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IN THE UNITED STATES DISTRICT COURT
FOR THE EASTERN DISTRICT OF TEXAS
MARSHALL DIVISION
ALLERGAN SALES, LLC,
Plaintiff,
V. Case No. 2:12v-207-JRG

SANDOZ INC., ET AL., (Lead Case)

w W W W W W W W W

Defendants

MEMORANDUM OPINION AND ORDER

Before the Court are PlaintifAllergan Sales, LLC's(“Allergan”) Opening Claim
Construction Brief (DktNo. 232, Sandoz, Inc.Alcon Laboratories, Inc., Alcon Research, Ltd.,
and Falcon Pharmaceuticals, Ltd(eollectively, “Sandoz”) Reponsve Claim Construction
Brief (Dkt. No. 235, andAllergan's Reply Claim Construction Brie{Dkt. No. 238) The Court
held a hearing oMarch 2, 2016, to determine the proper construction of the disputed terms in
this case. Having considered the parties’ argumentsttandlaim construction briefing, the
Court issues this Memorandum Opinion and Order construing the disputed terms.

l. BACKGROUND

This is a case brought by Plaintidlergan under the provisions of the Hat¥idaxman
Act, alleging that Defendasitapplication for approval to markatgeneric version dAllergans
Combigan®product, and Defendasitproposed product, infringeUnited States Patent No
7,030,149 (“thé149 patent); 7,320,976 (“the976 patent”); 7,642,258 (“th&58 patent”); and
8,748,425 (“thé425 patent”) The’149 patent,titled “Combination of Brimonidine Timolol for
Topical Ophthalmic Use,” issuedon April 18, 2006. The '976 patentis similarly titled,

“Combination of Brimonidine and Timolol for Topical Ophthalmic Use,” and issuecpuoaly
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22, 2008.The’'258 and '425patens bear the same title and issued on JanGaRp10, and June
10, 2014, respectively In general,the patentsn-suit cncerncompositions comprising both
brimonidine and timololand methods of treating a patient exhibiting elevated intraocular
pressure(“IOP”) associated with diseases such as glaucoma or ocular hypertension with a
composition comprising both brimonidine and timolol.

The 149, '976, and’258 patents were previously construed by Judge T. John Ward of
this Court in a claim construction order involving the same parties to this litigafibergan,
Inc. v. Sandoz, Inc., el., No. 2:09¢v-97,2011 WL 1599049 (E.D. Tex. April 27, 201(Dkt.
No. 151,“Allergan | Markmafi). That prior litigation involving thél49, '976 and’258 patents
is referred to below aallergan I. The Courtissued its findings of fact and conclusions of law
on August 22, 2011, finding that Defendants’ generic versions of Con@ig#nnged the
asserted claims of those patents, and that those patents are not iAllahglan, Inc. v. Sandoz,
Inc., et al, 818 F. Supp. 2d 974 (E.Dex. 2011). Defendants appealed the Court’s decision that
the patents in that case were not invalid, Bhantiff appealed a portion of the Court’s claim
construction.OnMay 1, 2013, the Court of Appeals for the Federal Circuit reversed a portion of
this Court’s valiaty decision, finding that the asrted claims of U.S. Patent N 323,463 were
invalid as obvious. However, the Federal Cirapheld the validity of claim 4 of U.S. Patent
No. 7,030,149.

In separate litigation before this Court, Allergan aseerted two additional patents from
the same familyagainst SandoaJ.S. Patent Nos. 8,133,890 (“tlf&90 patent”) and 8,354,409

(“the '409 patent”). Allergan Sales, LLC v. Sandoz, Inc., etldb. 2:12¢€v-207 (E.D. Tex. April

! Because the '149 Patent expires on the same day as two other patents at isswase tfand this onethe '976
and '258 patents-and because as a result of the Federal Circuit's affirmance of claim 4 of the "B, pat
Defendants would be unable tonket their generic versions of Combignntil April 19, 2022, the Federal Circuit
did not address the validity of the claims of the '976 and '258 patents.
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13, 2012). That litigation is referred to below a&llergan Il. On September,32013, this Court
construed certain terms of tlf890 and '409patents following briefing and a hearingllergan
Sales, LLC v. Sandoz, Inc., et,dllo. 2:12cv-207 (E.D. Tex. Sept. 5, 2018Pkt. No. 171,
“Allergan Il Markmari). In sodoing, the Court considered thiim construction irAllergan |,
but reached a different construction as to the terms “brimonidine” and “timé\detgan Il was
stayed pending the appealAfiergan I.

On January 23, 2015, Allergan received notice that Sandoz had filed an amendment to its
ANDA No. 91-087. Allergan subsequently filed suit against Sandoz, alleging infringement of
the 149, '976, '258and 425 patents. Allergan Sales, LLC v. Sandoz Inbdlo. 2:15cv-347
(E.D. Tex.) Following initiation of the instant litigation, the Court consolidatedith Allergan
.

. LEGAL PRINCIPLES

It is understood that “[a] claim in a patent provides the metes and bounds of the right
which the patent confers on the patentee to exclude others from making, using ortiselling
protected invention.”Burke, Inc. v. Bruno Indep. Living Aids, In¢83 F.3d 1334, 1340 (Fed.
Cir. 1999). Claim construction is clearly an issue of law for the court to debdekman v.
Westview Instruments, In&2 F.3d 967, 9A¥1 (Fed. Cir. 1995) (en bang@if'd, 517 U.S. 370
(1996).

To ascertain the meaning of clainesurts look to three primary sources: the claims, the
specification, and the prosecution historylarkman 52 F.3d at 979. The specification must
contain a written description of the invention that enables one of ordinary skill irt toenaake
and use the inventiond. A patent’s claims must be read in view of the specification, of which

they are a part.ld. For claim construction purposes, the description may act as a sort of



dictionary, which explains the invention and may define terms usétkiglaims. Id. “One
purpose for examining the specification is to determine if the patentee has linsitecbfie of
the claims.” Watts v. XL Sys., In232 F.3d 877, 882 (Fed. Cir. 2000).

Nonetheless, it is the function of the claims, not the specification, to set forth theolimits
the patentee’s invention. Otherwise, there would be no need for cl&RisInt’l v. Matsushita
Elec. Corp, 775 F.2d 1107, 1121 (Fed. Cir. 1985) (en bard)e patentee is free to be his own
lexicographer, but any special definition given to a word must be clearljodbtin the
specification. Intellicall, Inc. v. Phonometrics, Inc952 F.2d 1384, 1388 (Fed. Cir. 1992).
Although the specification may dicate that certain embodiments are preferred, particular
embodiments appearing in the specification will not be read into the claims whelaithe ¢
language is broader than the embodimeBiectro Med. Sys., S.A. v. Cooper LifeeBcs, Inc,

