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IN THE UNITED STATES DISTRICT COURT
NORTHERN DISTRICT OF ILLINOIS
EASTERN DIVISION

THE MEDICINES COMPANY,
Plaintiff,

V. No. 11-cv-1285

MYLAN INC., MYLAN

PHARMACEUTICALS INC.,and
BIONICHE PHARMA USA, LLC,

N N N N N N N N N N N

Defendants.

MEMORANDUM OPINION AND ORDER

AMY J. ST. EVE, District Court Judge:

Plaintiff The Medicines Company’s (“TMC"has moved to preclude the testimony and
opinions of Dr. Nancy J. Linclkaffered by Defendant Mylainc., Mylan Pharmaceuticals Inc.,
and BionichePharma USA, LLC (collectively, “Mylan”pursuant to Federal Rule of Evidence
702 andDaubert v. Merrell Dow Pharmaceuticals, In609 U.S. 579, 113 S. Ct. 2786, 125 L.
Ed. 2d 469 (1993). For the reasomdssed belw, the Court grants in part and deniepart
TMC’s motion.

BACKGROUND

This action arises out of a patent infringement case involving U.S. Patent No. 7,582,727
(R. 358-1, “the ‘727 Patent”) The ‘727 patent “relates to a compounding process for praparing
pharmaceutical batch(es) a drug product or a pharmaceutical formulation(s) comprising
bivalirudin as an active ingredieht(ld., ‘727 patent at col. 2 Il. 29-3Bivalirudin is the active
ingredient in TMC’s Angiomax® drug product, an injectable anticoagulant used to prevent blood

clotting during coronary procedures. TMC has sold Angiomax® since Z&fbre expiration
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of the patentsa-suit, Mylan submitted Abbreviated New Drug Application (“ANDA”) No.
202471 to the U.S. Food and Drug Administration (“FDA”), seeking approval to engage in the
commercial manufacture, use, sale, offer for sale, and/or importation oé@acgesuivalent to
Angiomax®. TMC claimedthat Mylan’s ANDA No. 202471 infringes seveddims of the
patens-in-suit. The Court granted in part and denied in part Defendants’ motion for summa
judgment of norinfringement, invalidity, and willful infringemerit In defense of the remaining
infringement claimsMylan has asserted theMC committed inequitable conduct during the
prosecution of the ‘727 patent.

On February 8, 2013, Mylan served TMC with the expert report of Dr. Nancy J. Linck.
Mylan seeks to offer Dr. bick’s testimony to support its claims that theimeentors of the ‘727
patent, Drs. Gary Musso and Gopal Krishe@nmitted inequitableanduct duringhe
prosecution of the ‘727 patent. Dr. Linck is a patent attorney who also holds a Ph.D. inimorga
chemistry,and hagnore than twenty years of experience in patent lawnatidthe United States
Patent and Trademark Offisg“Patent Office”) practies and procedures. Dr. Linalas
formerly theSolicitor of Patents and Tradenks at the Patent Office. She also was an
Administrative Patent Judg@here she evaluated the decisions of Patent Office examiders
Linck opined on Mylan’s theory of inequitable conduct based on her knowledge and expertise in
the field, the ‘727 file history, and the recordtloé case.

Specifically,Dr. Linck opined that certaimaterialinformation was known to Drs.
Musso and Gopal Krishna during the prosecution of the ‘727 patenthanthiematerial

information was either withheld from the Patent Office or misrepresentbe patent examiner.

! The Court granted Defendants’ motion for summary judgment of non-infringement of the other
patentin-suit (U.S. PatenNo. 7,598,343), and also granted Defendants’ motion for summary
judgment on Plaintiffs’ claim for willful infringement. (R. 30®lem, Op, & Order.)
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Linck concluded that an examiner would not have issued the claims of the ‘727 patent had the
informaton been disclosed or had misrepresentations not been made. (RY$824434) Dr.
Linck also identified certain record evidence from which the Court could draw aanoéeof
intent to deceive the Patent Offic@d. 11 13549.)
LEGAL STANDA RD FOR DAUBERT MOTIONS

“The admissibility of expert testimony is governed by Federal RulevioieBce 702 and
the Supreme Court’s opinion BDaubert v. Merrell Dow Pharms., IncG09 U.S. 579, 113 S. Ct.
2786, 125 L. Ed. 2d 469 (1993)3ee also Apple Inc. v. Motorola, Inc. F.3d __, 2014 WL
1646435 at *18 (Fed. Cir. Apr. 25, 2014gwis v. Citgo Petroleum Cor®b61 F.3d 698, 705
(7th Cir. 2009). Rule 702 provides, in tleéevant part, that “[i]f scientific, technical or other
specialized knowlegke will assist the trier of fact[,] . . . a witness qualified as an expert by
knowledge, skill, experience, training or education, may testify thereto in theofan
opinion. .. .” Id. See also Happel v. Walmart Stores,,|I6062 F.3d 820, 824 (7th Cir. 2010).

