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UNITED STATES DISTRICT COURT
DISTRICT OF NEW JERSEY

IN RE: CERTAIN CONSOLIDATED : Civil Action No. 15-0337%FLW) (DEA)
ROFLUMILAST CASES, :
OPINION

WOLFSON, United States District Judge

Before the Court is the motion Defendants Torrent Pharmaceuticals Litbrrent
Pharma Ing.Strides Pharma, Inc., Strides Pharma Global PTE Ltd., PriRétamaceutical
Inc., Hetero USA, Inc., Hetero Labs Limited Ui and Hetero Labs Limite¢collectively the
“Moving Defendants”) for reconsideration of this Court’s October 18, 2016 Opinion and Order
construing the terrfroflumilast” according tats plain and ordinary meaning as “N-(3,5-
dichloropyrid-4yl)-3-cyclopropylmethoxy-4-difluoromethoxybenzamide” in U.S. Patent Nos.
8,536,206 (the “206 Patent”), 8,604,064 (the “064 Patent”), and 8,618,142 (the “142 Patent”)
(collectively, the “Patentat-Issie”), following theMarkmanhearing in this case. The Moving
Defendants contend that this Court erred in construing the term roflu(iites the reasonset
forth in the Moving Defendaritsriginal claim construction briefing arat theMarkmanhearing
and (ii) in light of newly discovered evidence in tbem of thetestimony of the inventor of the
Patentsat-Issue Plaintiffs AstraZeneca AB, AstraZeneca Pharmaceuticals LP, and Asé@en
UK Ltd. (“Plaintiffs’) oppose the motion. For the reasons set forth below, the Moving
Defendantsmotion is denied.
I. FACTUAL BACKGROUND & PROCEDURAL HISTORY

The facts of this matter are set forth in detail in the Court’s October 18, 2016 Opinion and

Order. As relevant to the present motithe sole claim terndisputed in this action, which
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appears in each of the Pateatdssue, is “roflumilast. The Patentsat-Issue are members of the
same family of patents as U.S. Patent No. 7,470,791 (the “791 Patent”), which purportedly
protects novel processes for the production of highly pure roflumilast. ‘206 Patentl&t 1:1-

‘064 Patent at 1:1-19; ‘142 Patent at 1:1-19; ‘791 Patent at 8:29-20:6. Both the ‘206 Patent and
the ‘064 Patent are process patents that claim methods for the treatment oé am elordnic

airway disorder using highly pure roflumilast. ‘206 Patent at 8:21-10:34; ‘064 PagB87a

10:33. The ‘142 Patent claims a chemical composition composed primarily of rofturiiik2

Patent at 8:23:21.

Roflumilast is the international nonproprietary name (“INN”) for the chahdompound
N-(3,5-dichloropyrid-4yl)-3-cyclopropylmethoxy-4-difluoromethoxybenzamide (the
“Roflumilast Compound”). Eachf the Patentat-Issue identifieshe Roflumilast Compound as
“INN: roflumilast.” ‘206 Patent at 1:347; ‘064 Patent at 1:16-19; ‘142 Patent at 1:16-19.

In their papers and at tiMarkmanhearing, the Moving Defendants, along with Breckenridge
Pharmaceutical Inc., Mylan Pharmaceuticals, Inc., Citron Pharma LL®, IMSoratories
Private Ltd., Apotex Inc., Apotex Corp., Micro Labs USA, Inc., and Micro Labs Ltd.
(collectively “Defendants”)arguel that express davowals in the specifications of the Patents-
atIssue and disclaimers that were made during the patent prosecution histaey tieagui
“roflumilast’ be construed more narrowly than its plain and ordinary meabieigndants
contenedthat roflumilast shold be construed as only the product of the process to produce
roflumilast disclosed in the specifications of the Patattssue.

After a full briefing of the issue, on July 12, 2016, the Court h&lthe&kmanhearing at
which the parties made oral argumérite Court, setting forth its reasons on the record,

construedroflumilast” as it appears in the Patestisissue by its plain and ordinary meaning —



the chemical compound to which its INN correspoi@is Odober 18, 2016, the Court issued an
Opinion and Order further setting forth its reasons. On November 11, 2016, the Moving
Defendants moved for reconsideration of the Court’s Opinion and Order. The remaining
Defendants chose not to seek reconsideraorMay 1, 2017, the Moving Defendants
requested supplementary briefitagargue the significance of the recent decision of the Federal
Circuit in The Medicines Co. v. Mylan, Iné&ed. Cir. Nos. 2015-1113, 2015-1151, 2015-1181,
2017 U.S. App. LEXIS 5947 (Fed. Cir. Apr. 6, 2017) (hereinaffE¥JC"). The Court granted
the Moving Defendants’ request and received letter briefs from the Movingdzefts and
Plaintiffs on May 5, 2017. The Court now considers the Moving Defendants’ motidheand
paties’ supplementary briefing.
. STANDARD OF REVIEW

Motions for reconsideration are governed by Federal Rule of Civil Procedureabél(e)
Local Civil Rule 7.1. Pursuant to Local Civil Rule 7.1(i), a party moving for recoraidaer
must “set[ ] forthconcisely the matter or controlling decisions which the party believes the Judge
or Magistrate Judge has overlooked[.]” L. Civ. R. 7.1(i). Motions for reconsideragon a
considered “extremely limited procedural vehicldggsorts Int'l v. GreaBay Hotel& Casing
830 F. Supp. 826, 831 (D.N.J. 1992). Indeed, they “are not to be used as an opportunity to
relitigate the case; rather, they may be used only to correct manifestoéiemwsor fact or to
present newly discovered evidericBlystone v. Horn664 F.3d 397, 415 (3d Cir. 2011) (citing
Howard Hess Dental Labs., Inc. v. Dentsply Int'l 16€©2 F.3d 237, 251 (3d Cir. 20103ke

also N. River Ins. Co. v. CIGNA Reinsurance, Ga.F.3d 1194, 1218 (3d Cir. 1995).

