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IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF MASSACHUSETTS

AMGEN, INC.,

Plaintiff, .. .
Civil Action No. 05-12237 WGY

v U.S. District Judge Young

F. HOFFMANN-LA ROCHE, LTD, ROCHE
DIAGNOSTICS GMBH, and HOFFMANN-LA
ROCHE INC,,

Defendants.

MEMORANDUM IN SUPPORT OF ROCHE’S MOTION IN
LIMINE TO PRECLUDE TESTIMONY BY DR. LODISH ON AMGEN'’S
VALIDITY CASE ON MATTERS THAT ARE OF NO RELEVANCE TO THIS CASE

l. INTRODUCTION

Dr. Lodish should be precluded from fiezing testimony and evidence regarding the
following matters which either never werease no longer relevant to this case:

(i) prior Amgen legal proceedings;

(i) the relative quality of DrLin’s patent specifications;

(i) Dr. Lodish’s failures in abning other (non-BO) proteins;

(iv) statements made by Genentech infilechistories of Genentech'’s tPA patehtand

(v) issues not beingi&d in this litigation.

! Dr. Lodish’s report on this subject matter was also untimely and should be precluded on that
independent basis as well.
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Il. ARGUMENT

A. Dr. Lodish Should Be Precludedrrom Testifying Regarding
Prior Legal Proceedings

In his expert reports, Dr. Lodish discusses qumotes at length from the opinions of prior
legal proceedings. For example, Dr. Lodish odpices an extended section of Magistrate Judge
Saris’ opinion inAmgen Inc. v. Chugai Pharm. Co., 13 U.S.P.Q.2d 1737 (D. Mass. 1989)
explaining the impact of incorrect protein sequence on the efforts of Amgen and Genetics
Institute. Gee Rebuttal Expert Report éfarvey F. Lodish, Ph.D.(“adish I1”) at  209). Dr.
Lodish also discusses Judge Saris’ opimglating to the timeline of Dr. Lin’s alleged
inventions. (Lodish Il aff 164-65, 316, 451). With regardgoor art EPO-producing cell
lines, Dr. Lodish discusses and quotes from the decisions irAb@gn Inc. v. Hoechst Marion
Roussdl, Inc., 339 F. Supp. 2d 202 (D. Mass. 2004)KT") (Lodish 1l at 7 288), an€hugai
(Lodish Il at § 273see also 6/20/07 Second Supplemental Redp88). He quotes — across the
full length of five pages — the Distri€tourt and Federal Circuit decisionsTiKT regarding
written description of claim 7 of €349 patent. (Lodish Il at § 50§se alsoid. 1 547, 550;
6/4/07 Supplemental Report § 42)r. Lodish also discusses tRederal Circuit’s holding that
certain claims of the ‘008 patent were invalidid. (1 372, 384, 399, 416). In addition, Dr.
Lodish raises prior claim constructiol({ 427); the Court’s discussi of his own expert trial
testimony (d. 1 433, 500); and theéhugai litigation generally Id. 1 451;see also 4/6/07 Expert
Report § 75). Furthermore, Dr. Lodish opines with respect tbrikgh v. Lin interferences
(Lodish Il at ] 452), and statementsAayngen in its Interference Briefsld( 11 164, 457, 460).

As this Court has made clear to both theipar@nd the jury, “what came out of [prior]
proceeding[s], if anything, what some othaalge thought, what some other jury thought, what

some other administrative agency thought, we dmaré. You're [the jurgoing to decide this
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case, nobody else.” (Trial Tr. 458:21-24). Aalingly, Dr. Lodish should be precluded from
referring to, quoting from or opining on priproceedings involving Amgen, including, but not
limited to the proceedings involving Chugai, Tknd Dr. Fritsch. Such testimony would only
serve to confuse the jury and prejudice Roche.