Under the expeittestimony framework, courts perform the gatekeeping function of
determining whether the expert testimony is both relevant and reliable priordmitsen at
trial. See id Power Integrations, Inc. v. Fairchild Semiconductor Intern.,,lii¢1 F.3d 1348,
1373 (Fed. Cir. 2013))nited States v. Pansies76 F.3d 726, 737 (7th Cir. 2009) (“To
determine reliability, the court should consider the proposed expert’s full raegpearience
and training, as well as the methodology used to arrive [at] a particulausmamct). In doing
so, courts “make the following inquiries before admitting expert testimosy; tire expert must
be qualified as an expert by knowledge, skill, experience, training, or educatiamd, the
proposed expert must assist the trier of fact in determining a relevant fact ahidseiease;

third, the expert’s testimony must be based on sufficient facts or data abtergtiaciples and



methods; and fourth, the expert must have reliably applied the principles and methodadts the
of the case.”Lees v. Carthage Collegél14 F.3d 516, 521-22 (7th Cir. 2018ge also Stollings
v. Ryobi Tech., Inc725 F.3d 753, 765 (7th Cir. 201Bpwer Integrations711 F.3d at 1373;
Pansier 576 F.3dat 73. In evaluating these issues, “jaflge must be cautious not to overstep
its gatekeeping role and weigh facts, evaluate the correctnesschissons, impose its own
preferred methodology, or judge credibility, including the credibility of oneréxper another.
These tasks are solely reserved for the fact fihdépple 2014 WL 1646435 at * 19.

It is clear that “genuine expertise may be based on experience or traibinged States
v. Conn 297 F.3d 548, 556 (7th Cir. 2002) (quotihgus v.Urban Search Mgmt102 F.3d 256,
263 (7th Cir. 1996)).[W]hile extensive academic and practical expertise in an area is certainly
sufficient to qualify a potential witness as an expert, Rule 702 specificallgroplstes the
admission of testimony by prrts whose knowledge is based on experienteustees of
Chicago Painters & Decorators Pension, Health & Welfare, & Deferred Sav. Planuhdd-v.
Royal Int’l Drywall & Decorating, Ing 493 F.3d 782, 787-88 (7th Cir. 2007) (citations and
guotations ontted). As such, courts “consider a proposed expert’s full range of practical
experience, as well as academic or technical training, when determining whatrexpert is
gualified to render an opinion in a given areld” (quotingSmith v. Ford Motor C9215 F.3d
713, 718 (7th Cir. 2000)).

In addition, as the Seventh Circuit teaches:

Where the gatekeeper and the factfinder are one and the-ghates, the judge

— the need to make such decisions prior to hearing testimony is less€eed.

United States v. Browm15 F.3d 1257, 12689 (11th Cir. 2005). That is not to

say that the scientific reliability requirement is lessened in such situatiens;

point is only that the court can hear the evidence and make its reliability

determination during, rather than in advance of, trial. Thus, where the factfinder
and the gatekeeper are the same, the court does not err in admitting émeevid



subject to the ability later to exclude it or disregard it if it turns out not to meet the
standard of reliability established by Rule 702.

In re Salem465 F.3d 767, 777 (7th Cir. 2006ge alsdMetavante Corp. v. Emigrant Sav. Bank
619 F.3d 748, 760 (7th Cir. 2010) (observing that “the court in a bench trial need not make
reliability determinations before evidence is presented” because “thecosgalns of the rule
keeping unreliable expert testimony from the jurgre not preent in such a setting”Brown
415 F.3d at 1269 (“There is less need for the gatekeeper to keep the gate when ekpayatek
keeping the gate only for himsé&)f Under this approach, where the judge wdétve as theier
of fact at trial, the Cotitmay choose to (1) allow the presentation of borderline testimony, (2)
subject the testimony to the rigors of cresamination, and (3) decide later whether the
testimony is entitled to some consideration or whether it should be excludezleasit,
unreliable, or both. Nevertheless, at some point before disposition of the case, the cdurt “mus
provide more than just conclusory statements of admissibility or inadmissibifihote that it
adequately performed its gatekeeping functioMétavante Corp.619 F.3d at 760.
ANALYSIS