34 F.3d 1048, 1054 (Fed. Cir. 1994).

This Court’s claim construction analysis is substantigllided by the Federal Circuit's
decision inPhillips v. AWH Corporation415 F.3d 1303 (Fed. Cir. 2005) (en banc)Plmllips,
the court set forth several guideposts that courts should follow when construing claims.
particular, the court reiterated that “the claims of a patent define the inventioshi¢h the
patentee is entitled the right to exclude.” 415 F.3d at 1312 (quiothaya/Pure Water, Inc. v.
Safari Waer Filtration Sys, Inc,, 381 F.3d 1111, 1115 (Fed. Cir. 2004)). To that end, the words
used in a claim are generally given their ordinary and customary meddin@he ordinary and
customary meaning of a claim term “is the meaning that the term wawel to a person of
ordinary skill in the art in question at the time of the invention, i.e., as of theiafféthg date

of the patent application.”ld. at 1313. This principle of patent law flows naturally from the



recognition that inventors are usually persons who are skilled in the field of theiamvand
that patents are addressed to, and intended to be read by, others skilled in the pattitadilar
Despite the importance of claim terniillips made clear that “the person of ordinary
skill in the art is deemed to read the claim term not only in the context of the particutaircla
which the disputed term appears, but in the context of the entire patent, including the
specification.” Id. Although the claims themselves may provide gowk as to the meaning of
particular terms, those terms are part of “a fully integrated written insttumeéd. at 1315
(quotingMarkman 52 F.3d at 978). Thus, tihillips court emphasized the specification as the
primary basis for construing the claimil. at 1314-17. As the Supreme Court stated long ago,
“in case of doubt or ambiguity it is proper in all cases to refer back to the descppttions of
the specificabn to aid in solving the doubt or in ascertaining the true intent and meaning of the
language employed in the claimsBates v. Cog98 U.S. 31, 38 (1878). In addressing the role
of the specification, thd>hillips court quoted with approval its earlier observations from
Renishaw PLC v. Marposs Societa’ per Azidhi8 F.3d 1243, 1250 (Fed. Cir. 1998):
Ultimately, the interpretation to be given a term can only be determined and
confirmed with a full understanding of what the inventors actually inventdd an
intended to envelop with the claim. The construction that stays true to the claim

language and most naturally aligns with the patent’s description of the invention
will be, in the end, the correct construction.

Phillips, 415 F.3d at 1316. Consequently,Phillips emphasized the important role the
specification plays in the claim construction process.

The prosecution history also continues to play an important role in claim inadiqgmet
Like the specification, the prosecution history helps to demonstrate how the inventor and the
Patent and Trademark Office (“PTO”) understood the patddt.at 1317. Because the file

history, however, “represents an ongoing negotiation between the PTO and the appliceyt,”



lack the clarity of the specification atttlis be less useful in claim construction proceedihds.
Nevertheless, the prosecution history is intrinsic evidence that is releviluet determination of

how the inventor understood the invention and whether the inventor limited the inventimn duri
prosecution by narrowing the scope of the clairtts; see Microsoft Corp. v. Muliiech Sys.,

Inc., 357 F.3d 1340, 1350 (Fed. Cir. 2004) (noting that “a patentee’s statements during
prosecution, whether relied on by the examiner or not, are relevelair interpretation”).

Phillips rejected any claim construction approach that sacrificed the intrinsic record in
favor of extrinsic evidence, such as dictionary definitions or expert testimbheen banccourt
condemned the suggestion madelleyas Digital Systems, Inc. v. Telegenix,,|1868 F.3d 1193
(Fed. Cir. 2002), that a court should discern the ordinary meaning of the claim(tieroogh
dictionaries or otherwise) before resorting to the specification for ceitaited purposes.
Phillips, 415 F.3d at 13124. According toPhillips, reliance on dictionary definitions at the
expense of the specification had the effect of “focus[ing] the inquiry on theebsteaning of
words rather than on the meaning of claim terms within the contekeqddtent.” Id. at 1321.
Phillips emphasized that the patent system is based on the proposition that the claims gover onl
the invented subject matteld.

Phillips does not preclude all uses of dictionaries in claim construction proceedings.
Insteadthe court assigned dictionaries a role subordinate to the intrinsic record. In oloihg s
court emphasized that claim construction issues are not resolved by any magiafoThe
court did not impose any particular sequence of steps for a court to follow when it considers
disputed claim languageld. at 132325. RatherPhillips held that a court must attach the
appropriate weight to the intrinsic sources offered in support of a proposed claimuciomst

bearing in mind the general rule that th&ims measure the scope of the patent grant.



[I. CONSTRUCTION OF AGREED TERMS

The Courtherebyadopts the following agreed to constructions:

Term

Patent Claims

Agreed Construction

“% ... by weight”;
“% by weight”;

149 patent claim 4
'976 patent claim 1

“ratio of the weight of the ingredient in
question divided by the total volume of the

“% ... (wlv),” | 258 patent claims 43, 7-9 | solution, with this ratio expressed as a
“%” '425 patent claim 1 percentage”

“a single 149 patent claim 4 plain and ordinary meaning
composition”

“about” '976 patent claim 1 “approximately”

“brimonidine '258 patent claim 4 plain and ordinary meaning

tartrate” '425 patent claim 1

“timolol maleate”

'258 patent claim 4

plain and ordinary meaning

“timolol free base”

'425 patent claim 1

plain and ordinary meaning

“as compared to
the administration
Of”

'425 patent claim 1

plain and ordinary meaning

“the affected eye”

'976 patent claim 1
'425 patent claim 1

“an eye exhibiting elevated intraocular
pressure”

(Dkt. No. 229at 1,“Joint Claim Construction and Prehearing Statefh@&wec. 9, 2015.)

V.

a. “brimonidine”

CONSTRUCTION OF DISPUTED TERMS

Plaintiff's Proposed Construction

Defendants’ Proposed Construction

“brimonidine tartratée

“the chemical compound brimonidine,
including its free base anthrtratesalt form$

(Joint Claim Construction and Prehearing StatententA.) The term appears in claim 4 of the

'149 patent, claim 1 of th®76 patent, and claims 1, 4 and 7 of the 'pa8ent®

2 Because the patents share a common specification, reference is made herein $oghtett4pefication.
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I. The Parties’ Positions

Allergan submitsthatthe term “brimonidine” should be construed to mean “brimonidine
tartrate” as it was for the same patentsAhlergan|. See(Allergan | Markmai). Allergan
argues that issue preclusion bars Sandoz from seeking a different construction of this term
(and others) because Sandoz previously litigated the construction of “brimonidiree’other
terms) in these same pateatdd received final judgmentAllergan also argues that the patent
specification epgressly defines “brimonidine” as “brimonidine tartrate,” providing the full
chemical name for brimonidine tartrate and a chemical drawing of the compdd®d?atent at
1:39-53 Allergan further argus that brimonidine tartrate is the form of brimonidinsed in
Examples 1 and 2 of the '14@tent

Sandoz responds that issue preclusion does not bar it from now seeking a different
construction of brimonidine (and other terms) because the factors required for ssusiqn
are not met here. Sandoz further argues that the Court, in its discretion, shoule wethd
issue preclusion even if each of the required factors is found. Salsdcargues that the Cosrt
construction of “brimonidine” inAllergan Il for the ‘890 and 409 patents as “the chacal
compound brimonidine, including its free base and tartrate salt forms” should be apgdied he

In support, Sandoalso points to claim 4 of the258 patent, dependent from claim 1,
which further defines the brimonidine in claim 4 as “brimonidingatet” Sandoz argues that
under thedoctrine of claim differentiation, brimonidine in claim 1 of tR&8 patent (and the
other independent claims) must include more than just brimonidine tar&kateMed. Sys., Inc.
v. Biolitec, Inc, 618 F.3d 1354, 1360 (Fed. Cir. 2010). Sandoz also points to patents cited in the

“Background” section of the patent specification, arguing thase prior art patents describe



brimonidine as including salt or free base forms. Finally, Sandoz argue$dhatosecutio
history of the subsequently issued 890 patent supports its position.
il. Analysis
1. Issue Preclusion

Under Fifth Circuit law® issue preclusion applies whef&) the identical issue was
previously adjudicated; (2) the issue was actually litigated; and (F)réweous determination
was necessary to the decisioRace v. Bogalusa City Sch. B403 F.3d 272, 290 (5th Cir.
2005);see alsdn re Freeman30 F.3d 1459, 1465 (Fed. Cir. 1994).

Sandoz specifically argues that issue preclusion is not approprtate instance because
(1) the identical issue was not previously adjudicated due to the fact that teeupias history
and the accused product have changed #dlisrgan I, making this a different issue from that
which was previously adjudicated; (2)etherm“brimonidine” wasnot actually litigated due to
the fact thathe construction of “brimonidine” was the subject of a stipulatiprihe partiesn
Allergan [, and (3) theconstruction was not “necessary to the decision” due to the fact that the
corstructionwas notexplicitly used to determine issues of validity.