Accordingly, a judgment may be alteredamended [only] if the party seeking

reconsideration shows at least one of the following grounds: (1) an intervening ¢chdhe



controlling law; (2) the availability of new evidence that was not available wieecourt

granted the motion for summary judgmemt (3) the need to correct a clear error of law or fact
or to prevent manifest injusticeBlystone 664 F.3d at 415 (quotations omitted, emphasis
removed, alterations in original). “A party seeking reconsideration must showtmaor
disagreeent with the Court’s decision, anekcapitulation of the cases and arguments
considered by the court before rendering its original decision failsrptba moving party's
burden.” G-69 v. Degnan748 F. Supp. 274, 275 (D.N.J. 1990) (quotdagteretSavings Bank,
F.A. v. Shusharv21 F. Supp. 705, 709 (D.N.J. 1989)). In other words, “a motion for
reconsideration should not provide the parties with an opportunity for a second bite at tlie apple.
Tischio v. Bontex, Inc16 F. Supp. 2d 511, 533 (D.N.J. 1998) (citation omitted). Rather, a
difference of opinion with the court’s decision should be dealt with through the appellate
processFlorham Park Chevron, Inc. v. Chevron U.S.A., JB&0 F. Supp. 159, 162 (D.N.J.
1998). Finally, the Court will only grant such a motion if the matters overlooked might
reasonably have resulted in a different concludgmwers v. NCAA130 F. Supp. 2d 610, 613

(D.N.J. 2001).

IIl. ANALYSIS

The Moving Defendants seek reconsideration of the Court’s claim construction on two
bases. Fir$y, the Moving Defendants recapitulate their previous claim construction argument
that language in the specification common to all of the Patdidsue constitutes an express
disavowal of roflumilast produced by all processes excepeipititly endorsed in the
specification In their supplementary letter brief, the Moving Defendants argue theaskee
before the Federal Circuiht TMC, in which the @cuit court foundthat a process limitation

could be imported intpatentclaims fromlanguage in the specification, is sufficiently factually



similar to the case at bar to suggésitthe same result should have been reached here.
Defendantgurthercontend that the Court must fiath express disavowat this case because
failure to do so would render the Pateatsssueinvalid due to the inclusion of ordinary
roflumilast in the prior artSecontly, the Moving Defendants argue that newly discovered
evidence in the form of the deposition testimony of Dr. Bernd Mueller, the inventwe of t
PatentsatIssue and Plaintiffs’ designated Rule 30(b)(6) witnepsrates to narrow the

definition of rofumilast claimed in the Pater#s-Issue to only roflumilast producdxy the

process endorsed in the specificatids explained below, the Court finds that reconsideration of
the Octoberd 8 Opinion and Order is not warranted and so denies the Moving Defendants’

motion
A. Defendant’ Previous Arguments

It is axiomatic that “[w]here litigantsave once battled for the court’s decision, they
should neither be required, nor without good reason permitted, to battle for it &jaon”v.
Shinseki741 F.3d 1367, 1378 (Fed. Cir. 2014) (quotation omitted). The Third Circuit, therefore,
has explained that trezope of a motion for reconsideration éxtremely limited;, and has
enumerateanly threecircumstances in which reconsideration is appropriétestone 664 F.3d
at 415! Here, the Moving Defendants’ first argumethiat language included in the specification
shared by the Paterdd-Issue which endorses a particular process and disparages other

processescts as an express disavowatoflumilast produced by any process other than the

L“Accordingly, a judgment may be altered or amended [only] if the party
seekingreconsideration shows at least one of the following grounds: (1) an interveaimgecn
the controlling law; (2) the availability of new evidence that wasamatlablewhen the court
granted the motion for summary judgmemt)3) the need to correct a clear error of law or fact
or to prevent manifest injusticed. Blystone 664 F.3d at 415 (quotation omitted) (emphasis in
original).



endorsed one, was clearly raised in Defendants’ original claim constrbeisding and
thoroughly arguedt theMarkmanhearing.Dkt. No. 82, 7-21. The Moving Defendants do not
offer an intervening change of controlling law relevant to this argumentiantbreycite to any
newly discoveredpreviously unavailablmtrinsic evidence? nor have they identifaba clear
error of law or fact or manifest injustiteat would result in the absence of reconsideration.
short, the Moving Defendants’ recapitulation of their original claim constructgameent does
not fall within any of the categories identified by the Third Circuit isrttie quintessential
example okeeking reconsideration @m impermissibldasis.The Court will not allow the
Moving Defendants to take a “second bite at the apple” by rehashiegternsive analysis from

the October Opinion and Order again h&xon, 741 F.3d at 1378.
1. The Court Would Reach the Same Conclusion on the Basis of the Intrinsic Evidence.

