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IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF MASSACHUSETTS

)
TEVA PHARMACEUTICALS ) Case No. 1:18-cv-12029-ADB
INTERNATIONAL GMBH and )
TEVA PHARMACEUTICALS USA, INC., )
)
Plaintiffs, )
) Leave to File Granted on
V. ) Feb. 22, 2022 (ECF No. 272)
)
ELI LILLY AND COMPANY, ) Leave to File Under Seal Granted on
) Mar. 28, 2022 (ECF No. 285)
Defendant. )
)

DEFENDANT ELI LILLY AND COMPANY’S MEMORANDUM IN SUPPORT OF ITS
DAUBERT MOTION TO PARTIALLY EXCLUDE TESTIMONY OF
DR. ELAN RUBINSTEIN AND DR. MARK BERKMAN

DOCKET

A R M Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

Case 1:18-cv-12029-ADB Document 311 Filed 03/28/22 Page 2 of 21

TABLE OF CONTENTS
L INTRODUCTION ...ttt e e e e e e e e e e e e e e e e snnnneaaeeeeeeennnsnnnneas 1
II. LEGAL STANDARD ...ttt ettt e e e ene e e e e e eneeneas 2
m.  oPINIONS OF DR. ELAN RUBINSTEIN RELATING TO |||
SHOULD BE EXCLUDED ...ttt e et a e e e e e e e aaaeeeeennes 2
A. Summary of Dr. Rubinstein’s Opinions Related tc- ..................................... 2
B. Dr. Rubinstein’s Opinions Relating t_Are Unreliable
and Should be Excluded..............oooo e 3
1. Dr. Rubinstein’s Opinion Is Based on a Clear Misstatement of Fact
That Will Not Assist a Jury in Determining Any Fact ............................... 4

2. Dr. Rubinstein’s Admitted Error Warrants Exclusion of All

Associated Opinions with Respect to _ ......................... 5

IV.  DR. MARK BERKMAN’S OPINIONS ON

I S OULD BE EXCLUDED ........ooooommrrrroeesccooooonrnee 7
A Dr. Berkman Is Unqualified to Opine on_ .......... 8

Dr. Berkman’s Estimation of
Purely Speculative and Should Be Excluded...............cccoooiiiiiiiiiiice 11

1. Goveming Case Law Sets a High Bar for Future Lost Profits ............... 12

2. Dr. Berkman’s

Are Unreliable and Speculative

a. Dr. Berkman Imliroierli Relies on-
.......................... 13

b.

V. CONCLUSION ..ttt et e e e e e e et e e e e e enaeeenas 15

DOC KET

A R M Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

Case 1:18-cv-12029-ADB Document 311 Filed 03/28/22 Page 3 of 21

TABLE OF AUTHORITIES
Page(s)

Cases
Abbott Biotechnology Ltd. v. Centocor Ortho Biotech, Inc.,

No. CIV.A. 09-40089-FDS, 2014 WL 7330777 (D. Mass. Dec. 19, 2014) .....c.cccevvvevvrvernenne. 5
BIC Leisure Prods., Inc. v. Windsurfing Int’l, Inc.,

1 F.3d 1214 (Fed. Cir. 1993)....ciiiieiieieeie e sie et e ettt te e e staeaeaneesraenteeneesnaeeeas 7
Bogosian v. Mercedes-Benz of N. Am., Inc

104 F.3d 472 (LSt CIr. 1997 c.uiiiieie ettt st ettt saaeae s e nraenaeaneesnaenses 2
Brooktree Corp. v. Advanced Micro Devices, Inc.,

977 F.2d 1555 (Fed. Cir. 1992).....c.cciiiie ettt e e sra e nne e 12
Carrozza v. CVS Pharmacy, Inc.,

391 F. Supp. 3d 136 (D. Mass. 2019), aff’d, 992 F.3d 44 (1st Cir. 2021).......cccccvevvriverirennnnn. 11
Cipollone v. Yale Indus. Prods., Inc.,

202 F.3d 376 (LSt Cir. 2000) .......ceiureeeiiesieeieseesiresieseesteeeesseesaeeeesseesseessesseesseesesreesseessesseessens 2
Dart v. Kitchens Bros. Mfg. Co.,

253 F. AP’ X 395 (5t Cir. 2007) c.vveeeieieiieeie ettt ettt sraesae e snaeee s 6
Daubert v. Merrell Dow Pharms., Inc.,

509 U.S. 579 (1993) ...ueeiieeieeieiteesiteie st e steeteste e te st e e ae e e s e et e naesraeteaseenraeaenneenreenee e passim
Dzielak v. Whirlpool Corp.,

