘628 Patentat 2:55-56.) The patenteethendisclosedvariousbuffer systemsthatarecapableof

achievingthis desiredresult. Notably,all suchbuffer systemsincludetwo or morebuffering

agents. Construing“buffer” in light of the specification,as this Courtmust,compelsthe

conclusionthat the inventorneverintendedfor “buffer” to encompassonly a singleagent. See,

e.g.,Phillips, 415 F.3d at 1316(“[T]he inventor’sintention,asexpressedin thespecification,is

regardedasdispositive.”);Alloc, Inc. v. Int’l TradeComm‘n, 342 F.3d 1361, 1370(Fed. Cir.
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2003) (“[W]here the specificationmakesclearat variouspointsthat the claimedinventionis

narrowerthanthe claim languagemight imply, it is entirelypermissibleandproperto limit the

claims.”); seealso Tronzov. Biomet, Inc., 156 F.3d 1154, 1159 (Fed.Cir. 1998) (construinga

patentas “disclos[ing] only conicalshapedcupsandnothingbroader”where“the only reference

in the. . . specificationto different shapesis a recitationof prior art,” andthe specification

“specificallydistinguishes priorart as inferior andtoutsthe advantagesof theconicalshapeof

the [patentedinvention].”) (emphasisin original).

Plaintiffs raisefour mainargumentsin supportof their proposedconstruction,noneof

which arepersuasive.

First, Plaintiffs arguethatClaim 9, which dependsfrom Claim 1, demonstratesthat

“buffer” is not limited to two or moresubstances.(See,e.g.,CM/ECF No. 95 at 29.) Claim 9

states,“The methodof claim 1, whereinthebuffer comprisesa carbonatebuffer anda

bicarbonatebuffer.” (‘628 Patent,ci. 9.) Accordingto Plaintiffs, thatClaim 9 limits thebuffer

to embodimentswith at leasttwo substances,eachof which is referredto as a “buffer,”

demonstratesthat “a personhavingordinaryskill in theart would understandthat the ‘buffer’ in

Claim I mayincludea singlesubstance.”(CM/ECFNo. 95 at 29.)

Plaintiffs’ argumentis misplaced. Thereis no disputethat the“buffer” of Claim 9 refers

to the “buffer” of Claim 1, anddescribesit as comprisingtwo substances—acarbonatebuffer

anda bicarbonatebuffer—whichtogetherform the “buffer” of Claim 1, incorporatedby

referenceinto Claim 9. Thus,while Claim 9 demonstratesthat a “buffer” may includetwo

substances,nothingin Claim 9 (or anywhereelsein the ‘628 Patent)suggeststhat a “buffer” may

refer to a singlesubstance.
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Second,Plaintiffs arguethat the ‘628 Patent’sincorporationby referenceof U.S.

ProvisionalPatentApplicationNo. 60/608,957(the “957 Application”) supportstheir proposed

constructionof “buffer.” The ‘957 Applicationstatesthat “[i]n somevariations,thebuffer

systemcomprisesa singlebuffering agent. . . . However,anynumberofbufferingagentsmaybe

usedaspracticable,so long as thebufferingsystemachievesthe final pH.” (‘957 Applicationat

¶ [0047].) The ‘628 Patentincorporatesthe ‘957 Applicationby referencewith the following

language:

CROSS-REFERENCESTO RELATED APPLICATIONS
This is a continuationof U.S. applicationSer.No. 11/060,641,
filed Feb. 16, 2005,which claimspriority to U.S. Provisional
Application No. 60/608,957(convertedfrom U.S. applicationSer.
No. 10/783,118),filed Feb. 17, 2004,andU.S. Provisional
ApplicationNo. 60/598,629,filed Aug. 3, 2004,eachof which is
hereinincorporatedby referencein its entiretyfor all purposes.

(‘628 Patentat 1:5-14.)

