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UNITED STATES DISTRICT COURT
SOUTHERN DISTRICT OF INDIANA

INDIANAPOLIS DIVISION

ELI LILLY AND COMPANY,
Plaintiff,

V. CaseNo. 1:16ev-00308TWP-MPB

DR. REDDY'’S LABORATORIES, LTD.and

DR. REDDY'SLABORATORIES, INC.,
Defendants.

)
)
)
)
)
)
)
)
)
)

ENTRY ON PLAINTIFF SOBJECTION AND DEFENDANTS' MOTION TO STRIKE
NEW ARGUMENTS IN PLAINTIFF 'S REPLY

This matter is before the Court on Defendants Dr. Reddy’s Laboratoriess BhBDr.
Reddys Laboratoriesinc.’s (collectively,“DRL”) Motion to StrikePortions & Plaintiff's Expert
Repots ServedOn Defendants On March 21, 20{Hling No. 74, andPlaintiff Eli Lilly and
Company’s (“Lilly”) Objectiors to Order on Motion to Strike Portions of Plaintiff's Expert
Reportg“theOrder”) (Eiling No. 97). Also before the Court isiotion to StrikeNew Arguments
in Plaintiff's Reply That Were Neither Raised in its Objectianr Made to the Magistrate Judge

(Filing No. 119. For the following reasons, the CostistainsLilly 's objectiors, reversesthe

Order, anddeniesDRL’s motion to strike portions of Lilly’s expert reporthe Court alsalenies
DRL’s motionto strike alleged new arguments in Lilly’s reply

l. BACKGROUND

On August 10, 2010, U.S. Patent No. 7,772,268( ‘209 patent”)was issued to Lilly.
The 209 patentovers the method of administering ALIMTA®emetrexed for injectior}an
anticancer drug that requires physicians teadminister the drug with folic acid and vitamimn:B

to reduce the incidence of patient toxicifyhis casesurrounds a patent disputeRL fil ed a New
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Drug Application (NDA) with the United StatesFoodandDrug Administrationseekingapproval
to manufactureand sell its pemetrexedproducts (“NDA Products”—a similat anti-cancer
injection that requires physicians to -ealminister the drug with folic acid and vitanti,. On

February 5, 201a.illy filed aComplaintagainst DRLassertingDRL’s NDA Productswill be

marketedas competing produstto ALIMTA ® andthe use of th&lDA Productsinfringe on the
‘209 patent (Filing No. 1)

Severalmonths later, on June 20, 2016, tkagistrate Judge held dnitial Pretrial
Conferencediscussing discovery, case management, and other mafteesMagistrateJudge
approvedasamendedhe partiesCase Management Plan (“CMP&gtting Septembeb, 2016as
the deadlinefor Lilly’s infringementcontentionsand DRL’s invalidity contentions. (Filing No.
45 at 5) On Septembei6, 2016,Lilly filed infringement contentiongsserting:

The use oDRL’s NDA Products meets all limitations aflgims 122 ofthe ‘209
paten}, either literally or underthe doctrine ofequivalents.DRL is liable asa
directinfringer basedon thefiling of its NDA, aswell asfor activeinducement of
infringement and/ofor contributoryinfringement.

(Filing No. 48 at 1-»

On March 21, 2017,Lilly providedDRL with the expert reports oBruce A. Chabner,
M.D. (“Dr. Chabner”) andRodolfoPinal,Ph.D. (“Dr. Pinal”). Ten days after receiving the expert
reports DRL filed aMotion to Strikelarge portions ofhereports asserting theyiolatedthe CMP
by raisingnewtheories of infringementot disclosedn Lilly’s infringement ontentions (Filing
No. 74) TheCourt referred the Motioto Strike to the Magistrate Judge and, on April 28, 2017,
the MagistrateJudgegranted DRL’s Motion to Strike.(Filing No. 96) The Magistrate Judge

specifically concludedhat Lilly alleged only infringement under the doctrine of equivalemiis

