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UNITED STATES DISTRICT COURT
NORTHERN DISTRICT OF CALIFORNIA
SAN JOSE DIVISION

PAR PHARMACEUTICAL, INC., and HANDA) Case No.: 13€CV-01927LHK

PHARMACEUTICALS, LLC,

Consolidated and Related Cases:
13CV-02416LHK
13CV-02420LHK

Plaintiffs-Counterdefendants

)
)
V. )
) ORDERCONSTRUING DISPUTED
TAKEDA PHARMACEUTICAL CO., LTD., ) CLAIM TERMS OF U.S. PATENT NOS.
TAKEDA PHARMACEUTICALS NORTH ) 8,461,187 AND 8,173,158
AMERICA, INC., TAKEDA )
PHARMACEUTCALS AMERICA, INC., and )
TAKEDA PHARMACEUTICALS U.S.A. INC,)
)

Defendang-Counterclaimants)

These related cases involve patent infringement claims by the Takeda partiessaganas
pharmaceutical companieso filed AbbreviatedNew Drug Applicationsunder the Hatch
Waxman Actfor generic forms of the branded drug Dexilant®. The parties now seek construc
of six disputed terms in the claims of the two asserted patents: U.S. Patent Nos. 8,464,187 (t
“187 Patent”) and 8,173,158 (the *’158 Patent”). The Court held a technology taodalaim
construction hearing on June 5, 2014. The Court has reviewed the claims, specificationsyan
relevant evidence, and has considered the briefing and arguments of the Féi€ourt now

construes the terms at issue.
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BACKGROUND

A. The Drug and Asserted Patents

Takeda Pharmaceutical Co., Ltd., Takeda Pharmaceuticals North Amecicd,akeda
Pharmaceuticals America, Inc., and Takeda Pharmaceuticals U.S.A. Inc. {cdijetTakeda”)
manufacture and sell Dexilant®, a drug foratraent of gastroesophageal reflux disease (“GERD
or acid reflux diseaseSeeFirst Am. Answerand CounterclaimgECF No. 33) at 1591 1819.

The active ingredient in Dexilant® is dexlansoprazole, which belongs to theotlammpounds
known as protein pump inhibitors, dPPIs” Dexilant®is designed to release dexlansoprazole ir]
two stages, based on different acidity levelthe human intestine, to provide overnight relief fron
acid reflux. Seed. Takeda owns patents relating to Dexilant® that are listed ibt8eFood and
Drug Administration’s Approved Drug Products with Therapeutic Equivalencei&ians (the
“Orange Book”).Id. at 1415. Takeda asserts tw@range Boolpatents in these lawgsi

The '187 Ritent is entitled “Multiple PADosage Form” and is directed to pharmaceutical
dosage forms containing a first and second dose of a PPI, as well as methods ofeathgithsise
dosage forms. According to the '187 Patent, “PPIs rapidly degrade in acidic ersmmtsrand
therefore, dosage forms containing PPIs generally are designed to proteet them the acidic
environment of the stomach.” '187 Patent col.1 11.21-24. The invedia@im to have discovered
thatcombining two doses in a single dosage ftetkenin the morning can prevent symptoms at
night: “Moreover, the first and the second dose can be administered in a single agal fdos
that can be taken once a day to alleviate nocturnal breakthrough evdntal'2 11.19-21. The
187 Patent issued on June 11, 2013 and claims priority to a provisional application filed on J
16, 2004.

The '158 Patent is entitled “Methods of Treating Gastrointestinal Disoladependent of
the Intake of Food” and wirected to methods of “treating heartburn, acid reflux or
gastroesophageal reflux disease in a patient” by administering a “phatic@ocsamposition”
with two types of solid particles. '158 Patent cl.1. The '158 Patent ti@eseexisting problem

that giving patients PP[such as dexlansoprazotepethemwith food can reduce the drugs’

! All ECF entriescorrespond to Case No. £34-1927 unless otherwise stated.
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effectiveness: “the administration of such PPIs in conjunction with the intakeafiecreases the
systemic exposure of the PPId. col.10 11.7-9. To address this problem, the inventors discsess
of a pharmaceutical composition that “comprises at least two solid paracle®twhich contain
at least oa proton pump inhibitor,” which permits administration “independent of the intake of
food.” 1d. col.1 11.15-20. The '158 Patent issued on May 8, 2012 and claims priority to a
provisional application filed on October 12, 2007.

B. Procedural History

This litigation involves four separate cases filed by Takeda and seeesi@
pharmaceutical companies. Par Pharmaceutimal(“Par”), Handa PharmaceuticalsLC
(“Handa”), Impax Laboratories, Inc. (“Impax”), Sandoz Inc., (“Sandoz”), and FN&rma
ceuticals, Inc. (“TWi”) (collectively, “Defendaridshave pursuedbbreviated New Drug
Applications (“ANDAs") with theU.S. Food and Drug AdministratigfFDA”) , seeking to market
generic forms of Dexilant®See generallaraco Pharm. Labs., Ltd. v. Forest Labs., | &27
F.3d 1278, 1282-86 (Fed. Cir. 2008) (explaining ANDA procedures and patent infringeanest
under the HatclWwaxman Act). Certain Defendarggbmitted certificatios pursuant to 21 U.S.C.
8 355())(2)(A)(vii)(IV) (“Paragraph IV Certificatiost), alleging that the '158 Patent is invalid,
unenforceable, and/or not infringe8ee, e.gCompl. (ECF No. 1) 28 Takedasubsequently
listedthe '187 Patent in the Orange Book for Dari® and asserted it in these casgainst
Defendants See, e.g First Am. Answer and Counterclaims at 15 § 21.

On April 26, 2013, Par and Handaed Takeda (Case No.-C¥/-1927) seeking
declaratory judgmentsnder 21 U.S.C. 8§ 355(j)(5)(@)at certain claims of the '158 Patent are
invalid and not infringed. SeeCompl. In response, Takeda asserted counterclaims againah&ay
Handa for infringement of the '158 and '187 Pater8seFirst Am. Answer and Counterclaims.
On May 29, 2013, Takeda filed three suits against Impax, Sandoz, and TWi (Case Q¥s. 13-
02416, -02418, and -02420), requesting judgment that@efendaninfringesboth asserted

2 Par and Handa also sought declaratory judgment that claims of U.S. Patent No. 8,105

are invalid, but all claims involving that patent have been dismisSeeECF No. 46.
3
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patents On July 9, 2013, the Court related these four ca8esECF Nes. 29, 56° Takeda and
Sandoz have since settled their respective clabeeOrder,Takeda Pharms. Co. v. Sandoz, Inc.
No. 5:13CV-02418 (N.D. Cal. Oct. 22, 2013).

On February 6, 2014, the parties filed a Joint Claim Construction and PreheamengeStat

identifying disputed claim terms, proposed constructionscdations tosupporting evidence.

ECF No. 77(*Joint Statement”) On March 27, 2014, Takeda filed its opening claim construction

brief and supporting expert declaratiorg&eeECF No. 79 (“Takeda Br.”). On April 24, 2014, the
Defendantdiled their responsive claim construction brief and expert evideBeeECF No. 88
(“Defs. Br.”). On May 25, 2014, Takeda filed its reply brié§eeECF No. 90 (“Takeda Reply”).
The Court held a technology tutoraad claim construction hearimg June 5, 2014.

Il. LEGAL STANDARDS

The Court construes patent claims as a matter of law based on the relevasit iswtich
extrinsic evidenceSee Lighting Ballast Control LLC v. Philips Elecs. N. Am. Gat#4 F.3d
1272 (Fed. Cir. 2014) (en ban@hillips v. AWH Corp.415 F.3d 1303 (Fed. Cir. 2005) (en banc)
“Ultimately, the interpretation to be given a term can only be determinedoafided with a full
understanding of what the inventors actually invented and intended to envelop withrthé clai
Phillips, 415 F.3cat 1316 (internal quotation marks and citation omitted). Accordingly, a claim
should be construed in a manner that “stays true to the claim language and uraBy @éigns
with the patent’s description of the inventiond.

In construing disputed tesma court looks first to the claims themselves, for “[i]t is a
‘bedrock principle’ of patent law that ‘the claims of a patent define the iroretdiwhich the
patentee is entitled the right to excludeld. at 1312 (quotingnnova/Pure Water, Inc. v. Safari
Water Filtration Sys., In¢381 F.3d 1111, 1115 (Fed. Cir. 2004)). Generally, the words of a clg
should be given their “ordinary and customary meaning,” which is “the meaning thetrttjg]t
would have to a person of ordinary skill in the art in question at the time of the inveritioat”

1312-13. In some instances, the ordinary meaning to a person of skill in the art isndedaim

3 The parties have also been involved in separate litigation in this Disgatding other

Orange Book patents listed for Dexilant®eeTakeda Pharm. Co. v. Handa Pharms., L.IND.
11-CV-01609-JCS, 2013 U.S. Dist. LEXIS 187604 (N.D. Cal. Oct. 17, 2013).
4
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construction may involve “little more than the application of the widely acceptadingeof
commonly understood wordsld. at 1314.

In many cases, however, the meaning of a term to a person skilled in thé ot
readily apparent, and a court must look to other sources to determine the term’gm8adith
Under these circumstances, a court should consider the context in which theusegh iis an
asserted claim or in related claims, bearing in mind that “the person ofrgrdkii&in the art is
deemed to read the claim term not only in the context of the particular claim in Wwaidlsputed
term appears, but in the context of the entire patent, including the specificdtioat”1313.
Indeed, the specification “is always highly relevant™ and “[u]sually . spdsitive; it is the
single best gde to the meaning of a disputed termld. at 1315 (quoting/itronics Corp. v.
Conceptronic, InG.90 F.3d 1576, 1582 (Fed. Cir. 1996)). Where the specification reveals that
patentee has given a special definition to a claim term that differsgifi®@meaning it would
ordinarily possess, “the inventor’s lexicography governd."at 1316. Likewise, where the
specification reveals an intentional disclaimer or disavowal of claim scope oyw#ntor, the
inventor’s intention as revealed through #ipecification is dispositiveld. A court may also
consider the patent’s prosecution history, which consists of the complete recordegfdings
before the United States Patent and Trademark Office (“PTO”) and includesthprair art
references.The prosecution history “can often inform the meaning of the claim language by
demonstrating how the inventor understood the invention and whether the inventor limited the
invention in the course of prosecution, making the claim scope narrower than itotloendise
be.” Id. at 1317.