No. 2:12-0089(KM)(JBC), 2017 WL 1034197 (D.N.J. Mar. 17, 2017)....cccccevvverriieirereenenn 6
Earley Info. Sci., Inc. v. Omega Eng’g, Inc.,

No. CV 19-10364-FDS, 2021 WL 5868249 (D. Mass. Dec. 10, 2021) .......ccccevvevveverrnenne. 6, 11
Fail-Safe, L.L.C. v. A.O. Smith Corp.,

744 F. Supp. 2d 870 (E.D. WIS. 2010).....c.ceiieieiieiieiesie e eeesee st ee e sae e snaesae e e sne e 14
Gen. Elec. Co. v. Joiner,

522 U.S. 136 (L1997 eeieiiieiieeie ettt ettt ettt et re e te et re et et e reenreenaennaere s 5
Legendary Art, LLC v. Godard,

No. CIV.A. 11-0674, 2012 WL 3550040 (E.D. Pa. Aug. 17, 2012) .....cccccevvereeieceeir e 14
Odetics, Inc. v. Storage Tech. Corp.,

185 F.3d 1259 (Fed. Cir. 1999)......ci ittt e e ra e e e snaeee s 2

DOCKET

A R M Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

Case 1:18-cv-12029-ADB Document 311 Filed 03/28/22 Page 4 of 21

Oiness v. Walgreen Co.,

88 F.3d 1025 (Fed. Cir. 1996).......cciiieieierieiiesiesieste e eeeeie e ste e sse e see e aesaestessesreaseanens 12
Ponca Tribe of Indians of Okla. v. Cont’l Carbon Co.,

No. CIV-05-445-C, 2009 WL 5842042 (W.D. Okla. Jan. 23, 2009) .........cceocerererererrene 9,11
Power Integrations, Inc. v. Fairchild Semiconductor Int’l, Inc.,

711 F.30 1348 (Fed. Cir. 2013)......cvieeeeeeeeeeeeseeeeeeeeeesese e 5
Richmond Steel Inc. v. Puerto Rican Am. Ins. Co.,

954 F.20 19 (1St Cir. 1992) ....eiiiiiiiieeieeieie ettt sttt te s e e te st arenreareene e 10
Rothbaum v. Samsung Telecommc’ns Am., LLC,

52 F. SUpp. 3d 185 (D. MaSS. 2014) .....eeiiiiiiiieiie ittt sttt bbb nneas 6
Shockley v. Arcan, Inc.,

248 F.3d 1349 (Fed. Cir. 2001).....cieiieieieiesiesie et e e e e see et te st ere s eseeaeseestessesreaseanens 15
Smith v. Jenkins,

732 F.30 51 (1St Cir. 2013) ..ueeuieieieiie ettt ee ettt sttt e et stesaestesbesreaneeneeneas 2,5
Thorndike v. DaimlerChrysler Corp.,

266 F. Supp. 2d 172 (D. ME. 2003) ....ecueeieieiesiesiesieeeeeeeeiesee e sie e sseesaeseeseesaeseessessesseaseasenns 11
Water Techs. Corp. v. Calco Ltd.,

850 F.2d 660 (FEd. Cir. 1988).......ccuiiiiiiieiieieiesie st sie ettt sre e s e e seesaesaesresneereanens 7
Rules
<o JR O VT I SO UTSOTRTP 2

DOCKET

A R M Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

Case 1:18-cv-12029-ADB Document 311 Filed 03/28/22 Page 5 of 21

I INTRODUCTION

In this patent infringement action, Plaintiffs Teva Pharmaceuticals International GmbH and
Teva Pharmaceuticals USA, Inc. (“Teva”) contend that Defendant Eli Lilly and Company (“Lilly™)
has indirectly infringed the patents-in-suit by marketing and selling its accused product
Emgality®—the only biologic approved by the FDA for both the preventive treatment of migraine
and the treatment of episodic cluster headache in adults. In forming their opinions regarding Teva’s
alleged- for its own biologic, Ajovy®, Teva’s experts Drs. Elan B. Rubinstein and Mark

P. Berkman relied on (1) certain erroneous facts and (2) purely speculative assumptions.

First, Dr. Rubinstein opines that Teva would have _for Ajovy® if

opinions will not assist the jury in deciding any fact. Thus, Dr. Rubinstein’s opinions relating to

e E—

In addition, despite having no relevant expertise, Dr. Berkman opines extensively on the

e R p——
- including at least those premised on Dr. Rubinstein’s erroneous opinions _ are

unreliable and should be excluded. Moreover, Dr. Berkman made assumptions_

I -

on nothing more than rank speculation. Amounting to blindly throwing a dart at a large number to

bias the jury, Dr. Berkman’s _ are mere guesses and should also be

excluded.
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