Notably, the ‘628 Patentdoesnot describewith particularitytheportionof the ‘957

applicationit incorporatesby reference.Thus,Plaintiffs maynot point to boilerplatelanguagein

the ‘628 Patentto arguethat the ‘957 applicationis incorporatedby referencein its entirety. See,

e.g.,AdvancedDisplay Sys., Inc. v. Kent StateUniv., 212 F.3d 1272, 1282 (Fed. Cir. 2000)(“To

incorporatematerialby reference,thehostdocumentmust identify tJdetailedparticularity

what specificmaterialit incorporatesandclearlyindicatewherethematerialis found in the

variousdocuments.”)(citing cases);seealsoSkinMedica,Inc. v. Histogen,727 F.3d 1187,(Fed.

Cir. 2013) (observingthat textbookwhich patentpurportedto incorporateby referencewasnot

helpful to claim constructionanalysisbecausethe inventordid not “refer with anydetailed

particularityto thepassagesin [the textbook]” which theplaintiff claimedsupportedthe

plaintiff’s proposedconstructionof a disputedterm).
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Third, Plaintiffs arguethat the useof the term“buffer” in theclaimsof the ‘945 Patent,

theparentof the ‘628 Patent,refutesDefendants’proposedconstruction.Specifically,Plaintiffs

maintainthatwhenthepatenteesoughtto claim a buffer comprisingtwo or moresubstances,it

did so expresslyin the ‘945 Patentwhoseclaimsare“limited to methodsusingmultiple-buffer

formulations.” (See,e.g.,CM/ECF No. 95 at 30-31.)

Plaintiffs argumentis unavailingbecause,whenconstruedin light of the specification,it

is apparentthat Claim I of the ‘628 Patentrecitesa broaderuniverseofbuffersthanthe ‘945

Patent. The ‘945 Patentdisclosesa very specifictypeof binarybuffer (i.e., onecomprisedof a

carbonatebuffer, anda bicarbonatebuffer). (See‘945 Patent,ci. 1, 14.) The “buffer” recitedin

Claim I of the ‘628 Patent,by contrast,is not limited to a carbonatebuffer anda bicarbonate

buffer asevidencedby the fact thatwhenthepatenteesoughtto so limit a “buffer” in the ‘628

Patent,it did so in Claim 9. Indeed,whenreadin light of the specification,it is clearthat the

“buffer” recitedin Claim 1 mayreferto a “binary buffer systemcomprisinga carbonatesalt and

a bicarbonatesalt,” (see,e.g., ‘628 Patentat 3:56-57),a “ternarybuffer systemcomprisinga

carbonatesalt, a bicarbonatesalt, anda third bufferingagent,”(see,e.g., id. at 4:43-44),or a

“binary buffer systemcomprisinga metaloxideanda citrate,phosphate,or boratesalt,” (see,

e.g., id. at 4: l617).6 Nothing in the specification,however,supportsPlaintiffs’ argumentthat a

“buffer” mayrefer to a singlesubstance.

Fourth,Plaintiffs arguethat theprosecutionhistoryof the ‘628 Patentsupportstheir

proposedconstruction. Specifically,they arguethat“[djuring prosecution,the applicantpursued

two separateindependentclaims—onereciting“a buffer,” andtheotherreciting“a binary

6 Theseexamplesarenot intendedto serveasan exhaustivelist of whata “buffer” mayreferto in the ‘628 Patent.The Courtmerelyintendsto illustratewhy “buffer,” asusedin the ‘628 Patent,hasa broadermeaningthan“buffer”asusedin the ‘945 Patent.
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buffer.” (CM/ECF No. 95 at 30 (citing ‘628 File History, October17, 2008Amendmentand

Responseat TRANSIZ00058934,TRANSIZ00058937).)Therefore,accordingto Plaintiffs, “the

applicantclearly consideredthat the ‘buffer’ of Claim 1 neednot be ‘binary.” (CM/ECF No. 95

at 24.)