Even were the Coumclinedto revisit its previous applicatiasf the same controlling
law to the same intrinsic evidence, the result in this case would remain theT$amdoving

Defendants’ arguments do not alter the fact thespitehe Patentat-Issuededicatingarge

2 In construingpatent claimsgourts may examine both intrinsic evidenice.(the patent, its
claims, the specification, and prosecution history) and extrinsic evidieaceXpert reports,
testimony, and anything els®itney Bowes, Inc. v. HewleRackard Cq.18& F.3d 1298, 1309
(Fed. Cir. 1999). tlis well settlegddhoweverthatextrinsic evidence isonsidered only where the
intrinsic evidence does not provide a sufficient description to resolve ambiguitiesscope of
the claim.See Vitronics90 F.3d at 1583Johnson Worldwide Assocs. v. Zebco Catgs F.3d
985, 989 (Fed. Cir. 1999)xEinsic evidence cannot be used to vary or contradict claim terms
when their meanings are discernible from intrinsic evide@c&. Bird, Inc. v. U.S. Surgical
Corp. 388 F.3d 858, 862 (Fed. Cir. 2004). In its October 18 Opinion and Order, this Court
analyzed the claims, specificatiomsid prosecution histories of the Pateattsssue, and found
that roflumilast should be given its plain and ordinary meaning on the basis of sughdntri
evidence alondn their motion for reconsideration, the Moving Defendants’ first argument asks
the Court to review the same intrinsic evidence again and reach a different condlbis
argument therefore does not present any newly discovered evidence for the Court’
consideration. By contrast, the Moving Defendants’ second argument presents newwigreid
extrinsicevidence in the form of inventor testimony, which is discusséa,
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portions of th& specifications to disclosing processes for the production of roflunthest
Patentglo not claim such processdsstead, the PatenédHssue claim methods for the
treatment of airway disorders and claim a chemical composition composed lgrohari
roflumilast. ‘206 Patent at 8:21-10:34; ‘064 Patent at 8:37-10:33; ‘142 Patent at 8:22T0R1.
‘791 Patent, not any ord the Patentat-Issue,claims processes for the production of
roflumilast. The Patentat-Issue merely use the word roflumilasientified by its INN,the plain
and ordinary meaning of which refers to a compoural gfecific chemical composition,
without regard for the process employed to produce the compound. From the very outset,
therefore the burden was on the Moving Defendants to “establish [that] the inventors
demonstrated an intent to deviate from the ordinary and accustomed meanirgroftarch by
including in the specification expressions of manifest exclusion or restrictjoresenting a

clear disavowal of claim scopeEpistar, 566 F.3d at 1334 (quotations and brackets omitted).

The Moving Defendants failed to meet their burden. The law is clear that thalFeder
Circuit “ddes] not[simply] read limitations from the embodiments in gpeeification into the
claims.”Hill-Rom Servs. v. Stryker Corf55 F.3d 1367, 1371 (Fed. Cir. 2014). Instead,
“[d]isavowal requires that the specification or prosecution history maketbkgtathe invention
does not include a particular feature, or imdlelimited to a particular form of the invention.”

Id. (quotingSciMed Life Sys242 F.3d at 1341 artedwards Lifesciences LLC v. Cook |re82

3 As this Court observed in its Opinion andd@r, “[glenerally[,] product claims are not limited

to the methods of manufacture disclosed in the specification and . . . the method of manufacture,
even when cited as advantageous, does not of itself convert product claims insdicidid to

a partizlar process. . . . A novel product that meets the criteria of patentability is rtetlitmi

the process by which it was madAridersen Corp. v. Fiber Composites, L1424 F.3d 1361,

1375 (Fed. Cir. 2007) (quotinganguard Prods. Corp234 F.3d at 1372-73) (quotations and
brackets omitted). Production process steps should only be treated as part of actaimaliift

the patentee has made clear that the process steps are an essential part of thewdated in
Andersen474 F.3d at 1375.



F.3d 1322, 1330 (Fed. Cir. 2009)) (quotations and brackets omitted). keRatentat-Issue

state in pdment part:

None of the processes described in the international applications WO 93/25517 and WO
94/02465 for preparing piclamilast, nor the process described in WO 95/01338 for
preparing roflumilast, appear to be suitable for the industrial prepacdtrofiumilast of

high purity.

Although the improved process described in Organic Process Research & Development
2, 157-168 (1998) for preparing 3-(cyclopentyloxy)-N-(3,5dichloropyrid}4-meth
oxybenzamide (INN: piclamilast) has already been optimiaeteasibility on the

industrial scale, when applied analogously to roflumilast it leads to the fornohtoore

than 3% by weight of the by-product N-(3,5-dichloropyrigt¥#3-cyclopropylmethoxy-
4-hydroxybenzamide, which cannot be reduced even bypteutecrystallization.

‘206 Patent at 2:15-28, ‘064 Patent at 2:19-33, ‘142 Patent at 2:14-27. The shared specification
language thus clearly does disparage the application of two processesi@piduation of
piclamilast to the preparation of roflumilast as welbag preexisting process for theeparation

of roflumilast.The Court, however, cannot find, as the Moving Defendants argue, that criticisms
of two particular production processiaslicate that the patentee intende@xplicitly disclaim

all methods other than a single process to produce the highly pure roflumilast needatéto cre
the canposition claimed in the ‘142 Patent or needed to implement the processes claimed in the
‘206 and ‘064 Patent&ee als@ horner v. Sony Computer Entertainment America ,L&&9

F.3d 1362 (Fed. Cir. 2012) (“Mere criticism of a particular embodiment encompasked in t

plain meaning of a claim term is not sufficient to ris¢hi®level of clear disavowal.”J.he flaw

in the Moving Defendantseasoning remains tigame as that identified in the Court’s original
Opinion; the law does not support that disparagement of some embodiments in the specificat

evinces an express intent to limit the claim.