Regardiny the first factor, Sandaargues that the facts before this@t are not identical
to those presented during thdlergan | Markman and thus, issue preclusion would be
inappropriate here.See In re Freeman30 F.3d at 1465. Specifically, Sandoz argues that
changes in the prosecution history (by virtue of subsequently issued patentbpagds tats

product have resulted in issues thatreotidentical to thse inAllergan L

% Because issue preclusion is a procedural matter, Fifth Circuit laveajhydie.See Bayer AG v. Biovail Car279

F.3d 1340, 1345 (Fed. Cir. 2002).

* Under Federal Circuit law, the same three factors applfouth factor that there was full and fair opportunity
to litigate the issue in the previous actidsm also relevant under Federal Circuit lakreeman 30 F.3d at 1465.
Under that law, the Court finds that there wasAllergan |, a full and fair opportunity to litigate consttion of

each of the four disputed terms as to which issue preclusion is allegdiegan.
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Sandoz is correct that prosecution history plays an important role in claim itdggore
The prosecution history is intrinsic evidencelevant to determing how the inventor
understood the invention and whetlilee inventor limited the invention during prosecution by
narrowing the scope of the claim&ee Microsoft Corp. v. MulTech Sys., In¢ 357 F.3d at
1350(noting that “a patentee’s statements dupngsecution, whether relied on by the examiner
or not, are relevant to claim interpretation”)In support of its argument that subsequent
prosecution history is relevant to issue preclusion, Sandoz @Gakten Bridge Techlinc. v.
Apple Inc, 937 F. Supp. 2d 490, 496 (D. Del. 2013). GQolden Bridge Techhowever, the
patentsin suit underwent reexamination, canceling new claims and adding others, which
occurredafter the conclusion of the original litigationld. at 493, 496. Here, by contrate
prosecution history of thd49, '258 and’976 patens did not change. Rather, Sandoz cites
the prosecution of the subsequently issi830 patent. But, as Wergan correctly notesthe
relevant portions of the '890 patent’s prosecution history were avaitadne than a yearior to
the briefing and issuance of th&llergan | claim constructions. Therefore, with respect to
the’890 patent’s prosecution history, the relevant portions that were available parties and
the Qurt inAllergan| are the same as those available to it nbwother words, the prosecution
history did not change.

Furthermore, Sandoz does not provide any specific information from the prosecution
history of the’409 or '425 patents that would provide a different construction of any of the
disputed terms. The only evidence offered by Sandoz of the effects of the new aadlyalleg
differing prosecution history is that thiso@rt previouslyfound when construing thé890

and '409patents, thathe prosecutiomistoryof the’425 patent (which was pending at the time)
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provided “some evidenceegarding the patentee’s understanding of the term ‘brimonitiine.’
Thatevidence, cited in a footnote in tAdlergan Il Markman was not central to that decisjon
and in any eventis cumulative of the evidence from the ‘890 patent prosecution history
Therefore, the Gurt finds this argument unpersuasive.

Sandoz next argues that becautse product has changed sincddlergan |, claim
constructionis now a different issue than that previously decidéde change in its product is
apparently to omit the word “glaucoma” from the approved uses in its proposedct label.
Other than this amendment, Sandoz’s product has not chandée. active ingredients,
formulation and other aspects remain identical to those at issdiengan |.

The urt also finds this argument unpersuasive. Regardless of whether Sandoz’s
product has changethe Federal Circuit has made clgaat“[a] claim is construed in the light
of the claim language, the other claims, the prior art, the prosecution history,h@and t
specificationnot in light of the accused device . claims arenot construed ‘to cover’ or ‘not to
cover’ the accused devicelThat procedure would make infringement a matter of judicial whim.
It is only after the claims have beaonstrued without reference to the accused device that the
claims, as so construed are applied to the accused device to determine infrifigBRiehrt]1.,

775 F.2dat 1118(emphasis in original).

The status and contours of Sandoz’s product may be “kept in mind” during claim
construction but only because ‘it is efficient to focus on the construction of only the dispute
elements or limitations of the claimdlowever, the construction of claims is simply a way of
elaborating the normally terse claim languageorder to understand and explain, but not to

change, the scope of the claimsScripps Clinic & Research Found. Genentech, Inc927

®The Court declined to rule in th&llergan Il Markmanwhether the prosecution history of the '425 patent was
intrinsic or extrinsic evidence to the constrantof the '409 and '890 patents.
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F.2d 1565, 1580 (Fed. Cir. 1991)hus, the Court rejects Sandoz’s argument that the change to
its label makes claimonstruction a different issue th#ratdecided in théllergan | Markman.
That this label change might provide grounds for Sandodigpute infringement is also
irrelevant to claim construction. Claims are construed the same way for wadidd
infringement. Seeg e.g, Source Search Tech&LC v. LendingTree, LL(G88 F.3d 1063, 1075
(Fed. Cir. 2009)C.R. Bard, Inc. v. M3 Sys., Ind57 F.3d 1340, 1363 (Fed. Cir. 199&or
these reasons, the first prong of issue preclusion is met here.

Sandoz next argues that because the term “brimonidine” was stipulated ¢ogdayttes
in Allergan |, theterm wasot litigated as requirefdr issue preclusionSee In re Freemai30
F.3d at 1465 Allergan argues thaio “stipulation” was filed, although it admits that the parties
did agree to a constructiollerganfurther argues that despite that agreenisstie preclusion
applies because in tiddlergan | Markmarthe Court independently analyzed the evidence, and
thereforethe term was litigated.

A review of theAllergan Irecord reveals thatllergan and Sandoaxpressly “agreed” on
the construction of the term “brimonidingDkt. No. 112in Allergan lat 2, “Allergan | Joint
Claim Construction Chaft,Oct. 27, 201Q. In the Allergan | Markman the Gurt noted the
parties’ agreement and found the parties’ proposed construction to be consistehewi
intrinsic evidence.(Allergan | Markmanat 8) Nowhere did Sandoz argue a term contrary to
Allergan’s proposal, and thus there was not full briefing of this issue, nor a futlidpear

Allergan incorrectly focuses othat fact thatthe Court independentlyconfirmed the
constuction of the term “brimonidinefn the Allergan | Markman. Allergan argues that this
shows that thassue wasactually litigated. Allergan is wrong. This requirement of issue

preclusionis satisfied wherethe parties to the original actialsputed the issue and the trier of
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fact decided it.” In re Freemarat 1466 (emphasis added)n Allergan |, Sandozand Allergan
did not disputethe construction of the term “brimonidifieand, accordingly,there wasno
dispute that the Court decided. For this reasonCihat finds ttat the second prong of the
doctrine of issue preclusion has not been het Regardng the term “brimonidine,” issue
preclusion is not appropriate.

As to the third prong of the test, Sandoz argues that the construafidthe term
“brimonidine” was not essential to judgment because the only issue tried toothitswas
validity. The Court, however, entered judgments on both infringement and validity. (Dkt. No.
262 inAllergan |, “Allergan | Final Judgment and Injunctg’ Aug. 25, 2011.Even if validity
wasthe only issue tried, Sandoz has not provided any evidence that the disputed terms wer
relied uponand at least implicitly essential the validity decision. Sandoz provides only the
Feder&Circuit's decisiom and allegesion+eliane on the disputed terms. This Court, however,
in finding both infringement and invalidity, did not expressly state that such temns
irrelevant or noressential. Rather, this court expressly found infringement of claims which
included the term “brimonidine’and determined validity based on prior art that included
teachings regarding brimonidinéd.