A court isalsoauthorized to consider extrinsic evidence in construing claims, such as
“expert and inventor testimony, dictionaries, and learned treatiddarkman v. Westview
Instruments, In¢.52 F.3d 967, 980 (Fed. Cir. 1995) (en baaff)d, 517 U.S. 370 (1996)Expert
testimony may be particularly useful in “[providing] background on the technolagyus, . . .
explain[ing] how an invention works, . . . ensur[ing] that the court’s understanding t&dinical
aspects of the patent is consistent with that of a person of skill in the art, or blislgstg] that a

particular term in the patent or the prior art has a particular meaning in thepiefigd.”
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Phillips, 415 F.3d at 1318. Although a court may consider evidence extrinsic to the patent an
prosecution history, such evidence is considered “less significant thanrthgc¢mecord” and
“less reliable than the patent and its prosecution history in determining how tdaieateoms.”
Id. at 1317-18 (internal quotation marks and citations omitted). Thus, while extrinsioevide
may be useful in claim construction, ultimately “it is unlikely to result in a reliablepir@gtion of
patent claim scope unless considered in the context of the intrinsic evidéhca.1319. Any
expert testimony “that is clearly at odds with the claim construction mandated bhaitms
themselves, the written description, and the prosecution history” will be sigwifickscounted.
Id. at 1318 (internal quotation marks and citation omittefginally, while the specification may
describe a preferred embodiment, the claims are not necessarily limited tdrdy embodiment.
Id. at 1323;see also Prima Tek I, L.L.C. v. Polypap, S.A.RBIL8 F.3d 1143, 1151 (Fed. Cir.
2003) (“The general rule, of course, is that claims of a patent are not limited teférequr
embodiment, unless by their own language.”).
1. DISCUSSION

The parties request construction of two terms of the 187 Patent and four terms of the ’
Patent. Additionally, the partiesipulate tahefollowing constructions of two terms in the '187

Patent(Joint Statemerdt 2)

Patent Term Agreed Construction

8,461,187 “wherein the PPI is released fron| “wherein the PPI is released from the dosa|
the dosage form as a first and a | form as a first and second amount of PPI”
second dose”
The term “PPI” means “proton pump
inhibitor” in eachof the claims.

“wherein each pulse of the PPI ig “wherein each pulse of the PPl is sufficient

sufficient to maintain plasma independently to maintain plasma
concentrations above the thresholdoncentrations above @tg/ml for at least
concentration for at least 30 30 minutes”

minutes”

A. Level of Ordinary Skill in the Art

The Court first addresses the level of ordinary skill in the relevant art o$sbeted
patents.SeePhillips, 415 F.3d at 1312-13ere, the parties hawilmitted expertleclarations
with opinions regarding the level of ordinary skill. Takeda relies on opinions from DrrtRobe

Bellantone for the '187 PatersgeECF No. 80 (“Bellantone Decl.”)) and from Dr. Patrick Sinko

6
CaseNo.: 13CV-01927LHK
ORDERCONSTRUING DISPUTED CLAIM TERMS ORJ.S. PATENT NOS8,461,187AND 8,173,158

[®X

158




United States District Court
For the Northern District of California

© 00 N o o A w N P

N N N N DN DN DN NN R R R R R R R R Rp R
0o N o 0NN WN P O ©OW 0o N O 0N WwN B O

for the '158 PatentsgeECF No. 81 (“Sinko Decl.”)). ThBefendantite the opinions dbr.
Michael Mayersohn for the '158 Patese€ECF No. 881 (“Mayersohn Decl.”).

The parties generally agree that the relevant art for both patents would dlatbe fields
of pharmacy or pharmaceutical drug development, pharmacokinetics, and pharraatody8ee

Bellantone Decl. 1 32; Sinko Decl. 1 89; Mayersohn Decl. 1 36. While the '187 and '158 Pate

nts

have different priority dates (June 16, 2004 and October 12, 2007, respectively), both sides also

geneally agree that the person of ordinary skill in the art would have dadtaratedegree (Ph.D.
or Pharm.D.) in pharmaceutical sciences or a related fieldreykarof relevant experience, or a
Master's Degree witmanyyears of experience.See id. Accordingly, the Court adopts the
parties’ agreegositions regarding the level of ordinary skill for claim construction purposes.
There is no dispute that each expert here meets or exceeds the requisite quadificati

B. The '187 Patent

As noted above, the 187 Patent is generally directed to formulations that comtstiraad
second dose of a PPClaims 15 and 1019 recite a “dosage form,” while claimsO6cover
methods of “treating a gastrointestinal disorder” that involve administeringaimeed dosage
forms. Takeda asserts combinations of clain2s 3-8, and 10-17 against the individual
Defendants SeeJant Statemenat 2;Defs.Br. at 4 n.3. The parties dispute two terms—one in

independent claim 1, and one in dependent claim 2.

1. “wherein the first and second doses are released from the dosage form
as discreet pulses of the PPI separated by a periofitime” (claim 1)

Defendants Proposed Construction Takeda’'s Proposed Construction

“wherein the first and second amounts of PP “wherein release of the second dose of PPI fr
are released from the dosage form as the dosage form begins a period of time after
discontinuous pulses of the PPI separated by tleéease of the first dose begins”

time between completing the releasehsf first
amount and startindné release of the second
amount”

The firstdisputed phrase appears in claim 1 of the '187 Patent. Independent claim 1 rg

1. A dosage form comprising a PPl wherein the PPI is released from the dosage
form as a first and a second dosberein the first and second doses are released

4 As to the '158 Patent, Dr. Mayersohn stadleg“a Bachelor’'s or Master’'s Degree and a

commensurately greater number of years of experience in the appraptdite/duld suffice
Mayersohn Decl. { 36.
7
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from the dosage form as discreet pulses of the PPI separated by a period of

time, wherein the second dose contains at least 10% more of the PPI than the first
dose, and wherein each of the first and second doses comprise a sufficient amount
of the PPI to raisplasma levels of the PPI to a threshold concentration of at least
100 ng/ml.

187 Patent cl.1 (emphasis added).

Claim 1 requireselease o# first and second dose of PPI “as discreet pulses” that are
“separated by a period of timeThe primary dispute is how the “period of time” must be
measured Takeda argues that the time period refers to the delay between the times when the
doses (or pulsedeginto be releasedSeeTakeda Br. at-B. Defendants contend that the pulses
must be “discontinuous,” in thttetime period refers to the time between when the first dose is
completelyreleased an@rhen the second dose begins to be releaSedDefs. Br. at 56.

Therefore, nder Defendants’ construction, claim 1 requires that the second dose not begin
releasing untill00%of the first dose is releasedhile Takeda’s construction permits overlap
between the release periodsd diagram fom Dr. Bellantone’s declaration (which both sides cite)

illustratesthe difference between the constructions

A B

Rate of Release
Rate of Release

Time Time
Bellantone Decl. at 1&ee alsdefs. Br. at6. Takeda’s construction would encompthesrelease
profiles shown in both Figures A and B above, while Defendants’ construction eatiidie the
release profiléen Figure A
For the reasons below, the Court determines that Takeda’s construction is the most
consistent wittithe relevant intrinsic and extrinsic evidence.
a. Claim Language
Both sides argue that the plain meaning of the claims supports their coasguA8 an
initial matter,the parties concur that “discreet” is a typo, and that claim 1 should reacktdisc
8
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SeeBellantone Decl. T 39 (“the word “discreet” (meaning ‘careful and circumspegctijsspelled
and should be ‘discrete’ (meaning ‘separate’)”); Defs. Br. at 5 (“Claim 1nexjidiscre[te] pulses
...."). Defendants argue that the plain meaning of the claim phrase requires tleattiithe
pulses and not just their starts, must be discontinuandg separated by a period of tinthatis,
they must not overlagiecause “[p]ulses that overlap are by definition not ‘separated by a peric
of time.” Defs.Br. at 67. However, the claim language is not so limited. Even if “discrete”
means “separate” (as the parties agree), claim 1 requires only s@pdgatethat areseparated by
a period of time.” Claim 1 doe®tstate that the pulses must be “digomnous” with absolutely
no overlap. For example, under the release profile shown in Figure A above, the ts@apilse
distinguishable and occur over different periodsid-are thus “separate’even though they
partially overlap in time. Accordingly, the plain claim language does not suippeotting
Defendantslimitation into claim 1 Sege.g, Omega Eng’g, Inc. v. Raytek Carf34 F.3d 1314,
1322 (Fed. Cir. 2003) (“This additional negative limitation finds no anchor in the expliait cla
language.”)

In addition to plain meaning, the parties raise several argumagraiding claim
differentiationand the language of other claims in the 187 Patéitiere is presumed to be a
difference in meaning and scope when different words or phrases are ssediate claims.”
Tandon Corp. v. U.S. Int'l Trade Comm®31 F.2d 1017, 1023 (Fed. Cir. 1987)T] he doctrine
of claim differentiation is at its strongest” when comparing independent peadent claims.
LiebetFlarsheim Co. v. Medrad, Inc358 F.3d 898, 910 (Fed. Cir. 2004H)irst, Takeda argues
thatdependentlaims 24 and 7 support its interpretation because those claifesto specific
times “wherein the second ddsegins to be released . after the first dosgegins to be releas¢d
indicating that the relevapbint for measuring the “period of timeseparating doses claim 1 is
the beginning okachrelease periodSeeTakeda Br. at 8However, Defendants respond correctly
that this language in the dependent claims is alssistemt with Defendants’ interpretatioBee
Defs. Br. at 78. While the dependent claims specify a dddayween the start times of the two
doses, that does not mehie release times necessarily overlap. For example, claim 2 recites a

dosage form wherrelease athe second dose begins “between 2 and 20 hours’raféase of the

9
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first dose begins, but does not specify how long the first kdss® f the first dose finishes
releasing in one hour, it will not overlap with the second désethermore, claim 7 refers to a
treatment method where the two doses are released “as discreet pulses oattttiPsecond
dose begins to be released between 2 and 20 hours after the first dose begins teld¢ releas
strongly suggesting that the requiremdnts(1) “discre[te] pulses” and?2) a time gap between
release start times are independdriterefore, Takeda’s argument is unconvincing.

Next, Takeda relies otlependent claim,hichrecites a method where the two doses “af
releasedontinuouslysuch that there is a[ektended releassaf the PPI.” According to Takeda,
“continuous” and “extended” release requires “no period of time separatingdiod exlease of
the first dose from the beginning of release of the second dose.” Takeda BrCdaih®9
supports Takeda’s position because “continuous” release inaplieast some drug being releaseg
throughout the entire dosage period. This would be possible under Defendants’ construction
if the second dose begins releasing aptleeise instanthat the first dose finishes releasing, with
no overlapor delay, rendering claim@early impossible to satisfy‘[A] construction that renders
the claimed invention inoperable should be viewed with extreme skepticisbeért Fuel Sys.