While theCourt agreesthat the “buffer” recitedin Claim 1 neednot bebinary,nothingin

the recordsuggeststhat the October17, 2008AmendmentandResponsewas intendedto claim a

singlebufferingagent. TheOctober17, 2008 AmendmentandResponse,which addedthe

“buffer” limitation to Claim I of the ‘628 Patent,statesthat “support for theseamendmentscan

be found in the specificationat, e.g.,paragraphs038, 042, 101, 133, and203.” (‘628 File

History, October17, 2008AmendmentandResponseat TRANSIZ0005894O.)These

paragraphs,in turn, refer to a “buffer system,”(Michniak-KohnDccl., Ex. 10 at ¶J0042,0101)

anda “binary or ternarybuffer system,”(Michniak-KohnDccl., Ex. 10 at ¶ 0133.) Noneof the

citationsto the specificationin the October17, 2008AmendmentandResponsesupport

Plaintiffs’ contentionthat a “buffer” maycomprise a singlesubstance.

In light of the specificationandtheprosecutionhistoryof the ‘628 Patent,this Court will

adoptDefendants’proposedconstructionfor “buffer.”

D. “Buffering agent”

“Buffering agent”appearsin Claim 12 of the ‘809 Patent,the text of which is set forth in

Section11I.B, supra. Plaintiffs maintainthat the Court shouldconstrue“buffering agent”as “a

proton-donatingcomponentor proton-acceptingcomponentusedto maintainand/orachievean

approximatepH range.” Defendants’proposedconstructionis similar—”aproton-donating

componentor a proton-acceptingcomponentthat changespH.”

Paragraphs038 and203 do not referencebuffers,buffering agents,or buffering systemsat all.
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The primary disputebetweenthe partiesis whethera bufferingagent changespH.

In theirbriefs, Defendantsacknowledgethatcontrolling (or maintaining)pH is onefunction of a

bufferingagent. (CM/ECF No. 103 at 26 (recognizingthat “control[ling] thepH of a solution” is

“anotherfunctionof a bufferingagent”).) Additionally, Defendants’own expert,Dr. BozenaB.

Michniak-Kohnhasrecognizedthat a “buffering agentmustassistin maintainingthepH of

salivawithin [an] approximaterange.” (Michniak-KohnDeci. at¶ 43.) Yet, Defendants’

proposedconstructionfails to encapsulatethepH-maintainingcharacteristicof a buffering agent.

Plaintiffs’ proposedconstruction,however,embracesboththepH-maintainingandpH-adjusting

characteristicsof a “buffering agent.” Accordingly, the Court adoptsPlaintiffs’ proposed

construction.

E. “Binary buffer system”

“Binary buffer system”appearsin Claims5, 6, 22, 23 of the ‘809 Patent. Theseclaims

Statethe following:

Claim 5: The solid unit dosagecompositionof claim 1, further
comprisinga binarybuffer systemthatraisesthepH of said
subject’ssalivato a pH greaterthanabout8.5, irrespectiveof the
startingpH of saliva.

Claim 6: The solid unit dosageof claim 5, whereinthebinary
buffer systemconsistsof sodiumcarbonateandsodium
bicarbonate.

Claim 22: The solid unit dosagecompositionof claim 12, further
comprisinga binarybuffer systemthat raisespH of saidsubject’s
salivato a pH greaterthanabout8.5, irrespectiveof the startingpH
of saliva.

Claim 23: The solid unit dosagecompositionof claim 22, wherein
thebinarybuffer systemconsistsof sodiumcarbonateandsodium
bicarbonate.
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Plaintiffs andDefendants’respectiveproposedconstructionsarenearlyidentical.

