
IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF MASSACHUSETTS 

 
 
TEVA PHARMACEUTICALS 
INTERNATIONAL GMBH and 
TEVA PHARMACEUTICALS 
USA, INC., 
 

Plaintiffs, 
 

v. 
 

ELI LILLY AND COMPANY, 
 

Defendant. 
 
 

 

Civil Action No. 
1:18-cv-12029-ADB 
 

 
 

 

 
PLAINTIFFS’ MEMORANDUM IN SUPPORT OF THE MOTION TO EXCLUDE 

CERTAIN OPINIONS OF DEFENDANT’S EXPERT JAMES M. MCDONNELL, PH.D. 
 

 

 

 

Case 1:18-cv-12029-ADB   Document 432   Filed 07/27/22   Page 1 of 18

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


i 

TABLE OF CONTENTS 

I. INTRODUCTION ................................................................................................................... 1 

II. LEGAL STANDARDS ....................................................................................................... 3 

III. ARGUMENT ....................................................................................................................... 4 

A. Dr. McDonnell Should Be Precluded from Testifying That Lilly’s Emgality® Product 
Does Not Literally Infringe the Asserted Claims Because Galcanezumab Is Not a “Humanized 
Antibody.” ................................................................................................................................... 4 

B. Dr. McDonnell Should Be Precluded from Testifying That Information Allegedly 
Withheld from the USPTO Is “Material.” ................................................................................... 9 

IV. CONCLUSION .................................................................................................................. 12 

 
  

Case 1:18-cv-12029-ADB   Document 432   Filed 07/27/22   Page 2 of 18

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


ii 

TABLE OF AUTHORITIES 

 Page(s) 

Cases 

Am. Med. Sys. v. Laser Peripherals, LLC, 
712 F. Supp. 2d 885 (D. Minn. 2010) ........................................................................................3 

Bruno v. Bozzuto's, Inc., 
311 F.R.D. 124 (M.D. Pa. 2015) ............................................................................................4, 8 

Chemipal Ltd. v. Slim-Fast Nutritional Foods Int'l, Inc., 
350 F. Supp. 2d 582 (D. Del. 2004) ...........................................................................................3 

Daubert v. Merrell Dow Pharm., Inc., 
509 U.S. 579 (1993) ...................................................................................................................3 

Eli Lilly & Co. v. Apotex, Inc., 
837 F. App'x 780 (Fed. Cir. 2020) .............................................................................................8 

Eli Lilly & Co. v. Hospira, Inc., 
933 F.3d 1320 (Fed. Cir. 2019)..................................................................................................8 

Foradori v. Harris, 
523 F.3d 477 (5th Cir. 2008) .....................................................................................................3 

Hebert v. Lisle Corp., 
99 F.3d 1109 (Fed. Cir. 1996)................................................................................................3, 8 

Maguire v. Nat'l R.R. Passenger Corp., 
No. 99 C 3240, 2002 WL 472275 (N.D. Ill. Mar. 28, 2002) .....................................................4 

Martinez v. Porta, 
601 F. Supp. 2d 865 (N.D. Tex. 2009) ......................................................................................3 

Micro Chem, Inc. v. Lextron, Inc., 
317 F.3d 1387 (Fed. Cir. 2003)..................................................................................................3 

Power Integrations, Inc. v. Fairchild Semiconductor Int’l, Inc., 
711 F.3d 1348 (Fed. Cir. 2013)..................................................................................................3 

Regeneron Pharms., Inc. v. Merus N.V., 
864 F.3d 1343 (Fed. Cir. 2017)..........................................................................................10, 11 

Sheffield v. Int'l Paper Co., 
No. 2018-CV-02701-JPM-CGC, 2020 WL 1882906 (W.D. Tenn. Feb. 26, 
2020) ..........................................................................................................................................4 

Case 1:18-cv-12029-ADB   Document 432   Filed 07/27/22   Page 3 of 18

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


iii 

Shire LLC v. Abhai, LLC, 
298 F. Supp. 3d 303 (D. Mass. 2018) ........................................................................................8 

Smith & Nephew, Inc. v. Interlace Med., Inc., 
955 F. Supp. 2d 69 (D. Mass. 2013) ....................................................................................2, 10 

Therasense, Inc. v. Becton, Dickinson & Co., 
649 F.3d 1276 (Fed. Cir. 2011)..................................................................................2, 9, 10, 11 

Vitronics Corp. v. Conceptronic, Inc., 
90 F.3d 1576 (Fed. Cir. 1996)....................................................................................................5 

In re Welding Fume Prods. Liab. Litig., 
2010 WL 7699456 (N.D. Ohio June 4, 2010)............................................................................3 

Other Authorities 

Fed. R. Evid. 702 .........................................................................................................................3, 4 

Local Rule 16.6(d) ...........................................................................................................................7 
 

Case 1:18-cv-12029-ADB   Document 432   Filed 07/27/22   Page 4 of 18

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


1 

I. INTRODUCTION 

James M. McDonnell, Ph.D., an expert witness for defendant Eli Lilly and Company 

(“Lilly”), has proffered opinions in his expert reports in support of Lilly’s written description, 

enablement, and inequitable conduct defenses.  He has also given opinions in support of Lilly’s 

argument that use of its Emgality® product does not infringe the asserted claims.  The Court should 

exercise its gatekeeping function to exclude two aspects of Dr. McDonnell’s testimony.1 

First, Dr. McDonnell’s opinion that the use of Lilly’s Emgality® product does not literally 

infringe the asserted claims is based on an incorrect understanding of the law.  The question of 

infringement requires an expert (and ultimately the fact finder) to compare the properties and 

characteristics of the accused product (here, Lilly’s Emgality®) to the limitations of the asserted 

claims.  Dr. McDonnell opined that Lilly does not infringe the asserted claims because 

galcanezumab, the active ingredient in Emgality®, is not a “humanized antibody” as that term has 

been construed by the Court.  To reach this conclusion, Dr. McDonnell ignored available evidence 

that speaks directly to the characteristics of Emgality®—  

 

  The flaw in Dr. McDonnell’s infringement analysis is apparent: 

without any basis in law or science, he ignored  

.  When confronted 

, Dr. McDonnell admitted that, had he applied 

the correct standard , he would have reached a 

different conclusion.  Opinions that are based on a misunderstanding of the law and that ignore 

 
1 Below, Teva identifies several paragraphs in Dr. McDonnell’s reports that contain these improper 
opinions.  To the extent such opinions appear elsewhere in Dr. McDonnell’s report, those opinions 
should be excluded for the same reasons. 
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