Patents Co. v. Unocal Cor®75 F.3d 1371, 1376 (Fed. Cir. 2002¢cated and remanded on

other grounds537 U.S. 802 (2002%ce alscAdams Respiratory Therapeutics, Inc. v. Perrigo, Ca.

616 F.3d 1283, 1290 (Fed. Cir. 2010) (rejecting constructiorekwdided “essentially all
guaifenesin formulations™.

Defendantsaise anotheclaim differentiatiorargument Dependent claims 1¥9 refer to
the dosage form of claim 1 “wherein the period of time” is a specific range. Defemaamt out
that, undeiTakeda’s construction, claimsfand claims 17-19vhich recite the sandelay
between releasewould be identical, and thus violate the presumption that different caegas

different things For example, the comparison below shows that, under Takeda'’s position,

3 Defendants argue that, during prosecution, the '187 Patent applicants disclaimed
“continuous” release and that claim 9 is also invalid under 35 U.S.C. § 113eeBefs. Br. at
10-11 & n.8. However, the Court addressesd-rejects-that argument belowianalyzing the
prosecution history.

10
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dependent claims 2 and 17 would boghite a delay of-20 hours that is measured by when each

release period begins

Claim 2 Claim 17 Under Takeda’s Construction

“The dosage form of claim 1 wherein the sec( “The dosage form of claim 1, wherein the [releg
dose begins to be released between 2 and 20 of the second dose of PPI from the dosage forn
hours after the first dose begins to be releasedyegins] between 2 hours and 20 hours [after

release of the first dose begins].”

=]

SeeDefs. Br. at 8. Thisanalysis als@pplies to claim8 and 18, and claims 4 and 1Bakeda
and Dr. Bellantone concede thatsbeclaimsvould be redundant under their construction, but
argue that this ikegally permissible SeeTakeda Replyat 23; ECF No. 88 (Bellantone Depo.)
at 20:7-13 (“They’re saying the same thing.”).

As Takeda observes, claim differentiatismot a rigid rule While there is a “presumption

that the difference between claims is significant,” “two claims wheetd differently can cover the
same subject matter.Tandon 831 F.2d at 1023:Different terms or phrases in separate claims
may be construed to cover the same subject matter where the written aesangtprosecution
history indicate that such a reagd of the terms or phrases is propeNystrom v. Trex Cp424
F.3d 1136, 1143 (Fed. Cir. 2005Here, the redundancy exisisly between dependent claims,
not between dependent and independent claims where claim differentiation “srangest.”
LiebelFlarsheim 358 F.3d at 910. While Defendants’ construction would avoid this redundan
it would also render dependent claine€sentiallyinoperable, as explained abowdoreover, the
doctrine of claim differentiation can not broaden claims beyond their correct siadpemined in
light of the specification and the prosecution history and any relevant exindence,” and
“claims that are written in different words may ultimgteover substantially the same subject
matter.” Multiform Desiccants, Inc. v. Medzam Lt#133 F.3d 1473, 1480 (Fed. Cir. 1998).
Accordingly, claim differentiation does not mandate Defendants’ construction.

b. Specification

The parties focus on the following portion of the '187 Patent’s specification:

6 Defendants’ suggestion that redundant dependent claims would be invalid fortatutor

double patenting (Defs. Br. at 9, 12) is misplaced, as that doctrine prohibits onlyitiptaiore

than one valid patent” on the same inventibmre Longi 759 F.2d 887, 892 (Fed. Cir. 1985).
11
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In cases where the PPl is delivered in pulses, the period between whert thesérs
beginsto be releaseg[d] and when the second ddssgins to be released can be

separated by varying amounts of time. Preferably, thenset of release of the doses

are separated by between 2 hours and 20 hours, more preferably between 3 hours
and 16 hours and most preferably between 4 hours and 12 hours. Of course, any of
the pulses released from such a dosage form should achieve the threshold
concentration and maintain plasma concentrations above such threshold for at least
30 minutes, preferably one hour to 2 hours, and more preferably between 2 hours to
8 hours.

187 Patent col.9 11.23-29 (emphases addddkeda argues that thelded portions above show
thatthe relevant times for measuring the separation between doses are the start tiehessie.
SeeTakeda Br. at 8. However, this argument repeats Takeda’s theory abovengeghaidns 24.
For the same reass, this argumerdloneis unpersuasive-while the period between releastart
times can varys recieéd in dependent claims 2-4, this doesmeatessarily demonstrateat the
release periodsverlap in time.

Other portions of the specification provide some support for Takeda’'s positien.
Summary of the Invention states that “the first and second doses may beeselpdrtle or no
timedelay” ('187 Patent col.1 .58-6@mphasis addey)while another portion refers to “cases
where there is nbme separating the pulsesti(col.9 11.33-35). Thus, the inventors recognized
that there could be “littletielay between the pulses, which suggests (but does not rehatrtye
pulsesmayoverlap in time The specification’s discussion of drug delivergpacedgulses also
refers generally to “the period between when the first dose begins to ls=jd]ead when the
second dose begins to be releasdd.col. 9 11.23-26. Otherwise, the specification provides little
guidance as to whether thea PPI pulses claim 1 may partially coincide.

Takeda argues that the specification’s reference to “combined release of thedissticond
dose of PPI” (col.8 11.40-46) also supports its reading. Takeda Br. at 11. This argument is
misleading. Theupted sentence refers to “when agnjended releadermulation is employed”
(emphasis addedElsewhere, the specification expressly distinguishes bet(f¢&ontrolled or
extended release a2l pulse-based formulations: “there are two types of modified drug releasg.
Specifically, there is controlled or extended release, and pulsed release.”at&87del.2 11.57-

59. Thus, the excerpt that Takeda quaoi@ssnot discusshe twopulse system aflaim 1.
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The Court is also unpersuaded by Defendants’ arguments regrelisigecification’s

incorporation by reference of two separate patents, Nos. 5,017,381 and 6,2528%&col.7

[1.51-60. Defendants argue that the '187 Patent must be limited to discontinuous pulses becguse

the referenced patendssclose pulsedelease systems withscontinuous dosesSeeDefs. Br. at
11; Joint StatemeriEx. 1at 1. Even assuming that the patents avpgrly incorporatety
referencesee Cook Biotech, Inc. v. Acell, In460 F.3d 1365, 1376 (Fed. Cir. 2006), tpheyide
only nonfimiting examples of alternative dosage forn@. U.S. Patent No. 5,017,38bl.2 I.27-
32 (describing “pulsed delivery of two drugs or drug formulations simultanéyudly. Patent
No. 6,228,398 col.4 11.56-59 (describing release “in a bimodal or pulsed manner”).
C. Prosecution History

Defendants argue that “Applicants expressly disclaimed continuous releasth& scope
of ‘discrete pulses’ during the prosecution of the 187 patent.” Defs. Br. at 10. During
prosecution, the 187 Patent Examingjected several pending clakrecluding the claim that
issued as claim-Zas obvious in light of a prior art reference, U.S. Patent Application Publicatig
No. 2003/0091630 to Louie-Helm. That reference is directed to “Formulation of an Erodible,
Gastric Retentive Oral Dosage Form.” ECF Bib1 (“Louie-Helm”). In a July 27, 2012 Reply
and Amendment, the '187 Patent applicants argued to the PTO that “Louie-Helm doasmot te
suggest a dosage form wherein first and second doses are released froragbdaitosas discreet
[sic] pulses 6PPI separated by a period of time.” ECF No. 88-14 at 5. Defendants contend tf
Louie-Helm teaches “continuous reledsand that by distinguishing Louidelm, the applicants
necessarily disavowed overlappifay “continuous”)release periodsnder thedoctrine of

prosecution disclaimer.

bn

nat

“[W] here the patentee has unequivocally disavowed a certain meaning to obtain his patent

the doctrine of prosecution disclaimer attaches and narrows the ordinary gnefathie claim
congruent with the scope of theander.” Omega 334 F.3dat 1324. Such disclaimer requires
“clear and unmistakable” disavowdd. at 1325-26.Here, Defendantgheory of prosecution

disclaimerdoes not demonstrate an unequivocal disavowal of overlapping doses.
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Louie-Helm discusses formulation of “a controlled release dosage formeufsaty of the
swellable, erodible type,” based oertaindisintegration test results. Louie-Helm  00@&
examples of such dosage forms, LoHielm discloses “a bilayer tableith a first and second
layer (d. 1 0013) anatlaimsa formulation where “a first fraction . . . is released . . . by diffusing’
and “a second fraction . . . is released . . . by erbgidncl.2). The '187 PatdrExaminer initially
found that Louie-Helm “addresses first and second dose administration.” ECF No.88-14 a
response, the applicardsguedhat LouieHelm “describes continuous release” and teaches awg
from “discrete pulse$,and that “Claim 2f Louie-Helm does not describe release in discreet
pulses.”Id. at 67.

However, the applicants did not clearly and unmistakably disclaim all formswtiriaous
release.” In their remarks, the applicants argued that ideiie “does not describednsage form

that is administered on@ad releases multiple dosédd. at 6 (emphasis added)hey also cited

ly

Louie-Helm 10112, which states that “the dosage forms of the present invention provide the drug

by means of a continuous delivengtead of the pulsentry deliveryassociated with conventional
dosage forms.”ld. (emphasis added). Therefore, the applicants distinguished Heineby
arguing that it does not teach a single dosage form comprising discrete pulseddbdal not
disclaim overlapping release periods.

As noted above, Louielelm does disclose a “bilayer tablet” and a formulation where twg
drugfractions begin release at the same time. Lblabn § 0013, cl.2see alsdrakeda Replyat 5
(agreeing that Louiélelm teaches “two separate releases” that “occuatréioe same tinie
(emphasis in original) The '187 Patent applicants contended that these disclosures do not
describe discrete pulses. Accordinglyg, Takeda concedead the June 5, 2014 hearinige
appliants clearly disclaimed a dosage form where two pulses begin ratdhsesame time.e.,
where the'period of time”separating pulsas claim 1 is zero.Cf. 187 Patent at col.9 11.33-35
(referring to“cases where there is no time separatingtiises’). However, there is no indication
that the applicants further disclaimaay form ofoverlapping doses. Accordingly, the Court

rejects Defendants’ prosecution disclaimer argument.
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d. Extrinsic Evidence

Takeda relies on the expéestimony ofDr. Bellantone, wh@enerallyrepeats and supports
Takeda’'s argumentbout theclaim language and specificatioBeeBellantone Decl. 1 42-49.