Plaintiffs maintainthat “binary buffer system”shouldbeconstruedto mean“a systemusedto

maintainand/orachievean approximatepH rangecomprisingof at leastoneproton-donating

componentandat leastoneproton-acceptingcomponent.”Defendants’proposedconstruction,

on theotherhand,is “a systemusedto achieveandmaintainanapproximatepH rangeconsisting

of oneproton-donatingcomponentandoneproton-acceptingcomponent.” The only difference

betweenthe proposedconstructionsis that Plaintiffs usetheword “comprising” while

Defendantsuse“consistingof.”

“In thepatentclaim contextthe term ‘comprising’ is well understoodto mean‘including

but not limited to.” Cias, Inc. v. Alliance GamingCorp., 504 F.3d 1356, 1360(Fed.Cir. 2007).

“It is equallywell understoodin patentusagethat ‘consistingof’ is closed-endedandconveys

limitation andexclusion.” Id. at 1361. Thus,“it is clearthat ‘comprise’ is broaderthan

‘consist.” Georgia-PacificCorp. v. UnitedStatesGypsumCo., 195 F.3d 1322, 1327-28(Fed.

Cir. 1999).

Here,the ‘809 Patentspecificationclearlysupportsa broaderconstructionof “binary

buffer system.” In relevantpart, thespecificationdefines“a binaryor ternarybuffer system”as

a “systemcomprisedof at leastoneprotondonating(acidic) componentandat leastoneproton

accepting(basic)component.” (‘809 Patentat 26:62-65(emphasisadded).) The useof the

words“comprisedof” and“at least” in the definition makesclearthat a binarybuffer system

may includemorethanjust oneproton-donatingcomponentandmorethanjust oneproton

acceptingcomponent.Plaintiffs’ proposedconstructionfor “binary buffer system”mirrors the

languageof the specificationin that it includesthewords“comprisedof’ and“at least.”

Defendants’proposedconstruction,on the otherhand,seeksto limit thedefinition of binary
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buffer systemto includejy oneprotondonatingcomponentandoneprotonaccepting

component.The specification’slanguagedoesnot supportsucha limitation.

As Plaintiffs’ proposedconstructionfor “binary buffer system”mirrors the languageof

the specification,the Court adoptsPlaintiffs’ proposedconstruction.SeePhillips, 415 F.3d at

1315;Martek, 579 F.3dat 1380.

IV. CONCLUSION

For the foregoingreasons,the Court construesthe disputedtermsas follows:

1. Theterm“without residualsedativeeffects,”asusedin Claims I and 12 of the ‘131Patentis construedto mean“with no or minimal subjectivefeelingsof sedation,asevaluatedby: (a) testing acceptablyin at least one test exploring psychomotorperformance,attention,informationprocessing,andmemoryusedby thoseof skillin the art; and/or(b) demonstratingplasmalevels of zolpidem, at an appropriatetime point, below about29 ng/ml.

2. The term “effective amountof zolpidem” as usedin Claims 1 and 12 of the ‘809Patentis construedto mean“amount of zolpidem that is capableof achievingatherapeuticeffect in a subjectin needthereof.”

3. The Preambleto Claims 1 and12 of the ‘809 Patent—”asolid unit compositionforthe treatmentof MOTN insomnia,saidcompositioncomprising”—isconstruedaslimiting.

4. The term “buffer,” asusedin Claim 1 of the ‘628 Patent,is construedto mean“abuffer systemof two or morebuffering agents.”

5. The term “buffering agent,”asusedin Claim 12 of the ‘809 Patent,is construedtomean “a proton-donatingcomponentor proton-acceptingcomponentused tomaintainand/orachievean approximatepH range.”

6. The term “binary buffer system,”asusedin in Claims 5, 6, 22, and23 of the ‘809Patent is construedto mean “a system used to maintain and/or achieve anapproximatepH rangecomprisingat leastoneproton-donatingcomponentand atleastoneproton-acceptingcomponent.”

An appropriateorderfollows.
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Dated:

____

of June,2014.

JNARES
.S. DISTRICT JUD
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