Paper No.
Filed: April 6, 2018

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 INDUSTIRES, LTD., SUN
PHARMACEUTICAL INDUSTRIES, INC., AND SUN PHARMA GLBAL
FZE,
Petitioners,

V.

NOVARTIS A.G.,
Patent Owner.

IPR2017-00854
Patent No. 9,187,405

PETITIONERS’ UPDATED EXHIBIT LIST

! Cases IPR2017-01550, IPR2017-01946, and IPR2022%have been joined

with this proceeding.

DOCKET

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



https://www.docketalarm.com/

LIST OF EXHIBITS

Exhibit No. Description

1001 U.S. Patent No. 9,187,405, “S1P Receptor Mxdtd for Treating
Relapsing-Remitting Multiple Sclerosis” (filed Apé1, 2014)
(issued November 17, 2015)

1002 Declaration of Dr. Barbara S. Giesser

1003 Curriculum Vitaeof Dr. Barbara S. Giesser

1004 John Kovarik and Silke Appel-Dingemanse: rimgional
Publication No. WO 2006/058316 (published JuneOD62

1005 ThomsonE-TY720 in Multiple Sclerosis: The Emerging Evideate
its Therapeutic ValueCoRE EVIDENCE, 1(3):157-167 (2006)

1006 U. S. Patent No. 6,004,565 (Chiba) “Compas#tiand Methods of
Using Compositions with Accelerated Lymphocyte Hogi
Immunosuppressive Properties” (filed Septemberl23y) (issued
December 21, 1999)

1007 Kappos, Let al, FTY720 in Relapsing MS: Results of a Double:
Blind Placebo-Controlled Trial with a Novel Oral
ImmunomodulatqrJoURNAL OF NEUROLOGY 252(Suppl 2):11/41,
Abstract 0141 (2005)

1008 Buddeet al, First Human Trial of FTY720, a Novel
Immunomodulatory, in Stable Renal Transplant PasieloURNAL
OF THEAMERICAN SOCIETY OFNEPHROLOGY, 13:1073-1083 (2002)

1009 File History U.S. Patent Application No. 1233065

1010 File History U.S. Patent Application No. 13468

1011 File History U.S. Patent Application No. 1472742

1012 GB 0612721.1

1013 U.S. Pat. No. 8,741,963 “S1P Receptor Modrddtr Treating
Multiple Sclerosis” (filed May 31, 2011) (issuednéu3, 2014)

DOC KET

_ ARM

Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

1014

File History of U.S. Patent Application No/240,205

1015

Provisional Patent Application No. 60/631,488d November 29,
2004)

1016

Virley,Developing Therapeutics for the Treatment of Miétip
Sclerosis NEURORX, 2:638-649 (2005)

1017

Adachigt al, Design, Synthesis, and Structure-Activity
Relationships of 2-Substituted-2-amino-1,3-propasisdDiscovery
of a Novel Immunosuppressant, FTY,/B@ORGANIC AND
MEDICINAL CHEMISTRY LETTERS 5(8):853-856 (1995)

1018

DumontFingolimod Mitsubishi Pharma/NovarfisDRUGS,
8(3):236-253 (2005)

1019

Parket al, Pharmacokinetic/Pharmacodynamic Relationships o
FTY720 in Kidney Transplant PatienBrAZILIAN JOURNAL OF
MEDICAL AND BIOLOGICAL RESEARCH 38: 683-694 (2005)

1020

Yanagaweet al, FTY720, a Novel Immunosuppressant, Induces
Sequestration of Circulating Mature Lymphocytesi\bgeleration
of Lymphocyte Homing in Rats, Ill. Increase in Rreqcy of
CD62L-Positive T Cells in Peyer’s Patches by FT¥ifluced
Lymphocyte HomingMMUNOLOGY, 95: 591-594 (1998)

1021

“Clinical Pharmacology in the Critically IliHdd,” in CRITICAL
CARE PEDIATRICS, Zimmerman and Gildea eds. (Saunders Comp
1985)

1022

ChibaFTY720, a New Class of Immunomodulatory, Inhibits
Lymphocyte Egress from Secondary Lymphoid Tissw3 laymus
by Agonistic Activity at Sphingosine 1-PhosphatecRtors
PHARMACOLOGY & THERAPEUTICS 108:308-319 (2005)