Dr. Bellantone also elaborates on an embodiment in the '187 Patent that describesdatbaiul
releasebased on pH: “For example, polymers having different dissolution pHs are commedly U
for this purpose. Hence, one population of granules can be coated with a polymer tigat begi
dissolving at a pH of 6 and another population of granules can be coated with a polymaegitisat
dissolving at a pH of 6.5 to achieve a pulsed release.” '187 Patent col.7 |.65-col.8 1.4. Dr.
Bellantone opines thahis passage indicates overlapping release periods beCHusgérson of
ordinary skill also would understand that the first population of granules may not celgnptesh
releasing its drug before the second population of granules begins rekgssaally because the
target pHs of the different enteric coatings in this example are closé §pH pH 6.5).”

Bellantone Decl.  51. Dr. Bellantone provides technical explanations for this conclusioassug
the understanding that some drug granules may pass through the gastrointastifzeitéer or
slower, and that the granules’ enteric coatioigsn containrregularities. d. 1 5152.

Defendants point out that this ghfised examplm the specificatiomloes not necessarily disclose
overlapping periods, but offer no contrary expert testim@seDefs. Br. at 11. Accordingly, the
Court finds that Dr. Bellantone’s unrebutted opinicegarding the specification are persuasive
and supporfakeda’s construction.

Both parties also cite several dictiopaefinitions. E.g, ECF No. 88-12 (Concise Oxford
American Dictionary (2006), defining “discrete” as “imiually separate and distinct”); ECF No.
80-1, Ex. 6 (MerriamWebster's Collegiate Dictionary (2000), defining “discrete” as “cortgtgu
a separate entity: individually distinct’However, these extrinsic definitions do not help resolve
the question fowhether “discrete” encompasses overlapping pulgesnotecearlier, two pulses
can be separate and distinguishable even if they partially overlap, as shaguréen/=in the
Bellantone Declarationindeedthe parties generally agree that “discrete” means “separate” or

“distinct; but still strongly disagree about how to construe claim 1.
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Based on thantrinsic andextrinsicevidence analyzed above, the Court construes the ter
“wherein the first and second doses are released from the dosage thsarest pulses of the PPI
separated by a period of tim& meart‘ wherein release of the second dose of PPI from the

dosage form begins a period of time after release of the first dose begins.”

2. “the second dose begins to be released between 2 and 20 hours after the

first dose begins to be releasédclaims 2 and 7)

Defendants’ Proposed Construction Takeda’'s Proposed Construction

“none of the second amount of PPI begins to| “release of the second dose begins between
released until between 2 to 20 hours after anyloburs and 20 hours after release of the first d
the first amount of PRiegins to be releaséd | begins” ’O

Dependent claim2 and 7 recite

2. The dosage form of claim 1 wheréie second dose beginsto be released
between 2 and 20 hours after the first dose begins to be released.

7. The method of claim 6 wherein the first and second dose are released from the

dosage form as discreet pulses of the PP tlamsgecond dose beginsto be released
between 2 and 20 hours after the first dose begins to be released.

187 Patent cls. 2, femphases added].he parties concur that their respective constructibns
this termrise and fall with the construction of the previous term in claim 1, and offeewo
additional arguments for this tar SeeTakedaReply at 6; Defs. Br. at 12-13. Accordingly, the
Court construes the term “the second dose begins to be released between 2 and 20 hbers aff
first dose begins to be released” to m&afease of the second dose begins between 2 h®and
20 hours after release of the first dose begins.”

C. The '158 Patent

The '158Patent is generally directedieethods of treating stomach problems with
“pharmaceutical compositions” of dexlansoprazol@keda asserts claims3lagainst Defendants.

SeeJoint Statemerdit 2. The parties disputeur terms.
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1. “regardless of whether the patient is under fasted or fed conditiohs
(claim 1)

Defendants’ Proposed Constructioh Takeda’'s Proposed Construction

“regardless of whether the patient is dosed a] “without regard to food”
an overnight fast, within 5 minutes before a
meal, within 30 minutes before a meal, or within
30 minutes after a méal

The first disputed phrase appears in claim 1 of the P&i8nt. Independent claim 1 recites:

1. A method of treating heartburn, acid reflux or gastroesophageal reflux disease
a patient in need of treatment thereof, the method comprising the steps of:

a) obtaining a pharmaceutical composition comprising dexlansoprazole from a
group of pharmaceutical compositions comprising proton pump inhibitors; and

b) administering to a patient suffering from heartburn, acid reflux or
gastroesophageal refluwegardless of whether the patient is under fasted or
fed conditions, a therapeutically effective amount of the pharmaceutical
composition obtained in step a), wherein the pharmaceutical composition
comprises:

(i) a first solid particle, wherein said first solid particle comprises
dexlansoprazole and a first enteric coating, wherein the first enteric
coating releases the proton pump inhibitor from the solid particle at
a pH of about 5.0 to about 5.5; and

(ii) a second solid particle, wherein said secsolitl particle
comprises dexlansoprazole and a second enteric coating, wherein
the second enteric coating releases the proton pump inhibitor from
the solid particle at a pH of about 6.2 to about 6.8; wherein the first
solid particle comprises from about 15% to about 50% by weight
of the pharmaceutical composition and the second solid particle
comprises from about 50% to about 85% by weight of the
pharmaceutical composition

158 Patent cl.1 (emphasis added).

As their respective constructions show, theipartlisagree about hawe patent defines
“fasted” and “fed”conditions. Defendants believe that “fasted or fed” refers to four spkmfic
regimens identified in the specificatio®eeDefs. Br. at 15-16. By contrast, Takeda argues that
claim 1 encompasses all dosing without regard to food, and that Defendants’ construction “wol
unduly narrow the scope of claim 1 to the administration of the pharmaceutical coomposiyi

under the fasted and fed conditions set forth in Table 4 of the '158 paGadTakeda Reply at 7.

! In their responsive claim construction brief, Defendants changed their proposed

construction from their prior position, which was “wherein the same therap#atitie achieved
whether the patient has eaten a meal, will eat a meal, or is on an empty stoB@uipareJoint
Statement Ex. &t 6with Defs. Br. at 14-15.
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This dispute also overlaps witlcantesteghrase in claim 4wherein the changes in
pharmacokinetics . . . undiasting or fed conditions does not produce statistically significant
changes in intragastric pH,” which contains similar language and is disaegsedtelyelow.
Here, the Court agrees with Takeda.
a. Claim Languageand Specification

The plain language of claim 1 recitsly “regardless of whether the patient is under fastq
or fed conditions,” and does not define what “fasted” or “fed” means. As a result, desHetus
on Example 2 in the specification, whiekplains a researdtiudyon “The effect and timing of
food on the pharmacokinetics and pharmacodynamics of TAK-390MR.” '158 Patent col.23 1.3
col.27 1.17. Example 2 discusses a Phase 1 study in which the inventors administered TAK-
390MR @nother name for Déant®) to patients under different food conditicenrsd measured
plasma concentrations of dexlansoprazole and intragastric pH lédetal.24 11.11-38; Takeda

Br. at14. The study involved foyratientfood regimens shown in Table 4:

TABLE 4

ITreatment Sequences and Dosing Regimens

Regimen Timing of Dose of TAK-390MR 90 mg or Placebo

Doged under fasting conditions
Fed State: Dosed 30 min after the start of a high-fat breakfast
Dosed 5 min before a high-fat breakfasi

Dosad 30 min before a high-fat breakfast

o B -

Id. Tbl.4. Based on the study, the inventors concluded: “The pH results indicate that TAK-39(
can be administerealithout regard to fooar the timing of food.”ld. col.25 11.49-50(emphasis
added).

Defendantglaim that the specification dictates that “fastorged conditions” are limited
to the four regimens in Table NSeeDefs. Br. at 16Takeda Reply at 7The Court disagreesAs
the Court understands Defendants’ position, claim 1 wootditerally cover—for example—
dosing 35 minutes after the start of a highbreakfast. To the extent that Defendants’

construction would restrict claim 1 to coaministratioronly “regardless of whether the patient
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is dosed after an overnight fast, within 5 minutes before a meal, within 30 minuies dgefeal,
or within 30 minutes after a meal,” and no other feeding regimens, this would impriopgoly a
limitation from the specificationSee, ., In re Huai-Hung Kap639 F.3d 1057, 1073 (Fed. Cir.
2011)(declining invitation “toimport from the specification into the claim the limitation that the
dosage be adjusted as a result of the informing step”).

Here, thanventors claim to have solved the probletmere “patients are unable to take
PPIswhenever it is conveniefdr them to do s6. '158 Patent col.2 11.10-11 (emphasis added).
Indeed, the specification refers repeatedly to dosing withoutldasde restrictiongnabling
dosage “independently of the intake or consumption of foadt(l.2 .17-19);administréion
“without regard to food”ifl. col.23 11.53-55); “wherein said pharmaceutical composition can be
administered to the patient independent of the intake of faddédl.1 11.15-17); and a drug that
“can be administered to the patient independently of food or meal intake or consumgtion” (
col.10 1.11-13). Thus, the specification supports Takeda’s position that “fasting or fed coriditi
refers to theurporteddiscovery that patients can take cerf@rms of dexlansoprazole without
regard to food, not just under four specific conditions.

Defendants correctly state that the patent identifies only the four spestiilcg or fed
conditions listed in Table 4See alsad. Figs. 12 (listing Regimens AD). However, the claims
do not refer tany ofthose four regimens, and the inventors conclddsd the Example 3tudy
that “TAK-390MR can be administered without regard to food.” Defendants’ interpretation wd
restrictthe claims to the pcise test conditions disclosed in the specification, and conversely
require disclosure of test results for all possible food conditions to support Takeegsetation.
Accordingly, the specification and claim language support Takeda’s position.

b. Prosecution History

Defendants argue that Takeda’s construction conflicts with the '158 Paisygéscution
history because the applicants amended the claims to mean something otherthwan fegard to
food.” SeeDefs. Br. at 1617. In an October 12, 2011 Reply during examination, the '158 Pate
applicants submitted new claims to the PTO, including pending claim 31, which recited

“administering . . . without regard to the patient’s intake of food.” ECF No. 81-17 at
19
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TAKEDAO009396. Afterwards, the Examiner and the applicants held an in-person interview
regarding the new claims. According to the Examiner’s interview summanExaeniner also
asked to clarify the ‘independent of the intake of food’ approalth.at TAKEDA006967.0n
December 28, 2011, the applicants filed a Supplemental Reply in which they amendad pendi
claim 31 to recit¢administering . . . regardless of whether the patient is under fasted or fed

conditions-witheutregard-to-thepatient's-intake-ef-foldl. at TAKEDA006940. In

accompanying remarks, the applicants stated: “Furthermore, the Exankieeriggplicants to

clarify the ‘independent of the intake of food’ approach. Applicants note that in ordkirasa
this concern, claim 31 has been amended to recite ‘under fasting or fed condisteesd iof
‘independent of the intake of food.Td. at TAKEDAO006944. Then, on January 13, 2012, the
Examiner allowed the claims, noting that the prior art of record did not teach adatimmns
“regardless of fegr-fasted state of the patientltl. at TAKEDAOO6876.