TMC seeks to exclude the entire testimony of Dr. Nancy J. Linck, or in theailte,
limit several ofDr. Linck’s opinions on certairssues relating to therosecution of the ‘727
patent. TMC asks the Court to preclude.inck’s testimony alleging that she is not a qualified
expert to testify on Mylan’s inequitable conduct theories,thatiDr. Linck’s testimony wilhot
aid the trier of fact.Alternatively, TMC argueghatthe Court should precludar. Linck from
offering several legal and technical opinions, particularly in the area of inequitable tonduc
Specifically, TMCargues thathe Court should strike Dr. Linck’s opinions and testimony
regarding (1) theintentor state of mind of the inventors; Reinterpretation of patent law and

court decisions; (3) conclusions of law; {A®intent or state of mind of the Patent Office



Examiner (5) mistakes made by the Patent Offiead (6)technicalmattersoutside Dr. Linck’s
expertise.The Court will address each argument in turn.
l. Dr. Nancy J. Linck

Mylan expertDr. Nancy Linck is an attorney who has more than twenty years of
experience in patent law aithtent Office practiceamnd proceduresDr. Linckis the former
Solicitor of Patents and Trademarks, serving as general counsel and the higtiegtiasvyer
at the Patent OfficeShe also is a former Administrative Patent Judge who was responsible for
reviewing determinations ofafent Office examiney including denials of patent applications.
Additionally, she has testified before Congress, the Federal Trade Commissidine a
Department of Justice regarding improvements to the U.S. patent system.

Dr. Linck received a Juris Doctor degree in 1984 from Johns Hopkins Univdragy,
been a partner at two law firprend inhouse counsel at a chemical compang a
pharmaceutical company. Dr. Linck is Adjunct Professor of Law at Georgetown University
Law Center, a position she has held since 1998, and was previously an Adjunct Professor at
George Washington School of Law. Dr. Linck holds a B.S. in chemistry from thersityvef
California, Berkeley, and an M.S. and Ph.D. in inorganic chemistry from Univefsity
California, San Diego. Based oarlsignificantlegal and technicajualifications Mylan offered
Dr. Linck’s opinions in support of itslaim that TMC’s inventors committed inequitable conduct
during the prosecution of the ‘727 patent.
I. Dr. Linck is Qualified to Testify as an Expert in This Case

TMC first moves the Court to preclude Dr. Linck’s testimony in its entirety becauss she
not qualified to opine othe examinatiomf the ‘727patentconducted by the Patent Office, or to

provide opinions supportinglylan’s position that the co-inventors committed inequitable



conduct TMC assertghatDr. Linck is not a qualified expecapable of testifying about
inequitable condudtecause she has “never beeratept examiner.” (R. 320 at 4.)

The Court finds TMC’s argument regarding the qualifications of Dr. Linck ulnaya
Dr. Linck has more than twenty years of patent law experience includviggeas the Solicitor
of Patents and Trademarks, tiighest-ranking attornay the Patent Office Further, Dr. Linck
served agn Administrative Patent Judge responsible for reviewing the determinatiBatent
Office examiners. While Dr. Linck has never been a Patent Office examiner, shiéyact
reviewedthe decisions oPatent Office examiners, making her weliaified to opine on issues
arisingin the patent prosecution process. Additiondly, Linck is well-regarded in the patent
field, having testified before Congress, the Federal Trade Commission, and thereepaf
Justice regarding improvements to the U.S. patent systemis &mhadjunct law professor, and a
patentattorney giving even more weight to her expertise in the field of patent @me court
explicitly found Dr. Linck “undoubtedly qualified to testify as an expert on patent application
issues relating to inequitable conduct” solely based on her work at the Pateat Sé@yVyeth
v. Apotex InG.No. 08-22308-CIV, 2009 WL 8626786, at *2-4 (S.D. Fla. Oct. 6, 2008¢.
Court finds Dr. Linck’s extensive, impressigaalificationsmore than sufficient tallow her to
opine on Mylan’s theories of inequitable conduct and other prosedssioes relating tthe
727 patent.

TMC alsoasks the Court to preclude Dr. Linck&stimony in its entirety because it would
“fail to assist the trier of fact.(R. 320 at 4.) To support its positi®MC citesDistrict of
Delaware cases where the ceystecluded legal @erts from testifying at trialSeeCancer
Research Tech. Ltd. v. Barr Labs., In€iv. No. 07-457 (D. Del. Mar. 4, 2009) (striking any

legal expert from testifying at triahcluding Dr.Linck’s inequitable-conduct opiniojjBrigham



& Women'’s Hosp. Inc. v. Teva Pharms. USA,,I6tv. A. No. 08-464, 2010 WL 3907490, at *2
(D. Del. Sept. 21, 201@parring parties from explainingatent prosecution histories through
expert testimony).These caseg@not binding on the Court.