Further, as the Federal Circuit retated‘it is important to note that the requirement that
a finding be ‘necessary’ to a judgment does not mean that the finding must be sotlatgcial
without it, the judgment could not stand. Rather, the purpose of the requirement is to prevent the
incidenta or collateral determination of a nonessential issue from precluding recatsidesf
that issue in later litigation."Mother’s Rest Inc. v. Mamas Pizza, InG.723 F.2d 1566, 1571
(Fed. Cir.1983) Claim construction is not incidental or ressential to issues of validity and

infringement. Indeed, it is the first step in the process of deciding those issues. olinge C
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therefore, fimls that the construction of the term “brimonidine” was at least implicitly essential to
the judgment irAllergan L

For the reasons previously statadto the term “brimonidine,” thidentical issue was
previously litigated and that term was essential to tlmelgment inAllergan L However,
because the term “brima@hine” was not actually litigated iAllergan |, Sandoz is not precluded
from now contesting construction of that terifihe Courtis aware oho additional authority that
requires it to apply issue preclusion to this tei®ee also Tex. Instruments, ImcLinear Techs.
Corp, 182 F. Supp. 2d 580, 589 (E.D. Tex. 20@)ye Calypso, Inc. v. Groupon, In@3 F.
Supp. 3d 575, 583 (E.D. Tex. 2015).

2. Construction

Turning to the construction of the term “brimonidinelfet’149 patent states that
“[b]Jrimonidine is an alpha adrenergic agonist represented by the following fotrantdt then
provides a chemical structure for brimonidine tartratd49 patent at col. 1,1 39-50 The
patent specification goes on to state that the “chemical name for brimonidii&rosnd-6-(2-
imidazolidinylideneamino) quinoxaline-tartrate.” '149 patentat ol. 1, I. 52-53. To act as its
own lexicographer, a patentee must “clearly set fortefanition of the disputed claim term”
other than its plain and ordinary meani@§S Fitness, Inc. v. Brunswick Car@88 F.3d 1359,
1366 (FedCir. 2002). It is not enough for a patentee to simply disclose a single embodiment or
use a word in theame maner in all embodiments; insteatie patentee must “clearly express
an intent” to redefine the ternHelmsderfer v. Bobrick Washroom Equip., Jri27 F.3d 1379,
1381 (FedCir. 2008) The Federal Circuit has described the standard for determiningewheth
an inventor has provided such clear intent as “exactiigpdrner v. Sony CompuEntm’t Am,

LLC, 669 F.3d 1362, 1366 (Fed. Cir. 2012).
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Allergan argues that the description set forth above is such an express definition.
However, inAllergan I1, this Court found that such language in the countergan patenf did
not clearly rise to the level of lexicography atetlinedto find thatthe cited language meets this
“exacting” standardand thuslimits the understanding obne skilled in the art othe term
“brimonidine” only to “brimonidine tartrat& (Allergan Il Markmanat 7~13.) In addition,the
prosecution history of th8890 patent demonstrated that Allergan itself did not view this as a
clear definition rising to the level of lexicography. Rather, that prosecutidarnhisat a
minimum, strongly suggests that the patentees clearly understood thébtenonidine’ to
encompass at least brimonidine tateérand brimonidine free base(ld. at 11) The Court also
relied on the fact that thepecificationdemonstrated that Allergan “knew how to write the words
“brimonidine tartrate” when it wanted to use that terfAllergan Il Markmanat 10, n.3.) It did
not do so in the claims at issue hefghe specification angrosecution history of #hrelated
'890 patent arestrongly suggestive that the term brimonidine encompasses more than simply
brimonidine tartrate.

Similarly, in the Allergan 1l Markman the Court addressed and rejectelhintiff’s
argument thatoecausdrimonidine tartrate is the form of brimonidine used in examples 1 and 2
of the’890 patent the claims are so limitedlt did so in part because particular embodiments
appearing in the specification are generally not read into the claiBee, e.g.Speialty
Composites v. Cabot Carp845 F.2d 981, 98TFed. Cir.1988) (refusing to limit the term
“plasticizer” to external plasticizers). It also rejected that argument becauseatdr@ p
specification, througlcitation to prior art patentsdemonstratedhat “brimonidine” has an

accepted scientific meaning that included its salt and free base f¢Atergan [l Markmanat

® The '890 patent issued from a continuation application from the patenii.inThiey share the same specification
and common parentage.
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10-11 ¢iting Glaxo Wellcome, Inc. v. Andrx Pharm#nc, 344 F.3d 1226, 1238ed. Cir.

2003) (“Whena claim term has an acceptedestific meaning, that meaning is generally not
subject to restriction to the specific examples in the specificgfign Finally, the Court found

that Allergan had offered no compelling reason why one chemical compound, brimonidine,
should beinterpreted as limited to a particular brimonidine salt, while another chemical
compound, timolol, should be interpreted as “timolol free Ba3bde description of both
compounds in the specification and usage in the claiassubstantially similar, anché Court

could discern no clear reason why the two compounds should be construed in such different
mannes. (Allergan Il Markmanat 11, n.4.)These reasons are equally applicable here.

Sandoz also argues that the doctrine of claim differentiation further supports its
constructionhere citing to claim 4 of thé258 patent, which dependsom claim 1. Claim 1
defines a “composition comprising 0.2% brimonidine (w/v) and 0.5% timolol (w/v) in aesing|
composition.” Claim 4 recites the “composition of clalmvherein brimonidine is brimonidine
tartrate and timolol is timolol maleateUnder that doctrine, a dependent claim is presumed to
have different scope than the claim from which it deperiisaft Foods, Inc. v. Int Trading
Co, 203 F.3d 1362, 1366 (Fed. Cir. 2000). eToctrine is based on “the common sense notion
that different words or phrases used in separate claims are presumed to ihdictite tlaims
have different meanings asdope.”Karlin Tech. Inc. v. Surgical Dynamics, Ind77 F.3d 68,
971-72 (FedCir. 1999). “To the extent that the absence of such difference in meaning and scope
would make a claim superfluous, the doctrine of claim differentiation statesethengption that
the difference between claims is significanfdndon Corp. v. U.S. IitTrade Comrim, 831
F.2d 1017, 1023 (FedCir. 1987). Here the doctrine of claim differentiation clearly raises the

presumption that the term “brimonidine” as used in claim 1 of'268 patent must have a
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separate meaning than simply brimonidine tartr&@ee also Phillips415 F.3d at 1314 (claims
referring to steel baffles strongly implies that the term “baffles” does hetenty mean objects
made of steel).

Thus, as in the Allergan 1l Markman the Court construes the term “brimonidine”
according to its plain and ordinary meaning, the chemical compound brimonidine, including both

its free base and salt forms.

b. “timolol”
Plaintiff's Proposed Construction Defendants’ Proposed Construction
“timolol free base” “timolol free base, timolol tartrate, or timolol
maleate”

(Joint Claim Construction and Prehearing StatententA at 6) The term appears in claim 4 of
the’149 patent, claim 1 of th®76 patent, and claims 1, 4 and 7 of the "pagent.
i. The Parties’ Positions

Allergansubmits that the term “timolol” should be construed to mean “timolol free base,”
as it was for the same patentsiferganl. See(Allerganl Markmanat 13-16.) Allergan again
argues that mue preclusion bars Sandoz froiww seeking a different construction of this term.
Allerganalso argueshat the patent specification explains tteaformulate the claimed solution,
timolol maleate 0.68% (w/v) is used to achieve a concentration of 0.5% timolol innthe fi
solution, because 0.68% timolol maleate is “equivalent to 0.5% (w/v) Timololb&se” citing
to, e.g.,the "149patent at Example |Allergan further argues that using 0.5% timolol maleate
would result in a final solution of less than 0.5% timol@&ccordingly, Allergan explains, the
0.5% timolol used in the claims must refer to timolol free base.

Sandoz again responds that issue preclusion does not bar it from now seeking a different

construction of timolol because the factors required for issue preclusion are hdterae
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Sandoz also argues that the Court’s constructiotirmbfol” in the Allergan 1l Markmanfor the
'890 and’409 patents asthe chemical compountimolol, including its free basenaleate salt,
and tartrate salt formshould be applied here.