Moreover, the Moving Defendants’ motion does not address this Court’s thaeiegiv

of the Patentat-Issue’s prosecution history, in which the Court found that the inventors



purposefully chose not to restrict the claims in the Patg#rissue to roflumilast produced by the
process disclosed in the patents’ specifications. October 18, 2016 Opinion, 15-17. In short, the
prosecutiorhistory of the family of patents including the Pateaittssue reveals thawhile

many of the initial applications for patents in the family included languagesskpieniting the
roflumilast utilized in the claims to roflumilast produced by a paricptocess, the patentees
amended their applications removehe express limitationgccordingly, even weréto

reconsider the Moving Defendants’ prior arguments, the outcome in my Opinion amd Orde
would remain the samia light of the clear laim language, specification language, and

prosecution history of the Pateraslssue
2. TheTMC CaseDoes NotAffect the Court’s Opinion.

The recent Opinion of the Federal CircuifliMC does not change the resultthis case
The patents at issue TTMC were directed to pharmaceutical formulations, or “batches” of the
drug bivalirudin produced through a process that consistently minimized impudtias*2.
The patents’ inventors had developed an improved “efficient mixing” process, whidtecein
batches that consistently satisfied the FDA'’s percent limitation on impuritiesalirbdin. Id. at
*6. In the district court below, the parties had disputed the construction of the teroise4jat
and “efficient mixing.” Specificallyin the shared spéication of the patents in issuégetterm

"pharmaceutical batches" waefined as follows:

As used here Jatch or “pharmaceutical batthrefers to material produced by a single
execution of a compounding process of various embodiments of the present invention.
“Batches or “pharmaceutical batchieas defined herein may include a single batch,
wherein the single batch is representative of all commercial batchesnd wherein the
levels of, for example, ASp bivalirudin, total impurities, and largest unknown impurity,
and the reconstitution time represent levels for all potential batches maedallpyocess.
“Batches may also includall batches prepared by a same compounding process.



TMC, 2017 U.S. App. LEXIS 5947, *7-8he patenteeT MC, proposedhat “batches” should be
construed according to the verbatim definitioppb&rmaceutical batché®m the specification
while defendant Mylan insisted that additional language of "made by a compoundiaggiroc
was necessary after “all commercial batches” in order to provide an antecedbatl&ber

phrase “made by said process.” TMC argued that no antecedent was necessary because the
readily discernable meaning of the definition was that “batches” referredoo'tidgtches”

“made by a compounding process of various embodiments of the present inVéviéda. Co.

v. Mylan Inc, 2012 U.S. Dist. LEXIS 109749 *, 2012 WL 3234282 (N.D. lll. Aug. 6, 20AP)

oral argument, however, patentee TMC conceded that it could live with Defendamt $/yl
proposed additional language and consented to the Court’s construction of “batchésras eit
“(1) ‘a single batch, wherein the singlatch is representative of all commercial batches . .

. made by a compounding proceaad wherein the levels of, for example, Aspalirudin, total
impurities, and largest unknown impurity, and the reconstitution time represestfiavall

potental batches made by said process’; or (2) ‘all batches prepgr@dame compounding
process.””’Medicines 2012 U.S. Dist. LEXIS 109749, 2012 WL 3234282, at {@mphasis
added)ld. at *8-9. As the Federal Circuit Court observed on appeal, the parties in the case had
thus consented to the district court’s clarification that “batches” regoivadirudin produced by

“a particular process.” *9.

“With respect toefficiently mixing, the district court relied on two examples set forth in
the patentsspecifications comparingMC'’s ‘old compounding process’ usinméfficient
mixing conditions’ (Example 4) with the improveefficient mixing process developed by Drs.
Krishna and Musso (Example §ee2012 U.S. Dist. LEXIS 109749, [WL] at *14-15¢e

also'727 patent, col. 21 I. 44-col. 24 1. 35; '343 patent, col. 22 I. 21-col. 25 |. 3. The court

10



ultimately agreed thatMC had disclaimed thanefficient mixing conditionsof Example 4 and
adopted Mylan's proposed constructionedfitiently mixing" to require "not using inefficient
mixing conditions such as described in Examplé ZMC, 2017 U.S. App. LEXIS 5947, *9-10

(quotingMedicines 2012 U.S. Dist. LEXIS 109749, 2012 WL 3234282, at *15).

Based on these claim constructions, the district court held that Mylan’s ADi&h
employed an inefficient mixing process, did not infringe one patent, which includefdi¢rent
mixing claim limitation, btiinfringed the otheywhich lacked the efficient mixing claim
limitation. See2013 U.S. Dist. LEXIS 176269WL] at*10, *20. On appeal, defendant Mylan
took the position that the efficient mixing claim limitation should have been imported ittto bo
patents in issue by virtue of their shared specification and the “batchestidefilhe patentee,
TMC, took the new position théhe batches limitation is not necessarily limited to a
compounding process that achieves batch consistency. Instead, . . . the batchies limitat
satisfied whenever an accused infringer consistently produces batches Asp® levels below
0.6 percent, and that the claims do not require the use of a particular proceds¢hatdmmtch
consistency. TMC, 2017 U.S. App. LEXIS 5947, *1&he Federal Circuit agreed with Mylan,
holding that the “batches limitation” in both patents in issue required the production of
bivalirudin through a particular process including “efficient mixing.” The appelourt set

forth four primary reasons for its narrowing construction.