TMC also relies oNational Diamongwherethe Court excluded patent expert’s
testimony regarding inequitable condu®at'l Diamond v. Flanders Diamon@0 C 6402, 2003
WL 24890292, at *1 (N.D. Ill. Apr. 30, 2003National Diamondhowever, involved a jury trial
rather than a bench trial whetee expert sought tosimplify” the issues in the area of
inequitable conduct for purposes of the jurors’ understandahgAs the Court noted in
National Diamongthe parties did not need to present such issues to the jury since it was not a
jury issue. Here preclusion of Dr. Lincls testimonyis unnecessary because the Court is the
trier of fact, with the capability of curtailing her opinions if necessary &t t8ee, e.gBone
Care Int'l LLC v. Pentech Pharm., IndNo. 08 C 1083, 2010 WL 3928598, at *ZNsD. Ill.

Oct. 1, 2010).

Additionally, courts within this District and others routinaifow qualifiedpatent experts
to testify on inequitable conducld. at *9 (patent law experts may testify on “the history of the
‘488 application’s prosecution that may be probative to the issue of intent [to deced & a
the “materiality element of inequitable condug®g-Kure Controls, Inc. v. Vanguard Prods.
Grp., Inc, No. 02 C 3767, 2008 WL 169054, at *3-4 (N.D. Ill. Jan. 17, 200&8eft law expert
may testify about general patent procedures, operations and functions of the PTi@lityafe
relevant prior art, and factual context for why plaintiff's behavior may baea inequitalel).

See alsdVorldwide Home Products, Inc. v. Time |ricl CIV. 3633 LTS MHD, 2013 WL
5477480, at *5 (S.D.N.Y. Sept. 30, 2013).

BecauseéDr. Linck is qualified by her experience and experttedestify as a patent law



expet regardinghe application and issuanakthe ‘727 patent relating to Myté inequitable
conduct claimsthe Court denies TMC's request to exclude her opinions and testimony in their
entirety. TMC can challenge Dr. Linck’s opinions regarding inequitable coatlagedly
committed by the inventors of the ‘727 patent through its own witnesses and through rigorous
crossexamination during trial.
lll.  Inequitable Conduct

An accused infringer assertiagclaim forinequitable conducmust show by clear and
convincing evidence that the patent applicant (1) misrepresented or anfittedation material
to patentability, and (2) did so with specific intent to mislead or deceive the RN&work
Signatures, Inc. v. State Farm Mut. Auto. Ins. @81 F.3d 1239, 1242 (Fed. Cir. 2013) (quoting
In re Rosuvastatin Calcium Patent LitigQ3 F.3d 511, 519 (Fe@ir. 2012). “Materiality and
intent must be separately establisheldl” The ntent to deceivelement of an inequitable
conduct claims a question of factBone Care2010 WL 3928598, at *€citing Upjohn Co. v.
MOVA Pharm. Corp.225 F.3d 1306, 1312 (Fed@ir. 2000). Thus, there are two elements of a
claim of inequitable conduct: first, the materiality of misrepresentations, misiafam, or
withheld information; and second, the intent to deceleneywell Int'l Inc. v. Universal
Avionics Sys. Corp488 F.3d 982, 999 (Fe@ir. 2007);see also Star Scientific, Inc. v. R.J.
Reynolds Tobacco C&37 F.3d 1357, 1365 (Fedir. 2008).
V. Dr. Linck’s Opinions Regading Patent Law and Inequitable Conduct

A. Dr. Linck May Testify on Facts Relating to the Intentto DeceiveElement of
the Inequitable Conduct Claim

TMC argues the Court should preclude Dr. Linck’s opinions regardingtaie of mind
of each of the inventorandher opinions on theintent to deceig the Patent Office regarding

the applicatiorand examinatioof the ‘727 patent. (R. 320 at 7.) Specifically, TMC asserts that



Dr. Linck is not qualified to testify on the goventors’ intent to deceive because she does not
possess any special qualifications that would allow her to discern the cosnsvéimbughts.
(1d.)