! Theonly difference betweethe ‘209 patenand DRL'SNDA Productds: the ‘209 patent requires administration of
pemetrexed disodium and DRINDA Products require administration pémetrexed ditromethamine.
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infringement contentiondhowever Lilly's expert report@addresditeral infringement, as well as
inducementand contributory infringement Accordingly, he Magistrate Judgesxcludedthe
following portions ofDr. Chabner'sightsix (86) paragrapheport:

(1) the literal infringement analysis inparagraphs 389, and literal
infringementrelated statements in the reporparagraph$0, 63, and 80

(2) the “Inducement of and Contribution to Infringemesgttion aparagraphs
81 and 82, as well as a portionpafragraph 60;

3) portions of the Claims Chaattached as Exhibit C to the report; and

(4) thetheories under the doctrine of equivaleimtgaragraphs 661, 6473,
and 77-80.

Id. at 20;seealsoFiling No. 75 at 1940, 42-44. TheMagistrate Judge alsxcludedhe following

portions ofDr. Pinals report:

(1) the partial doctrine of equivalents analysis in paragraphs 15 and 16; and

(2) the section entitled, “DRL’s NDA Products Administered with Saline
Literally Meets the Pemetrexed Ddium Limitation in the Claims of the
‘209 Patent,’'in paragraphs 72 and 73.

(Filing No. 96 at 20Filing No. 75at 12223; 148)

Il. LEGAL STANDARD

A district court may refer a nedispositive pretrial motion to a magistrate judge under
Federal Rule of Civil Procedure 72(a). Rule 72(a) provides:

When a pretrial ntger not dispositive of a party’claim or defense is referred to a
magistrate judge to hear and decide, the magistrate judge must promptly conduct
the required proceedings and, when appropriate, issue a written order $t@ting t
decision. A party may serve and file objections to the order within 14 days after
being served with a copyA party may not assign as error a defect in the order not
timely objected to.The district judge in the case must consider timely objections
and modify or set aside any part of the order that is clearbyieous or is contrary

to law.

Fed. R. Civ. P. 72(a). The clear error standard is higéflsrdntid permitting reversal only when
the district court “is left with the definite and firm conviction that a mistake has inaele.”

Weeks v. Samsung Heavy Indus. Co., @b F.3d 926, 943 (7th Cir. 1997).
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1. DISCUSSION

Lilly objectgo the Order, contending tiMagistrate Judgerredby: 1) excluding evidence
disclosedn Lilly’s infringement contention®) sanctioning Lilly for violating the CMP; and 3)
misapplying the foufactor test that determines when to exig expert testimony.

A. Motion to Strike New Arguments in Reply (Filing No. 112).

As an initial matter, the Court addres®RL’s request to strike two arguments included
in Lilly’'s Reply Brief, specifically that: 1) Lilly disclosed its “equivaleziccontentions in a
November 29, 201féetter to DRL, and 2) subsequent events cured DRL of prejudiieL
contends that these arguments are new and were not presented to the Magistatedu8iyver
Streak Indus., LLC v. Squire Boone Caverns, INo. 4:13CV-00173RLY, 2014 WL 220682,
at *1 (S.D. Ind. Jan. 21, 201&)New arguments and evidence may not be raised for théirfest
in a reply brief. Reply briefs are for replying, not raising new arguments or argumentthdt c
have ber advanced in the opening bfigfsee alsdJnited States v. MelgaR27 F.3d 1038, 1040
(7th Cir. 2000)(“district courts should not considarguments not raised initially before the
magistrate judgdé.

Upon review of the parties’ briefing, the Court determinesliiigts Reply Brief did not
inject new evideng, arguments, or issuetnstead, the Reply Brief providddily’s response to
the arguments advanced YRL in its Response Brief. Specifically, Lilly asserts that DRL
maintained notice of Lilly’s claims and DRL will not suffer prejudice by the siolu of Lilly’s
expert reports Accordingly, the CourdeniesDRL’s Motion to Strikearguments in Lilly’s reply
brief. SeelLady Di’s, Inc. v. Enhanced Servs. Billing, In2010 U.S. Dist. LEXIS 29463, at *4
(S.D. Ind. Mar. 25, 2010)The “purpose for having a motion, response and reply is to give the

movant the final opportunity to bee&rd andto rebut the nommovant's responsethereby
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persuading the court that the movant is entitled toghef requested by the motion”) (emphasis
added).