Before this Court discusses the reasoning of the Federal CirdM@it is important to
emphasize the extremely different factual and procedural posture of that cagdlteidistrict
court’s claim construction. The specificationTiNC was factually distinguishable from that in
this case because the definition of “pharmaceutical batchdésvalirudin already included a

limitation thatthe bivalirudin be produced through a particular process. Here, by contrast,

11



roflumilast is identifiedn the specification onlyypits INN, without reference to a particular
process. Moreover, procedurally, the question of whether the term “batches” impgoeedss
limitation on the claimedivalirudin inTMC was never disputed before the district court because
both the patentee and the defendant agreed that, on the basis of the definition in ibatgpecif

it was clear that the batchesho¥alirudin had to be produced by a particular process. The parties
therefore ultimately consented to the district court’s construdtioat * 15.Indeed, it was the
positionof the patenteen TMC before the district couthat the particular process called for in
producing the batches claimed wa@sarly and unmistakably the compounding process of the
patentee’s present inventidd. at *9. The more general language of “a particular process” was
only settled upon at the insisterafethe defendantbid. Accordingly, the central question in this
case— whether the claimed term (roflumilast) includes a process limitation due to thedgngu

of the specification— was never disputed by the parties before the district coliN@ That

fact alone is sufficient to distinguisiMC from the case at bar.

Turning to the reasoning of the Federal CircuitMC on appeal, it remains clear that
the criical factors for interpreting the intrinsic evidence in that case to nan@wlain and
ordinary meaning of the claims are absent here. Thé dingt most important factor the Federal
Circuit observed in its claim construction was the prosecutionriiefdhe TMC patents in
issue. The appellate court held as a threshold matter that the phrase “batcied] .da[] not
exceed 0.6%” impurities could not be “literally construed” to mean all batchegadirudin not
exceeding 0.6% impurities because the patentee had been forced to disclaim tlatdplain

ordinary meaning during prosecution due to the patentee'srpical-date sales of such batches.

4 This Court does not address the Federal Circuit’s reasons in the order in whiapgbayin
the TMC opinion, instead presenting them in a manner which facilitates application to this cas

12



TMC, 2017 U.S. App. LEXIS 5947, *13 he Federal Circuit observed that the patentee “took
pains to distinguish its preritical date sales” during prosecution, certifying that batches of
bivalirudin described by the patents in suit had not been on sale for more than oneoyé¢ar pri
the patents’ filing dateTMC, 2017 U.S. App. LEXIS 5947, *16-17. In other wordsTMC it

was impossible at the outdetfind that“bivalirudin of a certain puritymeant‘bivalirudin of a
certain purity in the patents in issue because the patdradalreadyeen selling bivalirudin
batches of that puritior over a year before ifgatent applicationBivalirudin of that puritywas
indisputably in the prior arfThe appellate court also noted tlattoral argumenpatentee’s
counsel had admitted that purity of the composition of bivalirudin alone was insuffiient t

distinguish the patents in issue from the prior art, requitie consistency limitationd. at*14.

There are no such facts here. To the contrary, in thistltasgaimed compositions were
not distinguished during prosecution based on the process by which they were madeebut rat
by a declaration showing that the claimed compasstiwere not in the prior aeeDed. of
Walter Palosch, ECF 825. Moreover, the Movin@efendants have nhpointed to any
disclosure in the prior art of the claimed compositions of roflashiand the -4ydroxy

compound, only to roflumilast itself, the prior existence of which is not disputed.

Second, the Federal Circuit observed that the language of the specificatMg itself,
required not only a particular process, as discussed above, but also that the poosesteridy
generate formulations having low levels of impuritiéeMC, 2017 U.S. App. LEXIS 5947, *15.
Here, by contrast, the specification does not define roflumilast in terms pifdbess used in its
preparation and does not tie the particular compositions of roflumilast and 4-hydroppund

claimed to the consistency ofyasuch procesdnstead, the specification sets forth an ideal

13



embodiment in the form of the patentee’s novel process, without expressly lihétngatment

methodPatentsat-Issueto the use of roflumilast produced by that ideal process.

Third, the Federal Circuih TMC held that adopting the patentee’s alternative claim
construction would be unworkable because “proof of infringement would necessitededo
looking assessments of whether an accused infringer's production of future onapdiainthes
would be likely to generate [impurity] levels greater than ‘about 0.6¥A4C, 2017 U.S. App.

LEXIS 5947, *14-15The appellate court explained

To illustrate, if a defendant using the same compounding process produced fligsbatc

each having aAsp® level below 0.6 percent, each of those fifty batches would infringe.

But the defendant would not know whether any of the batches infringed until all fifty
batches had been produced because if even one of those batches was determined to have
an Asg level higher than 0.6 percent, none of the batches would infiSep@ral

Argument at 17:00-19:08Jedicines Co. v. Mylan, IndNo. 15-1113 (Fed. Cir. Dec. 6,

2016). For an ongoing commercial compounding process, this approach cannot provide
"reasonable certainty" regarding the scope of the asserted claims.