Patentexperts may not testify that they know the patentee’s intent to hide or lie about
certain information during the patent prosecution prodessduse they are not mingladers.
Bone Care2010 WL 3928598, at *9. Additionally, patent experts may not “plumb the
inventor’s and attorney’s minds and discern whether they ‘lacked candor’ or hatiatent to
deceive during the patent prosecution proceks.”(citing Se-Kure Controls2008 WL 169054,
at *2). Mylan concedeshat Dr. Linck cannot testify as to whether the inventors actually had a
specific intent to deceive the Patent Office, but asserts that Dr. Linckderatyfy certain facts
from the file history and record to support an inference that the applicasdsvatt intent to
deceive. (R. 377 at 63ee Bone Car010 WL 3928598, at *9 (#orney expert’s Patent
Office experience “qualified [him] to offer evidence regarding the hysibthe ‘488
application’s prosecution [as it] may be probative toisbae of intent [to deceive the Patent
Office].”). The Court agreesThis aspect ofTMC’s motion is granted only to preclu@e.
Linck’s opinions regarding the inventors’ intent to deceive.

B. The Legal Standards Upon Which Dr. Linck Bases Her Opinions

Next, TMC asks the Court to precluseveral oDr. Linck’s opinions “explaining or
interpreting patent law and court decisions.” (R. 32Q)af®1C asserts that such opiniowdl
notassist the Court in interpreting tiesue of inequitable conduct in the application and
issuancef the ‘727 patent. Dr. Linck’s opinions includertain Patent Officeroceduresand
practicessuch as: thgroundswvhichan examiner can reject a patent applica(®n32441 |1 31

38.); the grounds under which a reference would be prior art (R3 §44L6); the duty of
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candr an applicant has during prosecution (R. 32 4160.); and the standatbdatexaminers
apply in determining whether a reference is mateial.)

Dr. Linck may offer opiniongegardinghe Patent Officés practices and procedures
based ormer prior experience in the Patent Office and her extensive experience in patamd law
procedure.See Bone Car010 WL 3928598, at *14 (holding that patent expert’s proposed
testimony adhissible relating to patent application process, operations and functions of the PTO,
and the criteria which examiners evaluate in s8¢ patentability)Indeed, courts allow patent
law experts to testify on “general procedures involvethénpgatent pplication process.”
Sundance, Inc. v. DeMonte Fabricating L.%650 F.3d 1356, 1360 (Fed. Cir. 2008he&ay
alsoopine on whether a certainteriais material to a Patent Office examin&eeBone Care
2010 WL 3928598, at *14 (admitting discussion of “criteria to which examiners look in
assessing patentability (including obviousness, priority, et&.ijuid Dynamics Corp. v.
Vaughan Co., Inc01 C 6934, 2004 WL 2260626, at *7 (N.D. IIl. Oct. 1, 200iiding
admissible patent law expert discussion of materiahgrldwide Home Product2013 WL
5477480, at *5.

TMC also challengeBr. Linck’s statemerstregarding the legal standards upon which
she reliego formulate heopinions as improper legal opinionBr. Linck may testify regaidg
the legalstandards upon which she relies for her opini@ee, e.gA.E. ex rel. Evans v. Indep.
Sch. Dist. No. 25, of Adair Cnty., Qld36 F.2d 472, 476 (10th Cir. 1991) (“An expert may []
refer to the law inxgressing his or her opinion.’¢iting to statutes, legal definitions, and cases
is acceptable when a legal expert is explaitiggbases of how she arrivechatr opinions.
CHECK SeeVoter Verified, Inc. v. Premier Election Solutions, Jitic09-CV-1968ORL-19,

2011 WL 87306, at *4 (M.D. Fla. Jan. 11, 2011) (district court refused to strike an expert’s
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opinion when he properly cited to statute and standards for evaluating obviousness announced i
case law, and applied the principles to his obwieas analysis)She may not, howevegjve
general testimony interpreting patent law.

Finally, the trial in this case is a bench trial. The Court is fully aware of the law of
inequitable conduct in the context of patent applications and examinations. The Court, as the
trier of fact in thiscase, is free to disregard or curtail the testimamoyided by Dr. Linck.See,

e.g, Bone Care2010 WL 3928598, at *2-Frmament Sys2007 WL 1267877, *1.

C. Some ofDr. Linck’s Opinions Are Improper Legal Conclusions

TMC next asks the Court to preclude certain legal conclusions fouhd inck’s
expert report (R. 320 at 9-11.) Specifically, TMC points out thezamples in Dr. Linck’s
opening report as legal conclusions concerning concéptiorentorship, and inequitable
conduct. (Id.) TMC claims each of these opinions contains legal conclusions, which the Court
may address at the end of the trial. In the Seventh Citexpert testimony that contains a legal
conclusion that determines the outcome ofseda inadmissible Sommerfield v. City of
Chicagq 254 F.R.D. 317, 330 (N.D. Ill. 2008iting RLICSEnterprises, Inc. v. Prof’l Ben.