B. Lilly’s Infringement Contentions .

Regarding the merits d¢ie motion to strike portions of itsxpert reportLilly argues that
the Magistrate Judge erred excluding paragraphs 387, 60-61, 63-73and 77-82 of Dr.
Chabner’s report, as well as paragrapharid16of Dr. Pinal’s reporbecause the issues addressed
in those paragraphs wedisclosd on September 6, 2016 Lilly’s infringement contentions.

The Court agrees The Magistrate Judge erred in strikipgragraph$38 through 47, as
well as certain sections iparagraph 63 ofDr. Chabner's repoytwhich addressDRL’s
infringement on the ‘209 pateniith respect to the administration of folic acid and vitamia B

(Seeriling No. 76 at 21-23 The Magistrate Judge concluded that these pgragnaegard literal

infringement and thaktilly did not disclose literal infringement in its infringement contentions.
To the contraryLilly’s infringement contentiongnake clear that, “the use of DRL's NDA
Products meets all limitations of each of the asserted claims, igaity or under the doctrine
of equivalents”’becauseamong other thingsithe labeling fo DRL's NDA Products direst

administration of. folic acid’ and“vitamin B».” (Filing No. 48 at 1 5-10; 1:14) (emphasis

added).

The Court also findsrror instriking paragraphs 661, 6473,and 7780 of Dr. Chabner’s
report, as well as paragraphs 15 and 1BroPinal’s report. These paragraplexplain that DRL’s
administration of pemetrexed ditromethamine amounts to infringement under thmedoct
equivalents because it performs in substantially the same wayllgs Bdministration of
pemetrexed disodium under the ‘209 patefhe Magistrate Judge concluded that the experts’

analyse amount to new theories under the doctrine of equivalentaramaitside the scope of
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Lilly’s infringement contentionsThe Courdisagrees and notes thsimilar to the expert reports,
Lilly’s infringement contentions state verbatim that:

DRL’s NDA Productzontain‘pemetrexedlitromethamine.” DRLO00017 T here
is an insubstantialifferencebetweenadministeringpemetrexedlitromethamine
andadministeringpemetrexedlisodiumin accordanceavith claim 1; pemetrexed
ditromethamingerformssubstantialljthe samefunctionin substantialljthe same
way to achievesubstantiallfhesameresultasthe pemetrexedlisodiumasclaimed
inclaim1.

(Filing No. 48 at ¥ (emphasis added).

Lastly,the Magistrate Judge erred when concluding paragraphs 81 anB@B8Zbfabner’s
reportassert new theoriesln those paragraphs, Dr. Chabner explains that the NDA Products’
label inducs and contributeto infringement of the ‘209 patenL.illy’s infringement contentions
state DRL is liable as a direct infringer based on the filing ofNBA, as well as for etive

inducement of infringement and/or for contributory infringenfer(Eiling No. 48 at 24.) The

contentions gmn to statethat “the labeling for DRI's NDA Productdirects’ administrationof
certain drugs in a way that infringes on the ‘209 pat&udeid. at 46 (emphasis added)The
parties concede that DRL is a pharmaceutical company, rather than a phy$iuemafore, the
Court finds it reasonably clear from the infringemeotentions that the term “directs” refer to
Lilly’s claim that DRL induces and contributes to physicians and others aleting DRL'’s
NDA Products in a way that infringes on the ‘209 pat&#eDawson Chem. Co. v. Rohm & Haas
Co, 448 U.S. 176, 188 @BO0) (noting the purpose of the contributory infringement statute is “to
protect patent rights from subversion by those who, without directly infringing ttentpa
themselves, engage in acts designed ¢oitiete infringement by others”see alsd”harma$em
Therapeutics, Inc. v. ViaCell, In@91 F.3d 1342, 1357 (Fed. Cir. 20Q@ person who provides
a service that assists another in committing patent infringement may be subject to Gabdgity

section 271(b) for active inducement of infringement”).
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Although ‘{e]xpert infringement reports may not introduce theories not previously set forth
in infringement contentioris “[ijnfringement contentions are generally considered adequate if
theyprovide fair noticeof the scope of the plaintifinfringement theory Trading Techs. Int'l,