Id. at*15. The unworkability inTMC came about because mere batches with impurity levels
below 0.6 percent were already in the prior art. The patentee’s invention in the patsstie
was therefa@ dependent uparonsistentlyproducing batches with impurity levels below 0.6
percent. In the absence of some sort of process limitation, therefore, isgnitifiyingement
would require sampling of every batch produced to determine if a competitcomsstently
producing batches of the requisite impurity. Here, the particular compositrofiurhilast and
4-hydroxy compound of the requisite puritythe Patentat-Issue is itself novel, such that no
consistent production limitation was necessitatexd,for that matter included, in the patents’

claims, specification, or prosecution history.

Fourth and finally, the Federal Circuit was swayed BC's admission to the district

court that “[w]hen viewed in the context of the specification, it is readily apptranthe

14



[definition of ‘pharmaceutical batchg¢sefers to the compounding processes described in the
patentsin-suit.” Medicines 2013 U.S. Dist. LEXIS 176269, 2013 WL 6633085, at *156.other
words, the patentee, through counsel, directly affirmed the reading of the dispuontdatiewas
supported by the intrinsic evidentg¢ere, the patentee’s pition has consistently been thlaé
termroflumilast does not include a processitation. As the Court held at tidarkmanhearing
and explained in its October 18 Opinion and Order, that position is supported by the intrinsic
evidence in this cas&here is accordingly, no admissiday Plaintiffsupon which to rely to
undermine thelear claim languagdn sum, the Federal Circuit’s decisionTiMC is clearly
distinguishable from the case at bar and does not merit reconsideration of tlis Gpunion

and Order.
3. The Validity Maxim

In the context ofeiterating their disavowargument, the Moving Defendants raise the
issue that the Court’s decision was in error because “plain and ordinary rafitinglin the
prior art and therefercannot be the subject of the Patettissue> The Moving Defendants
argue thathe Court shold have read the language in the specification as a disavowal of claim

scope in order to avoid invalidating that Pateattssue.

This court finds that recourse to the validity maxim is not warranted in this casiee A

Federal Circuit has observed:

® To the extent that the Moving Defendants raiseHerfirst time on reconsideration the
argument that reading roflumilast according to its ordinary meaning in the Pattésgse would
invalidate the patents, and therefore the term should be more narrowly construed to avoid
invalidity, that argument isnproper and rejected by this Court. “An argument made for the first
time in a motion foreconsideratiowomes too late and is ordinarily deemed waiv&biden
Bridge Tech., Inc. v. Apple In@58 F.3d 1362, 1369 (Fed. Cir. 2014). “[N]Jew arguments are
beyond the scope of a motion for reconsideratiBtystone 664 F.3d at 415.
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Claim construction should not, of course, be blind to validity issues: “claims should be so
construed, if possible, as to sustain their validiBhine v. Casio, Inc183 F.3d 1342,

1345 (Fed.Cir.1999). A claim that is interpreted too broadly will run into validity issues
providing motivation for the construing court to choose a narrower interpretation if
possible. However, validity construction should be used as a last resort, not a first
principle: “we have limited the maxim [that claims are to be twaed to preserve

validity] to cases in which the court concludes, after applying all the avatiadlls of

claim construction, that the claim is still ambiguoutillips, 415 F.3d at 1327

(quotation marks omitted). Construction of the claims heretisodifficult a problem as

to require resort to the validity maxim.

MBO Labs., Inc. v. Becton, Dickinson & C474 F.3d 1323, 1332 (Fed. Cir. 2003pecifically,

as applied in this case, the intrinsic evidence clearly supports that rofliushitagd be given its
plain and ordinary meaning. The Court is, therefore, not empowered to rewrite theinléne
PatentsatIssue on the basis of validity considerations alétwmeywell Int'l, Inc. v. Int'l Trade
Comm'n 341 F.3d 1332, 1341 (Fed. Cir. 2003) (“Adopting Honeywell's proffered construction
would require the court to import a limitation that is not only outside the bounds of ths,claim
the writen description, and the prosecution history, but is also outside the scope of amy writte
publication. We may not rewrite claims teeperve validity in that manner.’$tated differently
there is no ambiguity in this case that would support weighing validity consmhexd®hillips v.
AWH Corp, 415 F.3d 1303, 1328 (Fed. Cir. 2005) (“In this case, unlike . . . other cases in which
the doctrine of construing claims to preserve their validity has been invoked, theeria at

issue is not ambiguous. Thus, it can be construed without the need to consider whether one
possible construction would render the claim invalid while the other would not. The doctrine of
construing claims to preserve their validity, a doctrine of limited utility in angtetieerebre

has no applicability here.”)
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B. The Newly Discovered Testimony of Dr. Mueller Does Not Change the Court’s Opinion

Turning to the Moving Defendants’ second argument, the discovery of new evidence that
was not previously available is a permissible basis on which to seek reconsideraterheél
Moving Defendants contend that the previously unavailable deposition testimony of &erlyiu
the inventor of the Patengt-Issue and Plaintiffs’ Rule 30(b)(6) witness, indicates that the
Patentsat-Issue intended to disclaim roflumilast produced by all processes other @han th
endorsed in the Paterdsissue’s shared speigtion. Dr. Mueller’'s testimony would not have
changed and does not now change the outcome in the Court’s Opinion and Order because it
constitutes extrinsic evidence outside of the Court’s consideration whérereashe intrinsic
evidence clearly suppts a claim constructioof plain and ordinary meaningurthermore, even
were the Court to consider Dr. Mueller’s inventor testimony, it would still be legedlevant to

the Court’s claim construction.
1. The Court Declines to Consider Dr. Mueller’s Testny as Extrinsic Evidence

It is well settled that courts first look to intrinsic evidensgch as the claim,
specification, and prosecution history, when interpreting disputed t€rtranics Corp. v.