Trust Multiple Emp’ Welfare Ben. Plan &rust 487 F.3d 494, 498 (7th Cir. 2007). “Rule 704
was not intended to allow experts to offer opinions embodying legal concludBasth &
Lomb, Inc. v. Alcon LabsInc., 79 F.Supp.2d 252, 255 (W.D.N.Y. 2000) (quotihmgted States

V. Scop 846 F.2d 135, 139 (2d Cir.1988pe-Kure Controls, Inc. v. Diam USA, In@6 C 4857,

% “In my opinion, the single most reasonable conclusion to be drawn from this evidence is that
the inventors and possibly others acted with a deliberate intent to deceive th® d&dPobtain
allowance of patent claims to which thase not entitled.” (R. 324-1  146.)

3“In any case, the relevant point is tfe&n Venug“BVL") staff who are not named as

inventors undeniably contributed to the alleged ‘conceptions’ of the claimed invention.” (R.
324-3 1 15.)

* “Had this information been disclosed to Examiner Ha, in my opinion she would have rejected
the application claims as invalishder 35 U.S.C. 8§ 102(f).{R. 324-1 1 130.)
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2009 WL 77463, at *2 (N.D. Ill. Jan. 9, 2009) (concluding that proposed testimony of a patent
expert on whether the patent at issue is enforceable, whether the@a@mmmitted inequitable
conduct, or the level of intébehind any alleged failures to disclose prior art was all
inadmissible).

In opposition, Mylan asserts that Dr. Linck’s opinions are admissible on two grounds.
First, Mylan argues that experstanony on legal conclusions is properly precluded in jrigyst
for fear it will usurp the court’s role, bstich testimony is acceptable in bench trials as long as
the court remains the trier of fact and draws its own legal conclusBee8one Care2010 WL
3928598, at *3SeKure Controls 2009 WL 77463, at *2Del Mar Avionics, Inc. v. Quinton
Instrument Cq.836 F.2d 1320, 1325 (Fed. Cir. 1987). Second, Mylan contends that Dr. Linck’s
testimony does not contaiegal conclusiosor speculation, stating that there is a “difference
between stating a legal conclusion and providing concrete information against whieasioren
abstract legal conceptsUnited States v. Blouns02 F.3d 674, 680 (7th Cir. 2007). “The
former is prohbited; the latter is not.’Bone Care2010 WL 3928598, at *14Mylan argues that
Dr. Linck’s challenged opinions are tying an abstract legal concept to jgaiob facts on the
record. (R. 377 at 10.d. (citing Se-Kure Controls2009 WL 77463, *2Jallowing “factual
context” for why prosecution behavior was inequitable, including “materialitlyeofelevant
prior art”); Worldwide Home Product2013 WL 5477480, at *5 (“He has based his opinions on
the factual record . . . , His opinions are relevant to the adequacy of Plaintifitsdiss to . . . ,
which is a question of mixed law and fact.”).

The opinions identified by TMC and cited above go beyond proper opinion testimony.
Instead, they arémproper legal conclusions argpeculation. TMC’s motion on this issue is

therefore grantedienied
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D. Dr. Linck May Provide Opinions Regarding What Facts Would Have Been
Material to the Patent Office Examiner

TMC also moves to ekaede statements by Dr. Linckgardng heropinion of whathe

PatentOffice Examiner would have done or thought had TMC given her differarmation:

e “Moreover,Examiner Hawould not have allowed the patentdo issue
hadshe knowrhattheallegedly'new’ processisedto makebivalirudin
resembledhe ‘old’ processnorecloselythanadmittedoy TMC in its
patent application.” K. 324-1 § 128.femphasisadded);

e “ltismy opinion that Examiner Ha would not have allowed theclaims
of the patentsin-suithadshe knowthatmultiple techniqueslescribed
as'efficient mixing’ in thepatentsverealreadyin the priorart, or had
beensuggestetbhy persons nohamedasinventorsin the applications.
(I1d.) (emphasis added);

e “ltismy opinion that instead [Examiner Ha] would have rejected
theclaimsas obvious over the pricart compoundingrocess.”
(1d.) (emphasisdded)

e ‘“Finally, Examiner Ha would not have allowed the patentdo issue
hadshe knowrthatthetrueinventorshadnotbeennamed.” (Id. |
129.)(emphasisadded);

e “In my opinion,hadthe USPTObeeninformedthattheclaimed
inventionwasin fact derivedfrom conceptgprovidedto thenamed
inventorsby athird partyunder no common duty assignmenthe
USPTO would not have allowed theclaimsto issue.” (R. 324-3 1 19.)
(emphasisaadded)