Inc. v. CQG, InG.No. 05CV-4811, 2014 WL 4477932, at *2 (N.D. lll. Sept. 10, 20@thphasis
added).Accordingly, the Courteversesthe Magistrate Judge’s Order with respeqvaoagraphs
38-47, 60-61, 63-73nd 7782 of Dr. Chabner’'s eport, as well as paragraphs 15 and 1Brof
Pinal's report because Lilly’s infringement contentions disclosed the information in those
paragraphsSee Week426 F.3dat943 theclear error standangkermitsreversal whenhe district
court “is left with the definite and firm conviction that a mistake has been made.”

The Court notes, and Lilly concedes, thatinfringement contentions did not disclose
claim that the administration &fRL’'s pemetrexed ditromethamine in conjunction with cisplatin
amounts to administration dfilly’'s pemetrexed disodium This information isincluded in
paragraphs 48 through 59 Df. Chabner’s report and paragraphsan2 73 ofDr. Pinal’s report.
Forthe reasons discussed beltvwweer,the Court reverses tl@rder striking those paragraphs

C. The CaseManagement Plan.

The Magistrate Judggranted DRL’s Motion to Strikéarge portions olilly’s expert
reportsafterconcluding Lilly violated the CMP’s infringement contentions deadlliy argues
that the Court should reverse the sanction because Lilly did not have notice thigtr&dthar than
“preliminary”, infringement contentions were due September 6, 2Dill§ points to the language
directly preceding the CMP’s deadline for infringement contentions, whiclsstate

Given that many of documentsand witnessesconcerning theDRL Defendants’

proposedNDA productarein India, and given the degreeof complexity of the

scientificissuesnvolved(andtheconcomitantheed for expetestimony,including

from clinicians), the parties anticipate that both fact and expediscovery
concerning infringemeill takelongerthanfor mostcases.



Accordingly, all liability discovery—both fact andexpert—mustbe completedy
May 15, 2017..The parties should focus their eartlyscovery in a manner that
prepares them to respotichely to discovery requestsoncerningheir preliminary
infringement and invalidity contentions

(Filing No. 45 at 45) (emphasis added)Lilly contends, based on the CMP’gréliminary

infringement and invalidity contentichtanguage, it mistakenly thought that the infringement
contentions due on September 6, 2016 were “preliminary”, hence Lilly flirgiminary
Infringement Contenti@ion September 6, 2016(SeeFiling No. 48) Lilly alsopoints to the
following passage from the CMP when arguing that it reasonably believed ffifrdhgement
contentions were due by May 30, 2017:

Within 14 days after the liability discovery deadlifne. by May 30, 2017, and

consistent with the certification provisions of Fed. R. Civ. Proc. 11ifb)party

with the burden of proof must file a statement of the clamdefenses it intends to

prove at trial,stating specifically the legal theories upon which the clagns

defensesre based

(Filing No. 45 at J (emphasis added).

After reviewing the CMP, the Court findsilly did not have actual notice that the
September 6, 2016 deadline amounted ‘tiinal” rather than “preliminary” deadline Although
September 6, 2016 is the only deadlihat specifically statesinfringement contentions the
CMP appears to anticipate both “preliminary” and “final” infringement aaidas. (SeeFiling
No. 45 at 45 “[t] he parties shoultbcus their early discovenn a manner that prepares them to
respond timely to discovery requestsncerning their preliminary infringememind invalidity
contentions”)(emphasis added)The Courtalsonotesthat the September 6, 201éeadline was
very earlyin thediscovery process+earlyeight months prior to the liability discovery deadline
Accordingly,the Court finds it reasonable for Lilly to believe that optgliminary infringement
contentions were due at such an early date in disco\&eg. id. Becauseéhe CMPdid not give

sufficient notice that final infringement contentions were due on September 6, 2016, the Court
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sustainsLilly’s objection asto each excluded paragraphLilly’s expert reportsSeeFed. R. Civ.