Conceptronic, Ing.90 F.3d 1576, 1582 (Fed .Cir. 1996). Extrinsic evidence, by contrast,

® The Third Circuit has “made clear that ‘new evidence,’ for reconsideration purposssnot

refer to evidence that a party . . . submits to the court after an adverse ruling, fathe

evidence in this context means evidence that a party could not earlier submitdorttecause

that evidence was ngteviously available. Evidence that is not newly discovered, as so defined,
cannot provide the basis for a successful motion for reconsidetdiystone 664 F.3d at 415—

16 (quotation omitted). The Moving Defendants have represented that it was not possible t
depose Dr. Mueller in advance of the origifrkmanbriefing, and Plaintiffs have not

challenged this represetitm. Thus, although the testimony of a party’s 30(b)(6) witness and the
inventor of one or more of the Pateatdssue would not normally qualify as newly discovered
evidence, as the party seeking reconsideration clearly had knowledgea$ience,finot

perhaps its specific content, prior to the original decision in this case.
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includes all evidence external to the patent and prosecution history, e.g., expeveanal |
testimonies, dictionaries, and learned treatarkman 52 F.3d at 980. It is considered only

where the intrinsic eviehce does not provide a sufficient description to resolve ambiguities in

the scope of the claingee Vitronics90 F.3d at 1583lohnson Worldwide Assocs. v. Zebco

Corp, 175 F.3d 985, 989 (Fed. Cir. 1999). Ultimately, extrinsic evidence cannot be used to vary
or contradict claim terms when their meanings are discernible from intrindenee C. R.

Bird, Inc. v. U.S. Surgical Corp388 F.3d 858, 862 (Fed. Cir. 2004).

As this Court observed above, in the October 18, 2016 Opinion and Order, the Court
found the term roflumilast to be unambiguous on the basis of the intrinsic evidence alone. Thus
the Moving Defendants’ proffered extrinsic evidence in the form of tovdestimony could not
possibly have disturbed the Court’s earlier judgment, as the Court did not look to extrinsi

evidence in the first instance.

2. Were the Court to Consider Dr. Mueller’s Testimony it Would Not Change the Outcome.

It is well-established inhe patent context thdte testimony of an inventor “cannot be
relied on to change the meaning of the clainkatkman v. Westview Instruments, Ir%2,F.3d
967, 983 (Fed.Cir.1995) (en banalf'd, 517 U.S. 370, 116 S. Ct. 1384, 1348d. 2d 577
(1996);see also Hoechst Celanese Corp. v. BP Chems.7&dF,3d 1575, 1580 (Fed.Cir.1996)
(“Markmanrequires us to give no deference to the testimony of the inventor about the meaning
of the claims.”). In particulathe Federal Circuit has “explained thg}He subjective intent of
the inventor when he used a particular term is of little or no probative weight imdetey the
scope of a claimHowmedica Osteonics Corp. v. Wright Med. Tech., B#0 F.3d 1337, 1346

(Fed. Cir. 2008) (quotiniylarkman,52 F.3d at 985)Stated succinctly,inventor testimony as to
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the inventor's subjective intent is irrelevant to the issue of claim construatidrcannot be

used to narrow claim scopdowmedi@, 540 F.3cat 1346-47.

The Federal Circuit has recognized an exception to this general rule, wherdirtinentes
of an inventor is offered as experstienony, ‘for example, as to understanding the established
meaning of particular terms in the relevant’atowmedica540 F.3dat 1352 n.5 (Fed. Cir.
2008)(citing Phillips v. AWH Corp.415 F.3d 1303, 1318 (Fed.Cir.2005) (en barn)the

seminalPhillips case, the Federal Circuit explained

We have also held that extrinsic evidence in the form of expert testimony carfldeaise
a court for a variety of purposes, such as to provide background on the technology at
issue, to explain how an invention works, to ensure that the court's understanding of the
technical aspects of the patent is consistent with that of a person of skill in thret@art,
establish that a particular term in the patent or the prior art has a particurangneahe
pertinent field. See Pitney Bowes, Inc. v. Hewd&hadard Co.,182 F.3d 1298, 1308—-09
(Fed.Cir.1999)Key Pharms. v. Hercon Labs. Corf61 F.3d 709, 716 (Fed.Cir.1998).
However, conclusory, unsupported assertions by experts as to the definition of a claim
term are not useful to a court. Similarly, a court should discount any expenoi@gt

“that is clearly at odds with the claim construction mandated by the claims thespselve
the written description, and the prosecution history, in other words, with the written
record of the patentKey Pharms.161 F.3d at 716.

Phillips, 415 F.3cht 1318.