Defendants contend that the applicants changed the claim language ftboutwegard to
the patient’s intake of food” to “regardless of whether the patient is unded fasted conditions”
in response to the Examiner’s inquiries. Defendants point to statements by Drh@irfkathout
regard to the patient’s intake of food” means the same as “without regard to fookid’ Ci&cl. at
30 n.5. Thus, Defendants posit, the applicants must have meant something other than “withg
regard to food” when they amended the claim language, otherwise the amendment woale nof
addressed the Examiner’s concerBgeDefs. Br. at 1617.

Defendantstheory is unavailing. The prosecution history shows that the Examiner did
reject claim 31 based on its recitation of “without regard to the patientkeiofdood,” butrather
requested clarification about the “independent of the intake of food’ approdble.fact that the
applicants amended the language to “clarify” this approachrdmasean that they disclaimed the
construction of “without regard to foodIhdeed, the Examiner’s Notice of Allowability indicates
that the claims were allowed becausegher art did not teach dosing ‘gardless of fear-fasted
state.” Moreover, Dr. Sinko opined thabth “without regard to the patient’s intake of food” (the
original language of claim 31) aficegardless of whether the patient is under fasted or fed

corditions” (theissuedclaim language) medtwithout regard to food.” Sinko Decl. at 30 n.At
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minimum, the applicants’ statements do not rise to a “clear and unmistakable\whsaequired
for prosecution disclaimerOmega 334 F.3d at 1325-26. Indeed, Defendants do not assert tha
applicants expressly disclaimed Takeda’s proposed construction as a matbseotipon
disclaimer. Rather, Defendarti$e LiebelFlarsheim Co. v. Medrad, Inc358 F.3d 898, 909 (Fed.
Cir. 2004), which addressedsauation where twaeparatesets of claims employatifferent
languagewhich is not the situation her&eeDefs. Br. at 17.

In short, the cited prosecution history of the '158 Patent does not demonstrate any
disclaimer by the applicants support Defendants’ construction.

C. Extrinsic Evidence

Once again, the parties rely on opposing expert opinions, from Drs. Mayersohn
(Defendantspand Sinko (Takeda)Both experts haveotable credentials: Dr. Mayersohn has
served on committees for the FDA and U.S. Pharmacopeia (which is cited in the ta58, Pa
Mayersohn Decl. 1 20-21, while Dr. Sinko has worked with the National InstitutesihHe
Sinko Decl. 11 11-12. Regarding thiaim term, however, the experts largely parrot the parties’

arguments regarding the intrinsic evidence without providing independent ordlatzalysis.

CompareMayersohn Decl. 1 41-4®&jth Sinko Decl. 1 97-101. Accordingly, the Court finds the

competing expert opinions of little help beyond itr@ummaries of thentrinsic record.

Takeda also relies axtrinsicdocumentation First, Takeda submits the FDA’s “Guidance
for Industry: FoodEeffect Bioavailability and Fed Bioequivalence Studies,” d&edember 2002
(prior to the 158 Patent’s priority date). ECF No.3B{*+DA Guidance”). These guidelines are
instructive because they expldiow to test the effeaif food on drugs, recommendiag'single
dose, twotreatment (fed vs. fasting)” tesid. at TAKEDAO0014717. The FDA Guidance identifieg
only one “fed” regimenwhere the subject starts a hifgt breakfast 30 minutes before
administration, which corresponds to Regimen B in the '158 Paligereit TAKEDA0014719;
158 Patent Thl.4. Furthermore, the Guidance indicatesatbamparison betweehis single
“fed” regimen and a fasting regimen cd@monstrate a drug’s food-independence, stating that a
high-fat breakést provides “conditions that are expected to providgtbatest effecten Gl

physiology so that systemic drug availabilitymaximally affected and that a successful test
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allows a drug maker to state that “[the drug] could be tak#drout regards to meals FDA

Guidance at TAKEDAO0014718, 14720 (emph

ases added). fraseguidelines provide

persuasive evidence that a person of ordinary skill would have understoodntipatringone fed

and one fasted condition ¢gimensA and B in the '158 Patent) could support the conclusion thg

drug could be dosed “without regard to food,”

as Takeda proposes.

By contrast, Takeda'’s reliance on the Fapgprovedexilant® labelis misplaced. The

label states th&DEXILANT can be taken without regard to foodSeeTakeda Br. at 146

(citing ECF No. 81-1@&t TAKEDA012767). Defendastcorrectly point out, however, that this

label was not available until 2009wo years after the '158 Patent’s assegedrity date—and

therefore could not have informed the person

415 F.3d at 1312-13.

of ordinary skill at the relevantSmeRhillips,

Overall, the Court finds that Takeda’s construction aligns most closely witbt#tigy of

the intrinsic and extrinsic evidence presented

. Accordingly, the Court consigLtesn

“regardless of whether the patient is under fasted or fed corglitomeari‘without regard to

food.”

2. “wherein the changes in

pharmacokinetics . . . under fasting or fed

conditions does not produce statistically significant changes in

intragastric pH” (claim 4)

Defendants’ Proposed Constructiofi

Takeda’'s ProposedConstruction

“Wherein thechanges in pharmacokinetics . .
when the patient is dosed after an overnight f
within 5 minutes before a meal, within 30
minutes before a meal, or within 30 minutes
after a meal does not produce any statisticall
significart differences in mean intragastric pH
and percentage of time that gastric pH is grez
than 4.

The term ‘statistically significant’ means that
the P value for the pairwise comparisons of tk
fed and fasted regimens is less than 0.05.”

“Wherein difference in pharmacokinetics . . .
alsetween fasting conditions, meaning dosing

after an overnight fast, and fed conditions,

meaning dosing within 30 minutes before or
y after a meal, do not produce statistically

significant changes in mean intragastric pH o
atire 21-hour postdose interval.

The term ‘statistically significant’ means that
the P value for the pairwise comparison of thg
éed regimen with the fasted regimen is less th

V€

A\1”4

a

0.05.”

This disputed phrase appeargependent claim 4yhichrecites:

8 Defendants have revised their prior co

nstruction, which was “wherein theeshang

er

pharmacokinetics . .when the patient has eaten a meal, will eat a meal, or is on an empty stomacl
does not produce any statistically significant differences in mean istriegaH and % time that

gastric pH is greater than 4, as measured by
Joint Statement Ex. dt 15with Defs. Br. at 23.

2
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4. Themethod of claim 1, wherein the changes in pharmacokinetics after
administration to the patient of a single dose of a therapeutically effactioant

of the pharmaceutical composition comprising dexlansoprazole under fasting or fe
conditions does not prade statistically significant changes in intragastric pH.

158 Patent cl.4. Catruction of this term overlaps with tpeecedingerm in claim 1 because
claim 4 recites “fasting or fed conditions,” while claim 1 contains the similar tagegaf “fasted 0
fed conditions.” Both sides agree tHatatistically significant’ means that the P value for the
pairwise comparison[s] . . . is less than 0.05.” The parties identify two areasgvédisant: (1)
the scope of “fasting or fed conditions,” and (2) the relevant tests for “istragpH.” See
Takeda Reply at 12The Court considers the intrinsic agxtrinsic evidencén addressing each of
these disagreements

a. “under fasting or fed conditions”

Defendants argue thdasting or fed conditions” refers to the four food regimens in Tablg
4, and thatlaim 4 requires pairwisgtatistical comparisorsetweerall four regimens, including
between the three “fed” regimenSeeDefs. Br. at 23-24. In other words, Defendants claim that|
claim 4 requires comparing each fed regimen with each other fed regimergfople, Regimens
B and C in Table 4)Defendantsalsopoint out that claim 1 uses essentially the same language
“fasted or fed conditions” and argue that this language should have the same nreelaing 4.

Id. at 15. On the other hand, Takeda contends that “fasting or fed conddrmmthpasan
overnight fast and “dosing within 30 minutes before or after a m&hl¢h includes the three
“fed” regimens in Table 4SeeTakeda Reply at 234. Takeda further argues that claim 4
assesses statistical significance only between a fed regimen and a fastiey yegt between fed
regimens.Seed.

The Court agrees with Defendants that “fasting or fed conditions” in clamudshave
the same meaning as “fasted or fed conditions” in claim 1. Generally, “a claishetuid be
construed consistently with its appearance in other places in the same clawother iclaims of
the same patent.Rexnord Corp. v. Laitram Corp274 F.3d 1336, 1342 (Fed. Cir. 2001). “A
word or phrase used consistently throughout a claim should be interpreted consistently

Phonometrics, Inc. v. N. Telecdnt., 133 F.3d 1459, 1465 (Fed. Cir. 199 alscPhillips, 415
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F.3d at 1314 (“Because claim terms are normally used consistently throughouttiietha usage
of a term in one claim can often illuminate the meaning of the same term in other claims.”).
Turning to the claim language, there is no dispute tieaphraseare essentially identical claims
1 and 4. As explained above, the specificatepeatedly discusse®sing “independent of the
intake of food” and “without regard to food"—which is how Takeda asked the Court to constry
claim 1. Indeed, the specification shows that the inventors believed that dosingruyntteyd
conditions would not significantly affect pharmdgaamc results.
For claim 4, Takeda now argues that “fasted or fed conditions” can have an entirely
different meaning. However, Takeda cannot have it both ways: reading “faséeticomiditions”
in claim 1 more broadly to encompass any dosing regimen “without regard to food, "thatimgs
“fasting or fed conditions” ilaim 4 toa muchnarrower rangef food regimens-dosing up to 30
minutes before or after eating akeda argues that claim 4 provides a different “context” than
claim 1 because claim 4 “refers to the test conditions for subjects participasirigodeffect
study like the study disclosed in Example 2.” Takeda Br. at 24. However, itndahguage is
not so limited and does not incorporate any studies or’teB#keda provides no convincing
reason why claim 4’s reference to “statially significant changesshows that fasting and fed
conditions in that claim (but not claim 13re “tied to specific clinical data.” Takeda Reply at 14.
Takeda cites two cases where the Federal Circuit interpreted the same or sinslar term
differently in separate claims, but bathsesare distinguishableSeeTakeda Reply at 134. In
AventisPharmaceuticals, Inc. v. Amino Chemicals Ltlde court construed “substantially pure” in

two different ways, but did so because the tasnused in the claims and specificatodified

two different chemicals-an intermediate and an end product. 715 F.3d 1363, 1374-75 (Fed. €

2013). Here, there is no such distinction between claims 1 and 4, and no indication thaaffdst
fed conditions” and “fasting and fed conditions” refer to different sets of conditlons.