In support, Sandoz again argues the doctrine of claim differentiation, andpagésto
claim 4 of the’258 patent, which recites that for that dependent claim, “timolol” is “timolol
maleate.” Sandoz points as well to theepaispecification, which it says uses “timolol” to refer
to both timolol maleate and free basé&nd, as above with the term “brimonidine,” Sandoz
argues that the prosecution history of the subsequent '890 patent supports it intempretati

il. Analysis
1. Issue Preclusion

The parties arguments regarding issue preclusion are substantially similar to those for
the term brimonidine, and the Court reaches the same conclusions here. Constructiomrof the te
“timolol” is an identical issue to thaaisedin Allergan I. The subsequent prosecution history of
the ’890, '409 and’425 patents does not alter that conclusion. Likewise, Sandoz’'s argument
regarding the change to iggoduct is unavailing with respect to the term “timoloMhile in
Allergan | the partiesinitially disputed construction of “timolol” as used in the claims of
the '149, '976 and '463 patentfAllergan | Joint Claim Construction Chaat 2, Sandoz stated
in its briefing that it agreed “with Allergan that the term ‘timolol’ as used in '2&8 patent
should be construed to mean ‘timolol free base.” (Dkt. No. 128llergan | at 14, ‘Sandozs
Allergan I Claim Construction Brief Dec. 22, 2010.) Although a separate defendant did dispute
that constructiorand log, making this a closer case, there was no dispute between Sandoz and
Allergan that was ultimately litigated and decideHinally, the Court finds that the construction

of “timolol” was essential to the final judgment on validity and infringemerigaa implicitly.
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Because all of th&actors required for issue preclusion are not met here, Sandoz is not precluded

from seeking an alternative construction of the term “timolol.”

2. Construction

The '149 patent states that “[t]imolol is a beta adrenergic agent represented by the
following formula,” then presenting the chemical structure of timolol maledt49 patentat
col.l, I. 54 to col. 2, I 5. While Allergan argues that similar language used tosdebe
brimonidine means that brimonidine must mean “brimonidine tartriatégesnot argue that the
chemical structure provided for timolol maleate also defines the term “timoks.the Court
found inthe Allergan Il Markman this inconsistency underinesAllergan’s positions regarding
the construction of both “timolol” and “brimonidine.”

Allergan further argues that timolol free base is the correct interpretat@n“timolol”
because the 0.5% w/v limitation in the claims corresponds to the amount of timolblafee
used in the combination of the claimed method&gain, as explained irthe Allergan Il
Markman while this may bdhe casegit does not explain the inconsistenogtween Allergan’s
constructions of brimonidine and tatel. Thereis no compelling reason why the two terms
should @ interpreted inhe different mannerallergan suggests

Moreover, as discussed above, claim 4 of #%8 patent further defines thentolol of
claim 1 as including “timolol maleate.” Thusder the doctrine of claim differentiatiariaim 1
of the'258 patent must be interpreted in a way tisatlifferent than, buencompassesimolol
maleate. Limiting the term“timolol” to the “freebase” in claim 1 of thé258 patent would
seemingly exclude salt forms, such as timolol maleate. As explaingdeiAllergan Il
Markman the breadth of the term timolad also shown by the prosecution history of ‘B@0

patent ThereAllergan presented a claim (28) readirféx method according to claim 26,
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wherein thetimolol is selected from the group consistingtiofiolol tartrate, timolol maleate, and
timolol free base.” This prosecution historgertainlysuggests that the patentees undethe
term ‘timolol” to encompass each of these fornfseee.g, Phillips, 415 F.3d at 1314uge of
term “steel baffle$ strongly implies that “baffles” does not inherently mean objects made of
steel).

Accordingly, theCourt construes the terntirholol” according to its plain and ordinary
meaning, the chemical compoutngholol, including bothts free base and salt forms.

c. “reducing the number of dailytopical ophthalmic dose$

Plaintiff's Proposed Construction Defendants’ Proposed Construction
The termshould be construed as it was in “adjusting downward the number of daily
Allergan I,to have its plain and ordinary topical ophthalmic doses”
meaning.

(Joint Claim Construction and Prehearing Statement, Ex. A gfTtke term appears in claim 4
of the "149patent.
I. The Parties’ Positions

Allergan again argues that this term was construgdl@ngan Ito be given its plain and
ordinary meaning and accordingly, Sandoz is precluded from now seeking a different
constrution. More specifically, according tAllergan in Allergan | Sandoz argued that the
term meant “reducing the number of daily ophthalmic doses from 3 to 2 times aldd\tfid
Court rejected that argumerllergan | Markmanat 2011 WL 159904t *17), and therefore,
that issue preclusion applies.

Sandozasserts that it is not precluded, and that consistent with the Court’s prior plain

meaning construction, claim 4 requires an actual reduction in the number of daily doses fr

" As explained inllergan |1, that Allergan disclaimed the ultimately issued claiith the same language does not
erase this prosecution historpllergan Il at 12, 16. As further pointed out by Sandoz, Allergan did not disclaim
claim 4 of the 258 patent.
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three to two times a dayin other words, Sandoz argues that the claim requires that “a person
would need taadministerthe recited fixed composition twice daily to a patient who previously
received brimonidine three times daily.” Thus, according to Sandoz, claim 4 haspadirste
a reducing ste@nd secondan administering step.
il. Analysis
1. Issue Preclusion

For the same reasons articulated more fully above the issue here is identicat t
presented illergan I. The same claim term was the subject of construction. Sandoz points to
no specific prosecution history from the subsequently issued patents that is reld@t@nissue
In addition, as discussed above in more detail, that Sandoz has amended its proposediabel has
bearing on the issue of claim constructiowhile in Allergan Ithe ultimate disputbetween the
parties at trial and on appdalused on validity, rather than infringement, it is “axiomatic that
claims are construed the same way for bo#alidity and infringement.”Source Search Techs.
588 F.3dat 1075. That Sandoz has amended its proposed product label doeskeothe
construction of this term a different issue than that decidédlengan I

Unlike the terms “brimonidine” and “timolol,” it is clear th&andoz disputed, briefed,
and arguedconstruction ofthe term “reducing the number dhily topical ophthalmic doses.”
Specifically, Sandoz argued that the term should be construed to mean “reducing theafumber
daily ophthalmic dees from 3 to 2 times a day.” The Court rejected that constructae
(Allergan | Markmanat 20-24.) Thereforethe termwas actudy litigated for purposes of the
second prong of the doctrine of issue preclusion. That Sandoz now proposes a slighdgtdiff

construction from that it previously pfefed is irrelevant.
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Sandoz offers no unique argumeatto why the termreducing the number of topical
ophthalmic doses” as not at least implicitly essential to thisuet’s prior judgments on validity
and infringementor to the Federal Circuit's deton Indeed, a review othis Court’s opinion
in Allergan | shows that reduction in daily dosing was an important factor distinguishing the
claimed invention from the prior artAllergan |, 818 F. Supp2d at 1005the prior art “fails to
disclose a method of reducing brimonidine treatment from three times a day tatdegdoy
using a fixed combination”)gee also idat 1008 (‘Specific to claim 4 of thél49 patent, nothing
in DeSantis discloses that reducihg dose of brimonidine from three times a day to two times a
day through a fixed composition of brimonidine and timolol can maintain the effmfathe
brimonidine treatment.”)1009 (“DeSantis does not disclose a method of reducing the dose of
brimonidine from three times a day to two times a day without losing efficacy in the treatment of
glaucoma.”). Likewisethe Federal Circuit’s opinion demonstrates that the reduction in daily
dosing without loss of efficacjo be akey factor distinguishing claim 4ver the prior art.
Allergan 726 F.3d at 12934. Therefore, for theéeasons stated previously, the Court finds this
argument unpersuasive and views the construction of the term “reducing the numbecadf topi
ophthalmicdoses” to be essential to theor judgment.

