IPR2017-00854
U.S. Patent No. 9,187,405

UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE PATENT TRIAL AND APPEAL BOARD

APOTEX INC., APOTEX CORP., ARGENTUM PHARMACEUTICALS LLC,
ACTAVIS ELIZABETH LLC, TEVA PHARMACEUTICALS USA, INC., SUN
PHARMACEUTICAL INDUSTRIES, LTD., SUN PHARMACEUTICAL
INDUSTRIES, INC., and SUN PHARMA GLOBAL FZE,

Petitioners,
V.
NOVARTIS AG,

Patent Owner.

Case IPR2017-00854!
U.S. Patent No. 9,187,405

PATENT OWNER NOVARTIS’S MOTION TO EXCLUDE

Mail Stop Patent Board

Patent Trial and Appeal Board
U.S. Patent and Trademark Office
P.O. Box 1450

Alexandria, VA 22313-1450

! Cases IPR2017-01550, IPR2017-01946, and IPR2017-01929 have been

joined with this proceeding.

DOCKET

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



https://www.docketalarm.com/

|

I
A.
B.
C.

III

DOCKET

_ ARM

IPR2017-00854
U.S. Patent No. 9,187,405

TABLE OF CONTENTS

Page
PRELIMINARY STATEMENT ......oooiiiiiiiieeie e 1
ARGUMENT ..ottt ettt 1
Dr. Giesser’s Opinions Are Inadmissible as Unreliable
under RUle 702 .....ooieieeeeee ettt e 1
Exhibits Relating to the 283 Formulation Patent IPR And the
Confidential Clinical Trial Protocol Are Irrelevant..............cccueenee.e. 7
Petitioner Marked Inadmissible Exhibits and Elicited
Inadmissible Testimony at Recent Depositions............ccceeeveervennnen. 10
CONCLUSION ..ottt ettt ettt st 15

Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

IPR2017-00854

U.S. Patent No. 9,187,405

TABLE OF AUTHORITIES

Cases

3d Matrix, Ltd. v. Menicon Co., Ltd.,

[PR2014-00398, 2014 WL 3851279 (P.T.A.B. Aug. 1, 2014).....

Am. Med. Sys., Inc. v. Laser Peripherals, LLC,

712 F. Supp. 2d 885 (D. Minn. 2010)........ccccvvveeriieeeiieeeriee e

AstraZeneca AB v. Aurobindo Pharma LTD, et al.,

232 F. Supp. 3d 636 (D. Del. 2017).cecuvveeereeeeeeeesseeeeeeeeeessesenens

Daubert v. Merrell Dow Pharm., Inc.,

509 U.S. 579 (1993)cemrvveereeeeeeeeeeeeoeseseeeeesseseeeeseseeessesseeessseens

Huang v. Marklyn Grp., Inc.,

Civil Case No. 11-cv-01765-REB-BNB, 2014 WL 3559367 (D.
Colo. July 18, 2014)..cueiiiiiiiiiieieeeeecereeccce e

Mendenhall v. Cedarapids, Inc.,

5F.3d 1557 (Fed. Cir. 1993) ..ooviiiiiiiiiceeeeeccecceeee

N.V.v. Abbott Labs.,

512 F.3d 1363 (Fed. Cir. 2008) w..vveoeveeeeeeeeees oo

Ortho-McNeil Pharm., Inc. v. Mylan Labs., Inc.,

520 F.3d 1358 (Fed. Cir. 2008) covveomvvveeereereeeereeseereeeeeesseseeeseeee

Seaboard Lumber Co. v. United States,

308 F.3d 1283 (Fed. Cir. 2002) ...cccueevieniiniiiieenieeiceeeeeieee

Toshiba Corp. v. Optical Devices, LLC,

IPR2014-01447, Paper 34 (Mar. 9, 2016) .....cccccvvveeeeeciieeeeene,

United States v. Williams,

506 F. 3d 151 (2d. Cir. 2007) cc.eeveveneeiiniieieneenieeeeeeeie e

Warner Chilcott Labs. Ireland Ltd. v. Impax Labs., Inc.,
No. 2:08-CV-06304 WIM, 2012 WL 1551709 (D.N.J. Apr. 30,

2012), aff’d, 478 F. App’x 672 (Fed. Cir. 2012) ...ccoovvrrverre.

DOCKET

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



https://www.docketalarm.com/

IPR2017-00854
U.S. Patent No. 9,187,405

Statutes

35 ULSiCl§ 103(8) weeeniiieiieeeieeeee ettt ettt st e 5
Rules

Fed. R.EvId. 401 ..o 8,12,13,15
Fed. RLEVIA. 403 ... 8, 12,15
Fed. ROEVIA. 602 ...t 13
Fed. R.EVIA. 608 ..ot e 14
Fed. RLEVIA. 611 oo 12,13
Fed. RUEVIA. 702 .o 1,2,3,5

DOCKET

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



https://www.docketalarm.com/

IPR2017-00854
U.S. Patent No. 9,187,405

I PRELIMINARY STATEMENT

Novartis respectfully moves to exclude (A) all, or at least the pharmacology
opinions in, the declaration of Dr. Barbara Giesser and related CV (Ex. 1002, Ex.
1003); (B) exhibits relating to an IPR involving an unrelated Novartis formulation
patent (Ex. 1032, Ex. 1035, Ex. 1037, Ex. 1041), and a confidential clinical trial
document (Ex. 1051); and (C) exhibits and certain testimony from recent depositions
(Exs. 1054-59, and parts of 1063 and 1064).
IT  ARGUMENT

A.  Dr. Giesser’s Opinions Are Inadmissible as Unreliable under Rule
702

Novartis appreciates that the Board does not often exclude expert testimony
under Fed. R. Evid. 702, preferring instead to weigh the testimony in the overall
process of deciding the case. But Dr. Giesser’s testimony and how it was used by
Petitioners here are beyond the pale.

The Board applies Federal Rule of Evidence 702 to putative expert testimony.
3d Matrix, Ltd. v. Menicon Co., Ltd., IPR2014-00398, 2014 WL 3851279, at *5
(P.T.A.B. Aug. 1, 2014) (applying Rule 702). Rule 702 requires the Board to act as
a “gatekeeper” to “ensure that any and all scientific testimony or evidence admitted
is not only relevant, but reliable.” Daubert v. Merrell Dow Pharm., Inc., 509 U.S.

579, 589, 597 (1993). The proponents of expert testimony—here, Petitioners—have
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