Microprocessor Enhancement Corp. v. Texas InstrumentsthecFederal Circuit held that

9 Unasserted dependent claims 9 and 12, which the padiestdaddress briefing, also

refer to a “fed state” and “fasted state.” Claim 9 requires bioequivalence betweegsdos fed
state and a fasted state, while claim 12 requires a specific mean intragasénvelgikigardless of
whether the dexlansoprazole was administered in a fed or fasted statedl argument, Takeda
suggestethata fed/fasted “state” magiffer from a fed/fasted “condition.”

24
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“control code” could have different meanings basetherncontexbf the claimsat issuebut for

purposes of decidintipat the challenged claims were not indefinite urtdeformer“insolubly

ambiguous” standartf. 520 F.3d 1367, 1375-77 (Fed. Cir. 2008). Indefiniteness is not at issug

here and again, the language of claim 4 does not provide a context that warrantsrely
different constructiofrom claim 1

As to extrinsic evidence, the experts’ opinions agéier nodefinitive guidance.For
DefendantsDr. Mayersohn opines that “fasted or fed conditions” in claim 1 and “fastireglor f
conditions” in claim 4 should be “the same.” Mayersohn Decl. 11 40, 54. However, his additi
opinions on this issue are limited to whether all fed conditions must be statisticappi@ble as
Defendants proposeSee idy 55. For Takeda, Dr. Sinkteclares that, to statistically compare
intragastric pH under different food conditions, “it would be necessary to perfaradaffect
study like that disclosed in Example 2, in which the dosage form is administeredatid&sting
and fed conditions.” Sinko Decl.  156. Dr. Sinko also opines that “in thextaftclaim 4, the
known FDA regulations regarding testing for food effect ofrptaceutical products, the term
‘under fasting or fed conditions’ refers to the test conditions for subjectsijpating in a food-
effect study like the study disclosed irdiple 2,” citing the FDA Guidancdd. 1 160. Here,
however, Dr. Sinko does not explain why th&segors do not apply equally to claim 1, othtban a
vague reference to the “context of claim Again, claim 4 does not refer to the FDA Guidance o
the additional “fed” regimens in Example 2 that are not required by the FDA GuidBnc8inko
alsoprovides no reason why a person of ordinary skill could not evaluate statisticatangre
between food regimens other than the four delineated in Table 4 or the two regiseieden
the FDA Guidance.

For the foregoing reasons, the Court determines that “fasting or fed coricstiongd be
construed consistently with “fasted or fed conditions” in claim 1. As a resuftatties’ dispute

as to whiher claim 4 requires comparisons between a fasting condition and each oé¢ghéatl”

10 Cf. Nautilus, Inc. v. Biosig Instruments, Indo. 13-369, 572 U.S. , 2014 WL
2440536, slip op. at 1 (June 2, 201#)p(acing‘insolubly ambiguoustest with a “reasonable
certainty” standard).
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conditions in Table 4 is mooted. Rather, claim 4 requires that dosing without regard ‘tddesd
not produce statistically significant changes in intragastric pH.”
b. “intragastric pH”

For this term, the parties contest how intragastric pH (or stomach as&bkf§inko Decl.

1 70) is properly measure@@efendants claim that “intragastric pH” refers to “mean intragastric
pH and percentage of time that gastric pH is greater than 4.” Takedarets thigerm as “mean
intragastric pH over the 24-hour postdose intervahus, the parties agree that me&anagastric

pH is an appropriate metrior “intragastric pH as claimed. Defendants also appear to agite
Takeda that a 2Aour postdose interval is tipgoper measuremeperiod,for they contend that
percentage of time that gastric pH is gre#ttan 4 is measured “for a period of 24 hours after the
patient is dosed” usintpe same dataSeeDefs. Br. at 24& n.12. The parties therefore disagree
only aboutwhetherclaim 4 also requires measurement of the percentage of time that gastric pl
greater 4.

Starting with the claims themselves, the plain language of claim 4 does not resolve th
dispute. However, claim 12 (which depends from claimefgrs to meanintragastric pH.” This
suggests that “intragastric pH” is not limited to “mean” intragastric ptaulse the use of “mean”
in claim 12 would otherwise be superfluous. Generally, courts construe claims “toenading
any part superfluous.Frans Nooren Afdichtingssystemen B.V. v. Stopaq Amcory,/4.F.3d
715, 722 (Fed. Cir. 2014). Although Defendants have not arguetth¢hatle against superfluity
applies hereclaim 12 demonstrates that the '158 Patent applicants knew how to specify “mea
intragastric pH” and did not do so in claim 4.

Turning to the specification, the '158 Patent provides varying statements abagésitic
pH.” Example 2 reflects data for both mean intragastric pH and percentage ofittmpéivgreater
than 4. As Deferdants note, the inventors used “intragastric pH results” to refer taymas of
pH results. '158 Patent col.25 11.15-27. Table 7 also includes both typgasaofd. Thl.7. On the
other handthe inventors also observed a statistically significant difference in pageeaf time
with pH greater than 4 between fed and fasting regimens, but concluded that “dosing under

different fasting/fed conditions did not produce relevant differencedrisgastric pH” suggesting
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that “intragastric pH” refers only to mean intragastric péi.col.25 11.23-27, 11.46-49 (emphasis
added). However, taken as a wh@gample 2shows that the inventors tested and relied on botf
mean intragastric pldnd percenige of time withgastric pH greater thantd evaluate the food-
dependency of their formulation.

Takeda'’s primary argument regarding the specification is that Defehdanssruction
would exclude a preferred embodimentise of TAK-390MR—because that forntation resulted
in a statistically significant difference witkspect to time with pH over &SeeTakeda Reply at
14-15. If claim 4 requires no statistically significant changes between food regiase
Defendants propose, than the formulation used in Example 2 Wwewgcluded Defendants
respond that the specification does not refer to Example 2 as a “preferred” emiicdiohe
discloses othesampleformulations with varying amounts of dexlansoprazole, such that no one
formulation is preferredSeeDefs. Br. at 25.

The Federal Circuit has warned that “[a] claim construction that excludes thegquefer
embodiment is rarely, if ever, correct and would require highly persuastkengéiairy support,”
Adams Respiratory616 F.3dat 1290 (quotation and citatiammitted) but “has acknowledged that
a claim need not cover all embodimentafamin, Ltd. v. Magnetar Techs., Carg83 F.3d 1328,
1237 (Fed. Cir. 2007)More specifically a preferred embodiment need not be covered by all
claims in a given patenin Helmsekrfer v. Bobrick Washroom Equipment, Inhe patentee
objected to a claim constructidor excluding the preferred embodiment from certain dependent|
claims. 527 F.3d 1379, 1383 (Fed. Cir. 2008). The court rejected this argument, statingi€lt i
that the plain meaning of ‘partially hidden from view’ does not include totally hiddenviem
and that therefore claims®do not cover the preferred embodimenther dther illustrated
embodiments. However, this does not mean that these embodiments are all excludeel from t
scope of the invention, but rather that they are excluded from the scope of theséapattiims.”
Id.; see alscAugust Tech. Corp. v. Caek, Ltd, 655 F.3d 1278, 1285 (Fed. Cir. 2011) (rejecting
constructiorfwhere, as here, other unasserted claims in the parent patent cover the excluded

embodiments”).
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Here, he Court concludes that TAK-390MR is a preferred embodiment and that
Defendants’ construction would exclude TAK-390MR from claim 4, but fthdsrrelevant
because other claims may co¥&K-390MR. The specification recites multiple characteristics
thatare “preferably” included in a pharmaceutical composise®;158 Patent col.2 11.56-67, and
explains that TAK390MR has most or all of those qualitiess,col.20 11.47-56. See Cordis Corp.
v. Medtronic AVE, In¢.339 F.3d 1352, 1357 (Fed. Cir. 20Q3)'] he use of the term ‘preferably’
makes clear that the language describes a preferred embodimkins. Ondisputed that
Defendants’ construction would exclufiaK-390MR from claim 4 due to the test results in
Example 2 regarding percentagdiofe that gastric pH is greater than Bowever, Takeda
conceded at the June 5, 2014 hearing that not all dependent claims mu3iAdOv290MR, and
has not argued that no other claims of the 158 Patent as properly construe@noomgpass that
embodiment.For exampleindependent claim thcks claim 4’s limitationgboutthe statistical
significanceof differences between dosing regimeAs. Helmsderferexplains, a court need not
construedependent claim® include a preferred embodiment when other claims en@pmpass
that embodiment.

The parties’ extrinsic evidence is consistent with Defendants’ positionVi&yersohn
expresses the view that the patent relies on both mean intragastric pH andageroétime with
pH over 4 “to determine the effect of food on intragastric pH,” but largely eeregrpts from
the specification. Mayersohn Decl. 1 56-57. Dr. Sinko opines that “the planmnged the term
‘intragastric pH’ to one skilled in the art is thgH of the stomach’™ and does not connote
percentage of timerhere pH isabove 4. Sinko Decl. | 146. However, Dr. Sinko testified that b
parameters are based on the same pH dataafeth “measurements of intragastric pH . . .
manipulated differently.” ECF No. 88-15 (Sinko Depo.) at 162:10-19. This testimony istenhsi
with the inventors’ use of both parameters to assess intragastric pH in Example 2.

Overall, the language ofasms 4 and 12 strongly suggests that “intragastric pH” is not th
same as “mean intragastric pH.” The specification and extrinsic evidence aréethngih

Defendants’ construction, which does not impermissibly exclude the preferbedienent of
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TAK-390MR from the scope of all claims. Therefore, the Court adopts Defendants’ comstruct
as to“intragastric pH.”