Accordingly, the Court determines that as to this claim term, the issue is 1) atlémtic
that previously adjudicated; 2) was actually litigated; and 3) was r@gdssfinal judgment in
Allergan | Sandoz isthereforeprecluded from seeking a differecbnstructionthan that set
forth by the Court inAllergan . See Parklane Hosiery Co. v. Shod89 U.S. 322, 3361
(1979) (acknowledging the broad discretion awarded to courts when applying issusipngcl
However, everif the Courthad found that Sandoz was not so precluded, the @auid reach

the same conclusion asAlergan 1
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2. Construction

In general, prior claim construction proceedimgglving the same patenis-suit are
“entitled to reasonedleference under the broad principals of stare decisis andjdals
articulated by the Supreme CourtMarkman eventhough stare decisis may not be applicable
per se.”Maurice Mitchell Innovations, LP v. Intel CargNo. 2:04cv—450,2006 WL 1751779,
at *4 (E.D.Tex. June 21, 2006) (Davis, Jsge TQP Development, LLC v. Intuit |ndo. 2:12
CVv-180,2014 WL 2810016, at *6 (E.Drex. June 20, 2014) (Brysod,) (“[P]revious claim
constructions in cases involving tekame patent are entitled to substantial weight, and the Court
has etermined that it will not depart from those constructiabsent a strong reason for doing
s0.”); see also Teva Pharm. USA, Inc. v. Sandoz, I85 S.Ct. 831, 8390 (2015) (“prior
cases will sometimes beinding because of issue preclusion and somstimi serve as
persuasive authority”) (citation omitted).The Court nonetheless conducts an independent
evaluation during claim construction proceedin§ee, e.g.Texas Instruments, Inc. v. Linear
Techs. Corp 182 F.Supp. 2dat 589-90;Burns, Morris& Stewart Ltd. P’ship v. Masonite Init’
Corp., 401 F.Supp.2d 692, 691E.D. Tex. 2005);Negotiated Data Sols, Inc. v. Apple, .Indo.
2:11-€v-390, 2012 WL 6494240, at *5 (E.Dex. Dec. 13, 2012).

In the Allergan | Markman the Court rejected a similar argumenthe onethat Sandoz
now makes Even if Sandozwas not precludedrom relitigating this issue, the Court would
accord itsprior decision onthe samedisputed claim term substantial weight. In addition,
nothing in the claims themselves, the patent specification, or the prosecution tagtorgs, as
Sandoz arguesan actual reduction in the number of daily topical ophthalmic doses of 0.2%
brimonidine from three to two times a day(Dkt. No. 235 at 19, “Sandoz Responsive Claim

Construction Brief Feb. 3, 201§ Sandoz’s construction would require, in its own words, that
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to practice the claimed method, “a person would needadminister the recited fixed
composition twice daily to a patient who previously received brimonidine three diags Id.
(emphasis in original).Nothing in theintrinsic evidence requires such a step or such an actual
reduction®

Both parties agree that the preamble to claim 4 is an actual limitation on the claim.
Sandoz argues &h the claim requires two stepdirst, a reducing step, and seconan
administering step. Allergan, on theéhet hand, argues that the claiequires only theisgle
step of administering a single composition comprising brimonidine and timolol ataineed
concentrations. The claim language itself states that “said method conagiisgsstering said
0.2% brimonidine by weight and 0.5% timolol by weight in a single composition.” Nothing i
the claim preamble requires more than that. Rather, the preamble provides cortextfaim.

As explained by Allergan, the preamble indicates that the claimed method perndit€téorein
the number of daily topical ophthalmic doses of brimonidine as compared to prior aretresatm
Put another way, thea@amble describes the outcome of the claimed methloat the number of
daily doses of brimonidine can be reduced. It thus informs the claimed medlctdhl
reduction in dosess not a separate requirentesf the claimed method.

The patent specificatiosupports that interpretation. The specification describes the
results of a clinical trial comparing the efficacy of different treatments inrelifepatient
populations. One group of patients was dosed three times a day with 0.2% brimamndine,
amothe twice a day with the claimed combinatiofatients in thelinical trial were not first
dosed with brimonidine three times a agad then switched to the combination twice daily. The

combination treatment dosed twice a day is reported as being “stigeriarimonidine three

& Neither party cites to any portion of the prosecution history to suppartatpretation of this term.
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times a day “in lowering the elevated IOP of patients with glaucoma or ocular
hypertension.” '149 patent at col 8, |. 65—ol. 9, I.3. The combination is also reported as
having a more favorable safety profile than brimonidingedathree times a dayl49 patent at
col. 9, Il. 4-8. The claim preamble, which reads “[a] method of reducing the number of daily
topical ophthalmic doses of brimonidine administered topically to an eye of a person in need
thereof for the treatment ofsgicoma or ocular hypertension from 3 to 2 times a day without loss
of efficacy, wherein the concentration of brimonidine is 0.2% by weéightonsistent with the
clinical trial andresults reported in the specification. Reading an actual “reducing’irgtep
claim 4 is inconsistent with the patent specification.

Accordingly, the Court finds that one skilled in the art would understand the term and
thatno construction is necessary for “reducing the number of daily topical ophthalmgc"dose

d. “without loss of efficacy”

Plaintiff's Proposed Construction Defendants’ Proposed Construction
“without decrease in lowering “without decrease in lowering
intraocular pressure” intraocular pressure in the person for whom the
number of administered daily doses leen
reduced.”

(Joint Claim Construction and Prehearing Statement, Ex. A piTt term appears in claim 4
of the "149patent.
i. The Parties’ Positions
According to Allergan, this term was construedAlllergan | Markmanand given the
meaning that Sandoz articulated. Allergan states that the Federal Circuithesdity on this
limitation in finding claim 4 not invalid as obviougllergan 726 F.3d at 1294Thus Allergan
submits that Sandoz is now precluded from seeking a different construction. aAlfergher

argues that &doz’s interpretation reads erroneous and improper limitation into the claim.
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Sandoz argues that it is not precluded, offering the same arguments discussed above.
Sandoz further argues that the claim requires a comparison in the decreaseeringlo
intraocular pressure on a patient by patient basis.

il. Analysis
1. Issue preclusion

As abovethe issue here is identical to that presentellergan |. The same claim term
was the subject of construction. Sandoz points to no specific prosecution history from the
subsequently issued patents that is relevant to this issue. As discussedaalosieange to
Sandoz’s proposed label does not makem constuction a different issue than previously
decided

In Allergan |, Sandoz fully disputed, briefed, and arguéeé construction of théerm
“reducing the number of daily topical ophthalmic doses.” Indeed, Sandoz gdagedst a
different interpretation byllergan) that the term should be construed to mean “without decrease
in lowering intraocular pressufeSandoz’s litigatedonstructionvasadopted by the CourtSee
(Allergan | Markmanat 20-24.) It is thereforeclear that the term was actually litigatadd
decided, meetinthe second prong of issue preclusion.

Finally, as beforeSandozdoes not adequately explaivhy the term was not at least
implicitly essential to th court’s prior judgments on validity and infringement. Moreobeth
this Court andhe Federal Circuiexpressly relied on this limitation in finding that Sandoz failed
to prove thatclaim 4 is invalid. See, e.g.Allergan 726 F.3dat 1293-94. Therefore,the
construction of the term “without loss of efficacyasessential to the priqudgment.

Accordingly, the Court determines that as to this claim term, the issue is 1) atlémtic

that previously adjudicated; 2) was actually litigated; and 3) was r@gdssfinal judgment in
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Allergan | See In re Freemar80 F.3d at 1465.Thus, Sandoz is precluded from seeking a
different construction than that set forth by the CourAliergan I. But evenif the Courthad
found that Sandoavas not so precluded, the Cowvbuld still reach the same conclusion as in
Allergan I.