B. Dr. Lodish Should Be Precludedrrom Testifying Regarding
the Relative Quality of Dr. Lin’s Patent Specification

Dr. Lodish’s May 11 report further states:

| have had the opportunity to closely exaenthe contents of Dr. Lin’s patent

specification. | have compared it tloe disclosures of other contemporaneous

patent applications, as well as contengmaous research publications in well-

regarded scientific journalsn my opinion, Dr. Lin’sspecification stands out as

a seminal example of some of therliest and bestwork in cloning,

recombinantly producing, and character@zia human therapeutic protein. | find

Dr. Lin’s specification to be far-rangingxacting and scientifically convincing.
(Lodish Il at 9 189). Dr. Lodish should bespluded from so testifgg at trial because his
comments have no relevance to any of the issuesitase. Fed. R. Civ. P. 402. Dr. Lodish’s
assessment of the quality of Dr. Lin’s patspécification -- as compared to contemporary
publications by other scientistsdees not bear on whether, under the patent statute, the
specification adequately describes the claimeédntions or enables one of ordinary skill to
make the claimed inventions without undue ekpentation. Dr. Lodisls opinion that Lin’s
specification is a “seminal example” will serve only to confuse and mislead the jury. Fed. R.

Civ. P. 403.

C. Dr. Lodish Should Be Barred From Testifying Regarding His
Personal Failures to Clone Other Proteins

In his May 11 report, Dr. Lodish also desas the difficulties thate and his research
partners encountered in tryitg clone various non-EPO pratei including the erythrocyte
glucose transport protein and thé&F-beta type Il receptor(Lodish Il at 11 241-43). Dr.

Lodish opines: “As demonstratbeg my own experienceherefore, the sucssful application of
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the techniques said by Drs. Lowe and Kellemisaodroutine’ was fraught with uncertainty and
potential pitfalls, even many years later.” (Lodisht § 243). Dr. Lodish’s personal failures in
cloning other proteins are irrelevant to thegjios of whether Dr. Lin’s claimed inventions
would have been obvious to one of ordinary skilhe art. While the failure of others is a
pertinent secondary considgoa of obviousness, it is onlyre “failure of otherso develop the
invention” that is relevant.Syntex (U.SA.) LLC v. Apotex, Inc., 407 F.3d 1371, 1378 (Fed. Cir.
2005) (emphasis added). Dr. Lodish’s inabilitydevelop an entirely different invention has no
relevance to the obviousness inquiry in this casecordingly, Dr. Lodsh should be precluded
from misleading and confusingehury by testifying regarding siown failures in working with
other proteins. See Fed. R. Civ. P. 402, 403.

D. Dr. Lodish Should Be Precluded Fom Testifying Based on His
Untimely and Irrelevant Third Supplemental Expert Report

Dr. Lodish should be barred from testifgi at trial based on his June 25, 2007 Third
Supplemental Expert Report (“Lodish V”).

First, the report was untimely. At ank 6, 2007 case management conference, the
parties agreed to a limit ¢firee more expert reporsin a letter to Roche’s counsel of the same
date, Amgen’s counsel acknowledged that Amgeald have the right to submit by June 20 up
to three additional expert reportsrsponse to Roche’s June 13 repdr®n June 20, Amgen

submitted the Second Supplemental Expert RdpoBRr. Lodish, the Fourth Expert Report of

% See 6/6/07 Hearing Tr. at 21:17—2D, attached as Exh. A kuston Declaration (“MS. BEN-
AMI: June 20th, Amgen puts in threeports. Agreed? MR. DAY: | agree.”).

% See 6/6/07 Ltr. from Krista Carter to Tham Fleming, attached as Exh. B to Huston
Declaration (Amgen has “the rigtd submit up to three additionekpert reports in response to
Roche’s June 13 Reports on or before June 20.").
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Dr. Torchilin and the Second Supplemental Expert Report of Dr. Varkievertheless, on June
25, 2007, Amgen decided unilateratityserve a fourth report —ahrhird Supplemental Expert
Report of Dr. Lodish, responsive to Roche ekpeports of April 10and May 8 — containing
arguments that should have been inctuieat all) inDr. Lodish’s May 11, June & or June

20" reports. Plainly, it would be inequitablegiermit Dr. Lodish to testify based on this
untimely report.