For the reasons above, the Court construes the term “wherein the changes in
pharmacokinetics . . . under fasting or fed conditions dogsradtce statistically significant
changes in intragastric pH” to meamherein the changes in pharmacokinetics . . . when the
patient is dosed without regard to food does not produce any statistically sidizant
differences in mean intragastric pH and pecentage of time that gastric pH is greater than 4.

The term ‘statistically significant’ means that the P value for the pairvise comparisons is less

than 0.05.”
3. “enteric coating releases the proton pump inhibitor from the solid
particle at a pH of” “about 5.0 to about 5.5” or “about 6.2 to about 6.8”
(claim 1)
Defendants’ Proposed Construction’ Takeda’'s Proposed Construction

“enteric coating releases all of the proton pur “the target pH for dissolution of the enteric

inhibitor from the solid particle at a pH of [no | coating is approximately 5.0 to approximately
less than 4.95 to a pH of no more than 5.55]/|[B or approximately 6.2 to approximately 6.8
less than 6.15 to a pH of no more than 6.85]"

The disputed phrase appears in clajrwhich recites in relevant part:

wherein said first solid particle comprises dexlansoprazole and a fiestcent

coating, wherein the firgnteric coating releases the proton pump inhibitor from

the solid particle at a pH of about 5.0 to about 5.5; and (ii) a second solid particle,

wherein said second solid particle comprises dexlansoprazole and a second enteric

coating, wherein the secoedteric coating releases the proton pump inhibitor

from the solid particle at a pH of about 6.2 to about 6.8;

158 Patent cl.1 (emphases added).

The parties identify two disagreements. Defendants argue that “abansm®.05 pH
units, while Takeda argues that “about” means “approximately.” Defendamiarglse that
“releases the [PPI]” means releasailjof the PPI at a pH of no less than the claimed value.
Takeda argues that “releases the [PPI]” means that the enteric coating isdiesigmended to

dissolve at the specified pH. The Court adopts a modified form of Takeda’s conatructi

1 Although Defendants’ construction appears to require release “at” a parpeyldar‘was

intended to cover release ‘at or above’ a particular pH” and “the phrase ‘at a pHbefendants’
construction should be read to mean ‘at or above a pH §&&Defs. Br. at 18 n.10.
29
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a. “about 5.0 to about 5.5” and “about 6.2 to about 6.8"

I. Claim Language and Specification

Takeda points to the specification to support its construction of “about” as “apprelyirhat
The specification uses the terms “about” and approximately” interchangeadatydelcribing a
pH level. Compare 158 Patent col.20 11.49-53 (“One type of grantdéeases drug in the proximal
region of the small intestine when the pH readmsoximatel\5.0-5.5. The second type of
granule releases drug more distally in the intestine when the pH regugregimately6.2-6.8.”)
(emphases addedyjth id. col.12I1.6-9, 23-25 (“The first enteric coating surrounds the core and
releases the active agent from the solid particle at a pHmft5.0 toabout5.5. . . .The second
enteric coating surrounds the core and releases the active agent from tharsolelgi a pH of
about6.2 toabout6.8.”) (emphaseadded)see also idcol.21 11.7-8 (Table 1 listing “pH of release
(approximate)” of different coatings).

Takeda also argues that in the context of pharmaceutical patents, if thecietvidence
does not support a narrower construction, courts have construed tialieuti to mean
“approximately,” rather than deriving a specific numerical range for thee ¥hat it modifies.See
Merck & Co. v. Teva Pharm. USA, In895 F.3d 1364, 1372 (Fed. Cir. 20089¢ alsdiopolymer
Eng’g, Inc. v. ImmunocorpNos. 05-536, 05-2972, 2007 WL 4562592, at *10, *12 (D. Minn. Deg.
21, 2007) (“[w]ithout evidence that would provide a basis to specify the permissiblaatefriam
one percent, the Court gives the term ‘about’ its ordinary meaning of ‘approlithatel “the
Court declines to arbitrarily construe ‘about’ through use of rounding principtsad, the Court
gives the term ‘about’ its ordinary meaning of “approximatély.Unigene Labs., Inc. v. Apotex
Inc., No. 06¢cv5571, 2008 WL 3992294, at *4, *9 (S.D.N.Y. Aug. 28, 2008).

Defendants do not point to any intrinsic evidence from the claims or speotifichtit
instead argue that construing “about” as “approximateaty&rely replaces one vague term for
another.” Defs. Br. at 20, citindgdynix Semiconductor Inc. v. Toshiba Congo. C-04-04708
VRW, 2006 WL 2547463, at *14 (N.D. Cal. Sept. 1, 2006) (rejecting proposed construction
because it would simply “replace the present term with a more ambiguous ©he'Qourt does

not agree that either “about” or “approximately” would be vague to one of ordindiryndkee art.
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Defendants did not present agyidence to this effect, and similar terms of degree are frequentl
used in patent claims, especially in the pharmaceutical @eaManual of Patent Examimg
Procedure 2173.05(b) (9th ed. Mar. 201@j)iscussing “Relative Terminology,” including
“about”). It is for thefactfinderto decide whether a specific pH value is “approximately” 5.0 to
5.5 or 6.2 to 6.8SeePPG Indus. v. Guardian Indus. Cord56 F.3d 1351, 1355 (Fed. Cir. 1998)
(“[A]fter the court has defined the claim with whatever specificity and pacisiwarranted by

the language of the claim and the evidence bearing on the proper construction, the task of
determining whether the cansed claim reads on the accused product is for the finder of fact.”)

Accordingly, because the specification does not suggest any specific numesrgeabnd
uses “about” and “approximately” interchangeably, @loairtdetermineshat Defendants
restrctive numerical range is not supported by the intrinsic evidence.

. Extrinsic Evidence

Defendants argue that one of ordinary skill in the art would understand that “abauts m¢g
+ 0.05 based on the United States Pharmacopeia (the “USP”), whachasK of public
pharmacopeial standardsMayersohn Decl. { 50Essentially, the USP is a widely referenced
encyclopedia on drug formulation. The USP refers to dissolution pHs and describessuirtesea
within 0.05 units.Dr. Mayersohn thus concludes ththe USP recognizes that the pH for release
of an active agent from a dosage form should be measured to an accuracy of £ 0.05, and per
ordinary skill in the art would have agreed with this accuracy level as wallf 50.

The USP doesot link its numerical range af 0.05 to “about” or use any words of
gualification to describe its range, and therefore sheds little light on howaf onginary skill in the
art would interpret the claimdnstead, the USP teaches one of ordinary skill irathbow to test
whether a drug foroationreleasesin active ingredierdt a particular pH: create a solution with g
pH within £ 0.05 of the target pH. If one of ordinary skill in the art would consider a pH of + 0.
accurate enough to test a drug fakation, the USP would actually seem to support a constructio
of “about5.0 + 0.05.” Moreover, while the '158 Patent cites the USP, Defendants provide no
basis for concluding that the inventors intended to incorporate the USP’s pH $tatidgrds into

the claims.As a result, th€ourt finds that this extrinsic evidence is “less siguaifit than the
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intrinsic record” and “less reliable than the patent and its prosecution histdgtermining how to

read claim terms.’Phillips, 415 F.3dat 1317-18 (internal quotation marks and citations omitted).

Accordingly, the Court construes “alibto mean “approximately.”

b. “enteric coating releases the proton pump inhibitor from the solid
particle at a pH of”

Defendants argue that this phrase requires thdettteric coating released of the [PPI]”
at or above a certain pHloint StatemeriEx. 1 at 8 (emphasis added)akeda argues that the
phrase merely describes the “target pH for dissolution of the enteric coatihd¥hile Takeda’s
construction accurately descrilteg invention as it would have been understood by one of
ordinary skill in the art, the phrase “target pH” is not found in the specificabefendants’
construction, on the other hand, would essentially render the claims inoferehiese it requires
that allof the drug be released within a very specific pH window, and fails to account for inherg
variance in the pharmaceutical arts.

One aspect of the '138atent’s claimethvention is a method of treating a patient using a

dosage form that releases a PPI atlweations: first in the proximal region of the small intestine

where the pH is about 5.0 to about 5.5, kterin the distal region of the small intestine where the

pH is about 6.2 to about 6.&e€158 Patent col.20 11.49-56 (Example 1), col.20 Il.1-7, col.11 1.6
col.12 1.10. The enteric coatings are responsible for regulating the release of the PPl and
preventing release at undesirable pH levédscol.12 11.22-27.

To accomplish this, the '158 Patent discloses various enteric coatings with known
dissolution pHs.See idcol.12 11.9-17 (enteric polymers that dissolve at a pH of about 5.0 to ab
5.5), col.12 1.36-col.13 1.2 (enteric polymers that dissolve at a pH of about 6.2 to abokib6.8).
example, the specification discloses that Eudragit L &bPEudragit L 100-55 (also known as
Eudragit 100-55), HP-50, and HP-55 will release drug at a pH of about 5.0 to abdbes.fl.
col.12 11.6-16. Similarly, the specification lists Eudragit100 and Eudragit S-100 as polymers
that, “in a ratio of 4:1 to 1:4,” will dissolve at a pH of about 6.2 to about$e# idcol.12 11.33-

41. Takeda presenextensive evidence that the dissolutionlpttlsof the disclose@nteric

polymers were well known and well characterized at the time 6188Patent’sapplication, and
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Defendants do not argue or present any evidence to the corfsea$inko Decl. 11 106-0&iting
industry documents and scientific papers).

Defendants criticize Takeda'’s construction for several readtirst, Defendants argue that
Takeda'’s “target pH for dissolution” language is not found in the specification, aefbtieer

cannot be correctDefendants essentially argue that the construatiost include the word

“release.” Defs. Br. at 18. However, the specification links the concepts of “dissolution” and drug

“release.” For example, the patent describes pulsed release forms:

Particle or granule systems have also been proposed for purposes of providing a
pulsed releasef drug. Systems for the pulsed release of a drug typically use
distinct populations of drug containing particles to achieve a pulsed release. The
populations emloy differentcoating polymerssuch as those mentioned above, to
releasethe drug at different points in time or location. For exanpié/mers

having different dissolution pHs are commonly used for this purptesece, one
population of granules can be coated with a polymer that bégisslvingat a pH

of 6 and another population of granules can be coated with a polymer that begins
dissolvingat a pH of 6.5 to achieve a pulgetease In this manner, the first
population of granules woul@leasethedrug in the upper small intestine while the
second population of the granules wordteasethe drug further down stream and
therefore at a later time.