2. Construction

As an initial matter, both parties agree that the term, at a minimum, meéhsut
decrease in lowering intraocular pressuré&andoz, however, further argues that claimlst
requires thathe IOP lowering effects are maintained in one or more imligl patientdreated
twice daily with the brimonidine/timolol combinatipas compared t&OP lowering effects in
the same patient with the prior thrice daily brimonidine treatm@fhile Sandoz argues that this
issue—whetherthe efficacy comparison idone on a patient by patient bastiwas not addressed
during claim construction iAllergan |, Sandoz also points to no sound reason why it dicbnot
could not raise this argument previously. In any event, the Court’s prior corstratthis term
is, & a minimum, entitled to substantial weight in construing the term “without loss of gfficac
The Courtalso finds nothing in the patent claims, specification, or prosecution histbat
supports Sandoz’s position.

The Courthas already rejected Santoargument that claim 4equires a twestep
process offirst reducing the number of daily doses a patient actually receives, followad by
separate administration step. The Court similarly rejects the argument that cleguirés an
actual comparison dOP lowering on a patient by patient basis. Sandoz points to no intrinsic or

extrinsic evidence requiring such a construction.

° Neither party cites to the prosecution histasyrelevanto the interpretation of this term.
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As explainedabove, the Court finds that the claim preamble sets forth the outcome of
performing the claimed single step methatthat brimonidine can be dosed twice daily (as
opposed to thrice) without losing efficacy. It thus informs the method, but reqoirgsenific
additional stepso be performed. The patent specification, reporting on the results of a clinical
trial, is consistent with this interpretation. eéllspecificationdoes not compare results on an
individual by individual basis. Rhaer, it repotrs m results ¢ different treatments in different
patient populations. It would be inconsistent with the intrinsic evidence to intelgiet4 as
requiring a patienby-patient comparison of IOP lowering results.

Accordindy, the Courtconstrus theterm “without loss of efficacy” to meatwithout
decrease in lowering intraocular pressure

e. “aperson in need thereof”

Plaintiff's Proposed Construction Defendants’ Proposed Construction
“general class of persons to whom th “a person in need of the reduction in {
patented compositions argeatted, i.e., a number of daily doses”
patient population”

(Joint Claim Construction and Prehearing Statement, Ex. A piTh& term appears in claim 4
of the "149patent.
i. The Parties’ Positions

Allerganargues that “a person in need thereof” is directed to the general class of patients
in need of treatmertin other words, patients with glaucoma or ocular hypertensfdiergan
argues that the description in the specification of clinical trial resultgselhsis arguments made
during prosecution, support its construction.

Sardoz argues that “[c]laim 4 requires that IOP lowering effects are masatairone or
more individual patients as compared to the IOP lowering effect in each of thetpatith the

prior threetimesdaily brimonidine regimeh (Sandoz Responsive Claim Construction Brief at
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20.) Thus,according to Sandoz, the “person” is one needing a reduction in the number of daily
doses. As abov&andoz argues that the claim requires a pebogguerson analysis.
il. Analysis

The Court has already rejected Sandoz’s argument that the claim preamidesraqu
patient by patient analysis for the terms “reducing the number of daily dépithdoses” and
“without loss of efficacy.” For the same reasortbe Court rejects Sandoz’s construction here.
The patent specification does not speak of comparisons on a patient by patient basis, and does
not provide clinical results on a patient by patient basis. Rather, it reports on argegrovi
analysis for separate treatment groups.

Moreover, the plain claim language does not support Sadgument that the “person
in need thereof” is one in need of a reduction in the number of daily doses of brimonidine
Rather, itmore naturally supports a reading thatperson in need thereoféfers to patientm
need of treatment for glaucoma or ocular hypertensidre claim specifies that brimonidine is
administered topically to a “person in need thereof for the treatment of glauoo ocular
hypertension.” Allergan’s proposed definitiors thusfar more consistent with the specification
and the plain claim language. As Allergan argues, “a person in need thereef fi@atinent of
glaucoma or ocular hypertension” is “directed to the general class of patigmtglaucoma or
ocular hypertension.”

As a general rulg“a” means “one or moré. Baldwin Graphic Sys., Inc. v. Siebert, Inc
512 F.3d 1338, 13423 (Fed. Cir. 2008).“That‘a’ or ‘an’ can mean ‘one or more’ is best
described as a rule, rather than meesya presumption or even a convention. . . . An exception
to the general rule that ‘a’ or ‘an’ means more than one only arises where thagerajuhe

claims themselves, the specification, or the prosecution history natessideparture from the
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rule” Id. Thus, according to that rule, “a person in need thereof’ reads as “one or more persons
in need thereof.” That is also consistent with Allergan’s proposed definition.

Allergan also citeBraintree Labs., Inc. v. Novel Labs., In€¢49 F.3d 1344Fed. Cir.
2014) andVyeth v. SandpZ03 F. Supp. 2d 508 (E.D.N.C. 2010) as case law that should control
here. The Court disagretgat they control Braintreedoes nokestablisha rule that the terma’
patient” (or “a person”) always refers tta geneal class of persons to whom the patented
compositions are directed, i.e., a patient populatioBraintreg 749 F.3d at 1357 Rather,it
simply stands for the proposition that this was the appropriate construction basedamtstire
that case.Wyeth and its statement that “[ijn Markman opinions, all but one of the courts that
have addressed the issue agree that the appropriate comparison should be based orean averag
taken from a group of patients” refers only to a set of case$ahichrelate tothe same patent,
and againwasbased on the unique facts of that ca$ée Court therefore sees gontrolling
case law requiring the use of the particular language udgdintree

However the Cout finds that one skilled in the art would, in thistanceunderstand the
term*“a person in need theredd refer tothose persons in need of brimonidine for the treatment
of glaucoma or ocular hypertension. Accordingly, the Court adopts the plain and ordinary
meaning of “a person in need thereof’” and holds that such plain and ordinary meaning would be
understood by a person of ordinary skill in the art t@ bgeneral class of persons to whom the
patented compositions are directed

f. “reduces the incidence of”

Plaintiff's Proposed Construction Defendants’ Proposed Construction

The term does not require constructig “reduces the numerical instances of”
but if it does, the Court should apply its plain
and ordinary meaning
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(Joint Claim Construction and Prehearing Statement, Ex. A pfThé term appears in claim 1
of the "425patent.
I. The Parties’ Positions

Allergan argues that no construction is necessary, but thatstruction is necessaiye
Court should apply the term’s plain and ordinary meani#g:cording to Allergan, one of
ordinary skill would understand the term without any further definition. Allergahduargues
that a numerical limitatiosuch as that proposed by Sandomproper because side effects may
be reduced in either numerical occurrence or severity.

Sandozargues thatconstruction is necessary, and that while the words “numerical
reduction” do not appear in the patent specification, the specificdtiea set fortmumerical
reductions in adverse events. According to Sandoz, because the specificatidaspdaia in
the form of numbers, therefore, so should the claim.

il. Analysis

As a starting point, the claim in question reads:
A method of treating a patient with glaucoma or ocular hypertension comprdaimgistering
twice daily to an affected eye a singlemposition comprising 0.2% w/v brimonidine tartrate
and 0.5% w/v timolol free base, wherein said method reduces the incidence or one or more
adverse events, as compared to the administration of 0.2% w/v brimonidine tacnat&enapy
three times per dawherein the adverse event is selected from the group consisting of
conjunctival hyperemia, oral dryness, eye pruritis, allergic conjunstiftreign body sensation,
conjunctival folliculolis, and somnolence.