Thesestatements by Dr. Linclo more than mehgreference the Patent Office examiner;
they speculate as to what she would have done or thought had she been given different
information. Seeg.g., Se-Kure Control2009 WL77463, at *Zcurtailing the expert'proposed
testimony and explaining that experts are not “rmeader([s]");Applied Materials, Inc. v.
Advanced Semiconductor Materials Am., JIic92-20643 RMW, 1995 WL 261407, at (Q.D.
Cal. Apr. 25, 1995) (“The court grants Applied’s motion precludiigbaum from testifying

about what the examiner would have done if Nusbaum had been the examiner, or if therexami

14



had different information. The evidence would trelevant speculation . . . .”). Thus, the Court
grants TMCs motion to preclude Diinck from opining on what the Patent Office Examiner
would have done or thought had she been given different information.

Additionally, the parties agree that courts permit experts to opine on factsghbe
relevant to an inequitable conduct defehsathile Dr. Linck is precluded from opining on what
the patent examiner would have done or thought had she been presented athatanfdr.
Linck mayopine as to what she believes would have been material to the patent exaaseer
on her expertise in patent lakxperts are permitted to opine on matéyand make relevant
testimony CBOE v. ISENo. 07 C 623, ECF No. 701 at 3-4 (N.D. Ill. March 7, 2013) (citing
Sundancg5b50 F.3d at 1363 n)%allowing relevant expert testimony from expert wha not
have “ordinary skill in the field of computer programming,” the relewaat)t Thus, the Court
denies this aspect &aintiff's motion to preclude Dr. Linck’s testimony, and she may opine on
the materiality to the Patent Examiner of the undssdoprior art’s potential effect on the ‘727
patent application process.

E. The Presumption of Validity

Next, TMC argueshat the testimiay Dr. Linck intends to provideegarding “the general
likelihood of the Patent Office to make mistakes ... would undermine the statutemyrgron
of validity of issued patents under 35 U.S.C. § 282.” (R. 320 atSdecifically, TMC
references Paragraph 20 of Dr. Linck’s operergertreport:

From time to time, patentsare grantedthat do not meet one or
more of the statutoryrequirementgor patentability.In otherwords,

®> See Bone Car@010 WL 3928598, at *14 (“Mr. Sofocleous may provide factual context that
goes to the underlying contentions of inequitable conduct . . . , but he may not speculate or offer
his subjective conclusions on those contentions. Similarly, Mr. Sofocleous may gffextant

facts regarding acts or assions in the applications giving rise to the [patent in suit], but he may
not speculate as to the intent of the inventors or attorneys.”) (citations omitted)
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the USPTO makes mistakes.The courts may declaresuch patents
invalid. Also, under some circumstances,ordinarily involving
misconductby the patentee(spefore the USPTO, the courts may
declarepatentsunenforceabléasedon inequitable conduct.
(R. 324-1 1 20.) Courts have precluded patent experts from offgramgralized testimony
about potential memory problems of examiners or othercase-specific testimony
‘insinuating that the PTO does not do its job properl8tne Care2010 WL 3928598, at *15
(citations omitted).

Mylan argues that the Court is capable of filtering between passing e#eren
“mistakes” in the Patent Office made by Dr. Linck and the presumption of yadiidit patent,
and that the Court still may nonetheless find a patent invalid or unenforceable. glinear
fails to address MIC’s assertiorthat generalized testimony about “other mase specific

testimony ‘insinuating that the PTO does not do its job properly” is not permiteeBausch
& Lomb, 79 F. Supp. 2d at 255-%6iting Applied Materials 1995 WL 261407, at *3). He
Court agrees with TMCDr. Linck may present testimony to the extent ta has a basis for
opining on actual defects in the patent application process or inequitable conding telthe
727 patent. The Court will not, however, permit Dnck to offer generalizedhoncase
specific testimony insinuating that the Patent Office makes mistakes or doesitsgodo
properly.
F. Dr. Linck Does Not Opine on “Technical” Matters Outside of Her Expertise
Finally, TMC argues that the Court should preclude Dr. Linck from opinirigechnical
opinions” outside of her field of expertise. (R. 320 at 12.) Specifically, TMC allbgtdrt
Linck improperlyanalyzes and compares the original and improved Angiomax® drug product,

improperly opines on the materiality of technical information, and impropetérprets the

patent in suit. Il.) TMC further alleges that Dr. Lingksan attorneylacks the required
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technical qualificabns to opine on such technigssues. I¢.)