158 Patentcol.19 1.63-col.20 |.12Zemphases addedReading the claims in light of the
specification one of ordinary skill in the art would recognize that dissolving the entericgoati
surrounding the PPI would cause release of the PPI as claithed, Defendantsirgument that
“Takeda’s proposed construction reads the ‘release’ requiremigmye out of the claims,” D&t
Br. at 18, is without meritHowever, the Court agrees with Defendants that “releases” is the
language of the claimand therefore uses that term in the Court’s construction.

Defendants next argue that Takeda’s construction “only looks to see wleatténic coat is
made of.” Id. This argument misreads Takeda’'s constructibakeda’sconstruction does not
read “target pH for dissolution of the enteric coatimgterial” it reads “target pH for dissolution
of the enteric coating.To fit within the scope of the claims, the enteric coating as a whole (not
just the material) must have the specified target pH for dissolulibas, a dosage form made with
a coating oEudragit L 30 D-55, which material is known to dissolve at about pH 5.5, would not
fall within in the claims if the coating was applied in such a manner that it would betexpe

dissolve at a pH of about 4.0.
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Along a similar lineDefendants argue th@ibkeda’s construction removes limits from the
claim because an enteric coating can be manipulated to release outside the target pH of th
material. Both experts agree that enteric coats may release at variable pHs due to “thiciness
uniformity of theenteric coating, the nature of other excipients in the enteric coat, and the test
conditions.” Takeda Br. at 18; Mayersohn Decl. § 45 (explaining thatrelease of PPIs is
affected by many more factors in addition to the pH, such as thicknessitorchiiy of the enteric
coating, the nature of other excipients in the enteric coat, and the testtgors.”); see also
Sinko Decl. 1 110. As discussed abdyegauséehe claim term is construed to require that the
enteric coating, not just the matdused, is designead dissolve at a specific piDefendants’
concern is obviated.

The parties also dispute whether the patent contemplates any release ofausiBe lof
the target pH, such as in the stomaghich has a much lower pH than the intestiBeg158
Patentcol.9 11.41-52. Defendants’ construction requires the releaak of the PPI contained

within the enteric coating after the claimed threshold pH is reached, as mabgitieel word

an

ng

“about” Thus, under Defendants’ proposed construction, the PPI must not begin to release below

the recited threshold pH valueBefendants argue that this is necessary because “[w]ithout suc
requirement, the bottorand pH values recited in the claims becangrely meaningless.Defs.
Br. at 19.

Defendants’ constructienthatall of the PPI be released at or above a specifie-fsH
simply not practicable, and one of ordinary skill would recognize this fact. Mayersathnad
1 45, 47; Sinko Decl. at 1 111-13 (“the target pH is not an on/off switch . . . It is well known if
field of biopharmaceutics that ‘[t]here is not in fact a precise pH threshold aboste avmaterial
is soluble, rather a range of about one pH unit over which a polymer coaties fram being
virtually impermeable to being quite readily soluble and quick to rupture.” ifmtaimitted)) id.
aty 121 (“[ljn my opinion, the person of ordinary skill reviewing the specification oflth@ °
patent, who would be aware of the inherent variability in release of entatingodescribed
above, would have understood that the pH ranges disclosed in tifecapen, as well as claim 1,

were intended to relate to the target pHs for the initiation of dissolution of thec graiymers
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described in column 12, and not to thevitro or in vivo pH levels at which enteric coatings
manufactured from those polymers would begin to show some measurable releage’of Alsu

Dr. Sinko points out, even using the specific enteric polymers disclosed in the pateteasrig”
at pH 5.0, an enteric coating made of F® likely will exhibit some dissolution below p&l0, its
target pH for dissolution.’ld. at § 113.Defendantsconstruction would unduly narrow the claims
S0 as to exclude the standard polymeric coatings that the specification lgxgiedes are suitable
for making the claimed formulation#\s noted above, a construction that excludes the patent’s
exemplary embodiments is “rarely, if ever, correchdams Respiratory16 F.3d at 1290.

Moreover, adjustin@pefendants’ construction to account for this reality, by deleting the
word “all,” would simply copy the claim language into the construction, and would not provide
additional clarification While Takeda’s construction does allow for some drugasé below the
target pHjt does not read limitations out of the clainithe enteric coating is naesigned to
dissolve at or about the specific pH levels, then it does not meet the chltmsugh the Court
agrees with Takeda'’s position, the Court believes that “designed to releasedigasupport in the
intrinsic evidence and is more precise thendet pHfor dissolution.” Indeed, Takeda’s expert
Dr. Sinko uses these phrases interchange&@sg, e.qg.Sinko Decl. 11 50‘These andther
typical enteric coating materials are designed to dissolve (and hence release drg75 (“One
type of enteric coated granule is designed so as to release drug . . . .").

Accordingly, the ©urt construes the term “enteric coating releaseptoton pump
inhibitor from the solid particle at a pH of” “about 5.0 to about 5.5” or “about 6.2 to about 6.8”
mean"“ enteric coating is designed to releagbe proton pump inhibitor from the solid particle
at a pH of” “approximately 5.0 to approximately 5.5” or “approximately 6.2 to

approximately 6.8.”

4, “enteric coating has a pH of” “about 5.5” or “about 6.75” (claims 2 and
3)
Defendants’ Proposed Construction Takeda’'s Proposed Construction

“enteric coating has a pH of [no less than 5.4| “the target pH for dissolution of the enteric
to no more than 5.55]/[no less than 6.70 to no coating is approximately 5.5 or approximately
more than 6.80]” 6.75”
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These disputed terms appear in dependaiths 2 and 3, which recite:

2. The method of claim 1, wherein the first enteric coating has a pH of about 5.5.
3. The method of claim 1, wherein the first enteric coating has a pH of about 6.75.

158 Patent cls. 2, 3. The dispute over how to construe “about 5.5” and “about 6.75” is resolvg
above. The parties also dispute the construction of the phrase “enteric coating had.a pH
Defendants argue that this means the material of the coating has a specific pH.akbda

argues that claims 2 and 3 simply restate the phrase “enteric coating releasef.the [P
Defendants rely on claim differentiation and a plain meaning argument in suppgirof
construction. However, when the claims are read in light of the specificatieylased by
Phillips a modified version of akeda’s construction prevails

Defendants correctly point out that while claim 1 requires that the entatiogtreleases
the [PPI]” at a specific pH, claims 2 and 3 state that the enteric coating “has dlplt,
Defendants argue that Takeda’s construction violates “the presumption thata@acim a patent
has a different scope.CurtissWright Flow Control Corp. v. Velan, Ine438 F.3d 1374, 1380
(Fed. Cir. 2006) (internal citations omitted). However, this “presumption” does notvaipgiythe
specification dictates otherwis&ee CAE Screenplates Inc. v. Heinrich Fiedler GmbH & Cq. K(
224 F.3d 1308, 1317 (Fed. Cir. 200Q)aft Foods v. Int'l Trading C9.203 F.3d 1362, 1368 (Fed.
Cir. 2000).

Defendants are alsmrrect that reading the phrase “has a pH of” outside of the context ¢
the '158 Patent would usually be understood as claiming the pH of the materialMagtrsohn
Decl. 1 51.However,Defendants recognize thahé requirement that a solid compound, such ag
an enteric coating, ‘have’ a pH, is nonsensic#dl” Therefore Defendants propose to measure th
pH of the coating by dissolving it in wateld. at 71 5152.

Fortunately, the Court does not need to adopt a nonsensical construction of this phras
because the specification shows that the inventors used the phrase “has a pHeafi tbevsame
thing as “release at a pH oflh the Summary of Invention, the inventors first describe the meth
of claim 1 @elivering a drug with two release rates), and then refer to the firseaaddscoatings

as follows:
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Preferably, the first enteric coatihgsa pH of about 5.5 and comprises a

methacrylic acid copolymer dispersion. Preferably, the second entericgduasia

pH of about 6.75 and comprises a mixture of a methacrylic copolymer Type B and a
methacrylic copolymer Type A in a ratio of 3:1.

158 Patent col.2 l1.63-6fmphases added)Yhe only other time the inventors use the phrase “h
a pH of” is in claims 2 and 3. Moreover, the inventors never describe an embottiatdetines
the pH of the enteric coating; the inventors only disclose coatingdiisalve at specific pH
levels. Thus, the specification provides sufficient grounds for construing an otherwise noalsen
term. See, e.gAlA Eng’g Ltd. v. Magotteaux Int'l S/&57 F.3d 1264, 1276-77 (Fed. Cir. 2011)
(construing “solid solution” to avoid “a nonsensical result”).

Accordingly, because théaims are interpreted in light of the specificatid?hillips, 415
F.3dat 1313, the Court construes “enteric coating has a pH of” “about 5.5” or “about 6.75” to
mean"“ enteric coating is designed to release at a pH dfapproximately 5.5” or

“approximately 6.75.”
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IV.  CONCLUSION

In summary, and for the reasons stated herein, the Court construes the pgptiesd dis

terms as follows:

t

Patent Disputed Term Court’s Construction

8,461,187 | “wherein the first and second dose| “wherein release of the second dose of PP
are released from the dosage form &®m the dosage form begins a period of time
discreet pulses of the PPI separatedfter release of the first dose begins”
by a period of time”
“the second dose begins to be “release of the second dose begins betwee
released between 2 and 20 hours | hours and 20 hours after release of the firs
after the first dose begins to be dose begins”
released”

8,173,158 | “regardless of whether the patient | “without regard to food”

under fasted or fed conditions”

“wherein the changes in
pharmacokinetics . . . under fasting
or fed conditions does not produce
statistically significant changes in
intragastric pH”

“wherein the changes in pharmacokinetics
) when the patient is dosed without regard tg
food does not produce any statistically
significant differences in mean intragastric
pH and percentage of time that gastric pH
greater than 4. The term ‘statistically
significant’ means that the P value for the
pairwise comparis is less than 0.05.”

“enteric coating releases the proto
pump inhibitor from the solid
particle at a pH of” “about 5.0 to
about 5.5” or “about 6.2 to about
6.8”

“enteric coating is designed to release the

proton pump inhibitor from the solid particle

at a pH of” “approximately 5.0 to
approximately 5.5” or “approximately 6.2 tg
approximately 6.8.”

“enteric coating heia pH of” “about

5.5”" or “about 6.75”

“enteric coating is designed to release at a
of” “approximately 5.5” or “approximately

6.75.”

IT IS SO ORDERED.
Dated:June 6, 2014

LUCY
United
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