According to the claim, the “method reduces the incidence of one or more adverse
events.” No numerical limitation is set forth in the claim language itself. Sandozsatat this
is irrelevant because the patent specification does provide numerical reductioms(sobe of

which are statistially significant, some of which are not) for adverse events. However, the

Court is mindful that it is improper to read limitations from the specification into the claims
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Phillips, 415 F.3dat 1323. While the specification does provide a comparisdineohumerical
instancesand percentagesf the adverse events identified in the claims between treatment
groups, there is no clear indication in the specification that the patergdadadto so limit the

term “reduces the incidence of” only to numerieuctions.

Allergan offers that the plain meaning of the term encompasses both a aeducti
severity of an adverse event, as well as numerical occurcérexech an event Allergan also
argues that the patent specificatdoes present reductions in severity of adverse events, pointing
to the’425 patent at col7, Il. 39-53 That paragraph discusses “serious adverse events.” While
these “serious adverse events” are reportedly redasecompared to the three times a day
group it is not clear that ik language relates to the severity of a particular incidence of a side
effect, as opposed to the seriousness of the side effect itself. The spenifatathis point
appears to discuss the latter, not the former. “Two patients receivingolihaa 4serious
adverse events (emphysema in one patient; nausea, sweating and tachycardrehvanoh
were considered possibly related to the study.dridp5 patent, col. 7,11 46—49 None of these
“serious adverse events” are those listed in the clainm the table of adverse events reported in
the patent.’425 patent at col. 7, 1124—-38. They thus appear to, regardless of their magnitude,
constitute a separate class of “seriadserse events.

The specification does, however, discussnffifpases from baseline in the severity of
conjunctival erythema and conjunctival follicles” and that these w&tgstically significantly
lower with the combination as compared to the brimonidine only group. 425 patent at col. 7, |.
66—col. 8, I.5. Thus, therés support in the specification for the fact tlwatte skilled in the art
would understand thatdverse events may be reduced in both number of occurrences, as well as

in the degre®f the adverse event
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Sandozalso citesto an extrinsic evidence dictionary definitiaf “incidence” from
Stedman’s Medical Dictionaryas supporting its position. (Sandoz Responsive Claim
Construction BriefEx. 29) That dictionarydefines “incidence” as: “The extent or rate of
occurrencegspecially the number of new cases of a disease in a population over a period of
time.” Sandoz particuly points to the language in the definition regarding “number of new
cases” as supporting its posititimat a numerical qualifier should be added. However, this
extrinsic evidence actually suppodsbroader interpretation dincidencé that encompasses
both severityor degree(extent) and numericalrate) occurrence, and demonstrates that one
skilled in the art would so understand the ter8uch an interpretation is consonant with
common sense and experience as-w&k example, a headache can be mild or incapacitating.

Accordingly, the Court construes the term “reduces the incidence of” as “retheces

severity and/or rate of occurrence of.”

g. “apatient”
Plaintiff's Proposed Construction Defendants’ Proposed Construction
“general class of persons to whom th “one or more particular patients”

patented compositions are directed, i.e., a
patient population”

(Joint Claim Construction and Prehearing Statement, Ex. A uifTte term appears in claim 1
of the "425patent.
I. The parties’ positions
Allergan again argues, as it did regarding the term “a person in needffhérat the
term should be construed as covering a patient population. In support, Allergan poirgs to
specificationand particularly to the clinical trial extensively disagtherein Allergan argues
that this discussion highlights that the adverse events recited in the claims4@Stpatent are

among thos¢hat wereanalyzed during those clinical trials, and that the claimed combination of
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brimonidine and timolol restdd in a lower percentage of patients experiencing these adverse
events.

Sandoz agrees that a patient population is required, because the claim requires a
comparison step. According to Sandoz, if the claims require a comparison step,dheyute
tha a doctor generate comparative data for the brimonidine tartrate monotherapy

Allergan responds that the claims do not require any actual comparis@ndtegplains
that, for certain adverse events, such a comparison would be impossible because atrerd a p
develops an allergy to brimonidine, that compound can no longer be used to treat the patient.

il. Analysis

As an initial matter, the Court rejects the proposition that4®g patent claims require a
separate comparison step, as suggested by Sandathing\Nin the claim itself, or the patent
specification, requires a separate comparison step. The claim recites:
A method of treating a patient with glaucoma or ocular hypertension comprasimgistering
twice daily to an affected eye a single compositcomprising 0.2% w/v brimonidine tartrate
and 0.5% w/v timolol free base, wherein said method reduces the incidence or one or more
adverse events, as compared to the administration of 0.2% w/v brimonidine tacnatbenapy
three times per day whereitne adverse event is selected from the group consisting of
conjunctival hyperemia, oral dryness, eye pruritis, allergic conjunstitieign body sensation,
conjunctival folliculolis, and somnolence.

The “wherein” clause begins after the method isyfdifined by the claim. While both
parties appear to agree that this clause defines an actual limitation on the claiinthdoes
not define a multstep process. Rather, the claimed method has a single steapiséeting the
claimedcomposition tvice dailyto an affected eye. The “wherein” clause, mliké the claim
preamble discussed above, describes the outcome of the claimed -mtithtithere are lower

incidences of certain defined adverse events when the mistipodcticed. It thus informsthe

claimed method, but does not require a separate measurement step. The outcomsté®dinder
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based on the clinical data presented in the patent. As Allergan explains, the akshi#s
clinical data show that a lower percentage of patients takengdimbination brimonidine/timolol
treatment twice daily experienced adverse events than those taking brimaonmho¢herapy
three times a day.

Turning to Sandoz’s contention that the term “patient” should be interpreted asr‘one
more particular pati¢g,” the Court rejects that argument as well. First, Sandoz does not explain
what is meat by “particular patients” ankdow the “one or more particular patients” are selected.
Second, as this Court previously found, it is well understood that brimonidine 0.2% causes a high
rate of ocular allergy and that once a patient develops such an allergy, brimasidinnger
available as a treatment for the patieAtlergan |, 818 F. Supp. 2d at 979The adverse events
recited in claim 1 of thé425 patent nclude at least two associated with brimonidine allergy,
allergic conjunctivitis and conjunctival folliculosis. These facts are undidpoyeSandoz.

Thus, a particular patient developing one of these conditions could not be used to compare the
adverse eents associated with thrice daily brimonidine monotherapy and twice daily
combination therapy. In view of these facts® bnly comparison that makes sense is as between
patient populations taking different therapies. And as explained above, claidf legeees no
separate comparison step.

For the reasons set forth above regarding the term “a person in need thereGhuthe
finds that one skilled in the art would understainel term “apatient to refer tothose persons
with glaucoma or oculahypertension Accordingly, the Court adopts the plain and ordinary
meaning of “a patient” and holds that such plain and ordinary meaning would be understood by a
person of ordinary skill in the art to kee“general class of persons to whom the paeént

compositions are directed.”
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h. Indefiniteness

Sandoz argues that claims8lof the’425 patent are indefinite because they fail to
inform one skilled in the art about the scope of the invention with reasonable certamigoz’s
argument consistsf one page of attorney argumenvith no supportinggerttestimonyor other
factual evidence ands insufficient to carry its burdewf proving invalidity by clear and
convincing evidence.

V. CONCLUSION

The Court adopts the constructions set forth in this opinion for the disputed terms of the
149, '976, '258 and425 patents Within thirty (30) days of the issuance of this Memorandum
Opinion and Order, the parties are her€DERED, in good faith, to mediate this case with
the mediator agreed upon by the partids.a part of such mediation, each party shall appear by
counsel and by at least one corporate officer possessing sufficient autiditgontrol to
unilaterally make binding decisions for the corporation adequate to addregsahiaith offer
or couneroffer of settlement that might arise during such mediation. Failure to do soeshall b
deemed by the Court as a failure to mediate in good faith and may subject thao [Farti t

sanctions as the Court deems appropriate.

So ORDERED and SIGNED this 29th day of March, 2016.

hnas, /L;xm\lo

RODNEY GILiiFRAP
UNITED STATES DISTRICT JUDGE
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