The Moving Defendants contend that Dr. Mueller’s testimony falls withinxpere
testimony exception to the exclusion of inventor testimony from claim cotistrizecausd is
offered forDr. Mueller’'s explanation of the state of the praot at the time of applicatiokee,

e.g. ArcelorMittal France v. AK Steel Cor@00 F.3d 1314, 1321-22 (Fed. Cir. 2012) (ingen
testimony relevant as expert testimony of the prior &ggcifically, the Moving Defendants
argue that this case is distinguishable ftdawmedicabecause while Dr. Mueller’s testimony
“is critically relevant to claim constructierhow priorart processes were disavowed as failures

and only the inventors’ noverocess workeg-this is not the litigatiordriven subjective
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characterization of claim language thBtwmedicaejected’ Reply 3. This Court disagrees. Dr.
Mueller was askedbout how he would describe the invention in the Patarss#t of which he
wasthe named inventor, Mueller Tr. 24:16-22, about his contributions to the invendtiah,
68:9-18, about his understanding of what was claimed in the patents, 65:23-66:3, about which
parts of the specification he would include in the claim, 76:2-24, and directly about the
limitations on the meaning of the term roflumilast in the claibi$:14-20. These questions, and
the answers they elicited, clearly concerdedMueller’s opinions, as the inventor, about claim
scope. They do not go tdackground omhe technology at issue, to explain how an invention
works, to ensure that the court's understanding of the technical aspects of this jgatesistent
with that of a person of skill in the art, or to establish that a particular term in thé qaties

prior art has a particular meaning in the pertinent fidghhillips v. AWH Corp.415 F.3d 1303,
1318 (Fed. Cir. 2005)hereas permissible inventor expert testimony goes to the meaning of
patent terms in the pertinent field, impermissible subjective inventor testimony, likéfénatio
by the Moving Defendants here, goeshte meaning of patent terms in the particular Patants
Issue. Because the Court has found the intrinsic evidence to support a plain and ordinary
meaning construction for the term roflumilast, the Moving Defendaatsmatapply the
testimony of Dr. Mueller to vary frorthat meaning based on his subjective impression of the
patent claimsSee, e.gUnwired Planet L.L.C. v. Google, InG60 F. App'x 974, 984 (Fed. Cir.
2016) (district court wrongly relied upon inventor’s testimony about his subjectivestauging
of claim term in construing claim scope because inventor’s testirsarmglevant as a matter of
law); Gen. Protecht Grp., Inc. v. Int'l Trade Comp19 F.3d 1303, 1310-11 (Fed. Cir. 2010)

(the inventor testimony relied on by the judge below did not reveal that the construédadr
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a particular meaning in the drandthe “experts subjective understanding of a patent term is

irrelevant.”)

3. Dr. Muellers Status as Plaintiff$30(b)(6)Witness

Finally, the Moving Defendants contend that Dr. Mueller’s testimony astowvef the
Patentsat-Issue is not legally irrelevant to claim construction, despite the weigiteoédent to
the contrary, because Dr. Mueller was also designated as PlaBifig(6) witness for the
purposes ofinter alia, providing evidence relevant to claim construction. The Moving
Defendants therefore contend that Dr. Mueller’s testimony Bhalatiffs astheadmissions of a

corporate representative.

The Court first notes that the Moving Defendants have not protih@e@ourt with any
authority, controlling or otherwise, indicating that the admissions of a corpeptsentative
may be used to vary the scope of a patent claim from that established by teiatfidence.
Instead, the Moving Defendants primarily rely upon a general pronouncement from thefCour
FederalClaims that “[the testimony of the inventors does not fill the same purpose as a Rule
30(b)(6) deposition because their testimony would not bind the corpordixxgh Research &
Eng’g Co. v. US44 Fed. Cl. 597, 601 n.3 (1999), and an unreported district court case from the
EasternDistrict of TexasSeeBlue Spike, LLC v. Audible Magic Corplo. 15€v-584, 2015
U.S. Dist. LEXIS 181532, at *18-24 (E.D. Tex. Sep. 11, 2015) (granting summary judgment on
the basis of inventor/30(b)(6) deponent because statements constituted admisskonsioes
not speak to the question at hand — whether a 30(b)(6) witness’s acknowledged capauwity to bi
a corporation by admissions can be used to alter claim construction Bhuen8pikeconcerned
a Rule 30(b)(6) witness’s testimony asrfsingement not claim construction. This Court does

not doubt that Dr. Mueller’s testimony could be used to binoh#ffa to admissions relevant to
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infringement. The Federal Circuit has recognized the appropriate use of 30£bayny for

such purposesee, e.gWelker Bearing Co. v. PHD, In&50 F.3d 1090, 1099 (Fed. Cir. 2008);
Amgen Inc. v. Hoechst Marion Roussel, 1844 F.3d 1313, 1348 (Fed. Cir. 2008)ke Inc. v.
Wolverine World Wide, Inc43 F.3d 644, 648 (Fed. Cir. 1994). This Court'searchalong,
presumably, with the Moving Defendants’ own diligent search, howegdalied to identify

any precedent employing Rule 30(b)(6) inventor testimony to modify claim aonetr.

The absence of law in support of the Moving Defendants’ position is unsurprising in the
claim construction context, given the primacy placed by the Federal Circuit anadhis of the
intrinsic evidenceoncerning terms in any patents in issue. Whether or not the statement of a
party to the case, inventor testimony in a deposition during claim construcindreisntly
extrinsic tothe Patentat-Issue Thus, in the absence of any authority to the contrary, the Court
will, as described above, apply well-established principles of claim constrae find that Dr.
Mueller’s testimony, in whatever capacity offerednnot be used to vary the claim terms in the

Patentsat-lssue that are unambiguous on the basis of the intrinsic evidence.
IV. CONCLUSION

For the foregoing reasons, the Moving Defendants’ motion for reconsideration is

DENIED.

Dated: ©62/2017 /s/ Freda L. Wolfson
The Honorable Freda L. Wolfson
United States District Judge
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