P. 83 (“No sanction or other disadvantage may be imposed for noncompliance with any
requirement not in federal law, federal rules, or the local rules unless thel alielgeéor has ben
furnished in the particular case with actual notice of the requirémeae also Massachusetts

Inst. of Tech. & Elecs. For Imaging, Inc. v. Abacus Softy462 F.3d 1344, 1359 (Fed. Cir. 2006)
(concluding the district courrred in barringlaintiff's claim againstWindows as an infringing
productbecause plaintiff was not given sufficient notice that its preliminangentions would be
deemed final or that plaintiff could update the contentions only after a showgogaicause).

D. Four-Fador Expert Exclusion test

The Court briefly discusses the fefactor expert exclusion testn deciding whether to
impose sanctions for a discovery violation, the Caoorisides: 1) the prejudicéo DRL; 2) the
ability of Lilly to cure the prejudice) the likelihood of disruption to the trial; and 4) the bad faith
or willfulness involved in not disclosinge evidence at an earlier dafiudson Atkinson Candies,
Inc. v. LatintHohberger Dhimantec529 F.3d 371, 386 (7th Cir. 2008) (quotibgvid v.
Caterpillar, Inc.,324 F.3d 851, 857 (7th Cir. 2003l Lilly & Co. v. Teva Parenteral Medicines,
Inc., No. 1:10€V-01376-TWP, 2015 WL 735724, at *3 (S.D. Ind. Feb. 20, 2015).

The Magistrate Judge concluded ttieg inclusion of certain paragraphs ifly’'s expert
reports will causd®RL to suffer substantial prejudice becausBRL will be forcedto choose
betweenrushed discoveryelatedto the new contentions.. [and] will requireDRL to find and

retain additionalexpertsand conductotherappropriatediscovery.” Eiling No. 96 at 1§ The

Order goes on to statéhattheonly wayfor DRL to accomplishthiswithin thecurrentdiscovery

deadlinevould bewith unduehaste posing aisk of reducedjuality ofexpertopinions.” 1d.
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The Courtpreviously foundhatLilly did not violate any discovery deadlines with respect
to paragraphs 38-4B0-61, 6373, and 7782 of Dr. Chabner’s report, as well as paragraphs 15
and 16 ofDr. Pinal’'s report Accordingly, DRL is not prejudiced by the inclusion of those
paragraphs. The Court alsoncludes despite the Magistrate Judgéislding,the inclusion of
Lilly’s expert reports will not prejudice DRbecauseDRL recentlyconducted disogery and
served responsive expert repaggardingeach and every infringement theory discussed in Lilly’s
expert reportsBecauseny prejudice to DRL is cured and tinel remains scheduled fdanuary
29, 2018, the CousdustainsLilly’s objection.

V. CONCLUSION

For theabove-mentioned reasortbe CourtSUSTAINS Lilly's Objection toOrder to
Strike Portions of Plaintiff's Expert Repoisiling No. 97 in its entirety In addition, the Court
DENIES DRL'’s Motion to StrikeNew Arguments irPlaintiff's Reply Brief Eiling No. 119. The
Court specifically concludegthat Lilly disclosed in its infringement contention the information
contained in paragraphs -33, 60-61, 63-73and 7782 of Dr. Chabner’s report, as well as
paragraphs 15 and 16 of Dr. Pinakport. The Courtalso concludes th&RL is notprejudiced
by the inclusion of Lilly’'s expert reporand that the CMP did not provide sufficient notice that
September 6, 2016 amounted to the “final” contentidesdline.

SO ORDERED.

Date: 9/6/2017 O\"‘?f LDGUMQMﬂ'

TANYA WALTON PRATT, JUDGE
United States District Court
Southern District of Indiana
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