Second, the report is uthg irrelevant. The report idevoted entirely to arguing that
statements made by Genentech in the prosechistories of Genentech’s tPA patents -- which
are not at issue here -- somehdemonstrate that Dr. Lin’salmed invention was not obvious.
Given that the cited statements were not nigddefendants and did nodncern the patents-in-
suit, they are not relevant here.

E. Dr. Lodish Should Be Bared from Testifying Based on

Information in Expert Reports Directed To Matters Which
Are Not Longer Part of the Case

Dr. Lodish devotes a substantial portion of Lodistsde (] 370-496, 518-52) to
discussing the obviousness of the @sskeclaims in view of thein ‘008 and Lai ‘016 patents
and the restriction requirement during prosecutibtne ‘008 patent. A portion of Lodish V
(111 7-22) is also devoted to obusness-type double patentindight of Amgen’s original ‘008
patent. To the extent that the Court Blisiinated those obviousness-type double patenting
issues from the jury case, Roche would be prejudiced if Dr. Lodish were now permitted to
repurpose those portions of his estgeports and put them to some use other than the use for

which they were plainly intended.

* Pursuant to a separate agreement between the parties, Amgen also submitted, on June 20, a
Second Rebuttal Expert Report of Dr. Benet arf@cond Supplemental Expert Report of Dr.
Varki.
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Similarly, because the claims of Amgen’s ‘Q&&tent are no longer esue, Dr. Lodish
should not be permitted to testify based on the portions of Lodish | which are directed to alleged
infringement by Roche of the ‘080 patent under the doctrine of equivalents. (Lodish | at § 110,
208-14).
[I. CONCLUSION

For the reasons stated aboReche respectfully requests that the Court grant Roche’s
motion in all respects.

Dated: October 2, 2007
Boston,Massachusetts
F. HOFFMANN-LA ROCHE LTD,
ROCHE DIAGNOSTICS GMBH, and
HOFFMANN-LA ROCHE INC.

By its attorneys,

/s/ Julia Huston

Lee Carl Bromberg (BBO# 058480)
Julia Huston (BBO# 562160)

Keith E. Toms (BBO# 663369)
Nicole A. Rizzo (BBO# 663853)
Kimberly J. Seluga (BBO# 667655)
Emily J. Schaffer (BBO# 653752)
BROMBERG& SUNSTEINLLP

125 Summer Street

Boston, MA 02110

Tel. (617) 443-9292
jhuston@bromsun.com

Leora Ben-Ami pro hac vice)

Mark S. Popofskypro hac vice)
Patricia A. Carsonpfo hac vice)
Thomas F. Flemingpfo hac vice)
Howard S. Suhpfo hac vice)

Peter Fratangelo (BBO# 639775)
KAYE SCHOLER LLP
425ParkAvenue

NewYork, NY 10022
Tel:(212)836-8000
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CERTIFICATE OF SERVICE

| hereby certify that this documentlefl through the ECF system will be sent
electronically to the registered participantsdestified on the Notice dElectronic Filing (NEF).
Pursuant to agreement of counsel dated Septrel2007, paper copies will not be sent to those
indicated as non registered participants.

/s/ Julia Huston
JuliaHuston

03099/00501 749585.1



	I. INTRODUCTION
	II. ARGUMENT
	A. Dr. Lodish Should Be Precluded From Testifying Regarding Prior Legal  Proceedings
	B. Dr. Lodish Should Be Precluded From Testifying Regarding the Relative Quality of Dr. Lin’s Patent Specification 
	C. Dr. Lodish Should Be Barred From Testifying Regarding His Personal Failures to Clone Other Proteins
	D. Dr. Lodish Should Be Precluded From Testifying Based on His Untimely and Irrelevant Third Supplemental Expert Report
	E.   Dr. Lodish Should Be Barred from Testifying Based on Information in Expert Reports Directed To Matters Which Are Not Longer Part of the Case

	III. CONCLUSION