1. Dr. Linck Is Qualified to Provide Technical OpinionsRelated to Her
Experience and Expertise in the Pharmaceutical Industry

TMC first argues that Dr. Linck is not qualified to provide technical opinions,Uiticg
opinions regarding: (i) scientific matters; (ii) the materiality of technical infaomaand (iii)
the interpretation of the patent in suit.” (R. 320 at T3V)C claims thaDr. Linck is nota
person of ordinary skill in the art (“POSITA”) under Mylan’s definifidiecause “[Dr. Linck]
lacks experience in formulating peptide drugdd.)( Using Mylan’s definition, TMC asks the
Court to preclude Dr. Linck from providing technical opinions and from offering tesyim®to
whether scientific and technical information would have been material during ioseaf the
patents in sujtbecause she is not a POSITA or an expert on technical aspects of the ‘727 patent
Bone Care2010 WL 3928598, at *13 (precluding the expert from testifying on the “the
scientific significance and materigliof prior art references . . .” because the expert lacked
gualifications to opine on “scientific or technological facts . . .”). TMC also ask€ourtto
precludeDr. Linck from interpreting the patents in suftJnless a patent lawyer is also a
gualified technical expert, his testimony on these kinds of technical issugsr¢gper and thus
inadmissible.” Sundancegb50 F.3d at 1362 (holding that the district court abused its discretion
in allowing defendant’s patent-law expert to testify on how the disclosed inventimatexpe
because he lacked relevant expertise in the pertinenfldat) Court rejects TMC’s arguments.

Dr. Linck has a sufficient technical background to offer these opinions. She/bed se

years of work experience in both the chemical and pharmaceutical industriegcboibally-

related and legallyelated. Indeed, based on Dr. Linck’s combination of legal experience and

® According to Mylan, a POSITA would “understand the use of active pharmaceutical
ingredients and excipients to formulate a drug product, including use of peptidek.as AP
(R. 324-7 1 106.)
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years of experience working with drug formulations, one qeemnittedher to opine on both the
legal and technical aspects of a pharmaceutical pafa®.Wyetl2009 WL 8626786, at *3-4
(“Dr. Linck is not being offered simply as a patent lawyer opining as one \ak@uwtually
skilled in the art, but instead that Dr. Linck could be considered a person skilled inghveiar
her legal expertise coupled with her practical work experience in the pharmacedtsaty.”)
Furthermore, Dr. Linck meef®&MC’s definition of a POSITA — someone who possesses a B.S.
in chemistry and a “few years” of pharmaceutical work experience. (R2 $647.)

Given her experience, Dr. Linck is qualified to rely on her own independent revibe of
‘727 patent, and opine di) scientific matters(ii) the materiality of technical information; and
(ii) the interpretation of the ‘727 patent. TMC is free to vigorously cross ewabn. Linck
regarding her galifications to tetify on both technical and ndeehnical

2. Dr. Linck May Rely on the Opinions of Other Experts Combined

TMC further argues that Dr. Linck is unqualified to combine her own technical opinions
with opinions of Mylan’sechnical expertsTMC challenges her reliance on the opinions of
other Mylan experts. NIC’s challenge fails.

Dr. Linck hasrelied on the technical analysefsseveral other Mylan experts in rendering
her opinions, includin®r. lan McKeagugeDr. David Auslander, and Dr. Fred Regnier. (R. 324-
31178, 11, 13-14, 18, 30, 32, 33, 36, 38, 39.) Mylan contends that Dr. Linck formed her patent
prosecution opinions relying on the opinions of these several experthie Federal Circuit
recently noted, [€]xpertsroutinelyrely upon otheexpertshired by the party they represent for
expertiseoutside of their field. Apple Inc. v. Motorola, In¢.  F.3d __, 2014 WL 1646435, 25
(Fed. Cir. Apr. 25, 2014). Indeedperts need not base their opinionsfoat-hand knowledge

or research actuallyonducted by the expert hersefee Daubertc09 U.S. at 592)alker v.
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Soo Line R.R208 F.8 581, 588 (7th Cir. 2000) (“courts frequently have pointed to an expert's
reliance on the reports of others as an indication that their testimoniaidegl Dr. Linck
properly relied on these other expepinions. TMC’s motion to exclude Dr. Linck’s opinions
formed in reliance on other experts and her own technical expertise is denied.
CONCLUSION
For the reasons discussed in detail above, the Court grants in part and denies in part

TMC'’s motion to preclude certain testimony of Mgls expert, Dr. Nancy. Linck.

jhe

AMY J. ST. EVE
United $ates District Court Judge

Dated: May 2 2014
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