1023

McALPINE'S MULTIPLE SCLEROSIS 4" Edition, Compston, ed
(Elsevier, Inc., December 2005)

1024

Frohmanret al, Multiple Sclerosis — The Plaque and its
PathogenesiSNEw ENGLAND JOURNAL OF MEDICINE, 354: 942-955
(2006)

Find authenticated court documents without watermarks at docketalarm.com.

any


https://www.docketalarm.com/

1025

IngleseMultiple Sclerosis: New Insights and Tren@siERICAN
JOURNAL OF NEURORADIOLOGY, 27: 954-957 (2006)

1026

Dragun, D.et al, FTY720: Early Clinical Experienge
TRANSPLANT. PROC., 36 (Suppl 2S), 554S-548S (2004)

1027

Kahan, B.DETY720: A New Dimension in Transplantation
TRANSPLANT. PrROC,, 33, 3081-3083 (2001)

1028

Fujinoet al, Amelioration of Experimental Autoimmune
Encephalomyelitis in Lewis Rats by FTY720 TreatmeniRNAL OF
PHARMACOLOGY AND EXPERIMENTAL THERAPEUTICS 305(1):70-77
(2003)

1029

Kataokaet al., FTY720, Sphingosine 1-Phosphate Receptor
Modulator, Ameliorates Experimental Autoimmune
Encephalomyelitis by Inhibition of T Cell Infiltrah, CELLULAR
AND MOLECULAR IMMUNOLOGY, 2(6):439-448 (2005)

1030

Kahan, B.D.Sirolimus and FTY720: New Approaches to
Transplant ImmunosuppressiofRANSPLANT. PROC., 34, 2520-
2522 (2002)

1031

Kahanet al, Pharmacodynamics, Pharmacokinetics, and Safety
Multiple Doses of FTY720 in Stable Renal TranspRaetients: A
Multicenter, Randomized, Placebo-Controlled, PhiaStudy
TRANSPLANTATION, 76(7): 1079-1084 (2003)

1032

Final Written Decision, Paper 112, IPR20148307

1033

RivsicIaN’s DEsk REFERENCE 59" Edition (Thomson PDR,
January 1, 2005)

1034

“Introduction to Pharmacokinetics”BIOPHARMACEUTICS AND
CLINICAL PHARMACOKINETICS, Gibaldi (Lea & Febiger, 1991)

1035

Orange Book entry for Fingolimod
(http://www.accessdata.fda.gov/scripts/cder/obiptaiafo.cfm?Pro
duct_No=001&Appl _No0=022527&Appl_type=N) (last acsed

February 2, 2017)

Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

o
L

1036 FDA approval letter for Tysabri, obtained frdm Food and Drug
Administration website
http://www.accessdata.fda.gov/scripts/cder/daficken?event=ov
erview.process&AppIN0=125104 (last accessed Jgrd@r2017)

1037 U. S. Pat. No. 8,324,283 (Oomusajid Pharmaceutical
Compositions Comprising a SIP Receptor Agonistaiaigar
Alcohol(filed August 11, 2008) (issued December 4, 2012)

1038 Kappos, L.et al, A Placebo-Controlled Trial of Oral Fingolimod
in Relapsing Multiple Sclerosi®lEw ENGLAND JOURNAL OF
MEDICINE, 362(5):387-401 (2010)

1039 LaMontagnegt al, “Antagonism of Sphingosine-1-Phosphate
Receptors by FTY720 Inhibits Angiogenesi€incer Res.66:221-
231 (Jan. 2006)

1040 ThomsonE-TY720 in Multiple Sclerosis: The Emerging Evideate
its Therapeutic ValueCoRE EVIDENCE, 1(3):157-167 (2006)

1041 “Clinical Pharmacology in the Critically Il Chiltljn CRITICAL

(served but CARE PEDIATRICS, Zimmerman and Gildea eds. (Saunders Comp
not filed) | 198%)

1042 PROTECTIVE ORDER MATERIAL: Transcript of Decbar 15,
2017 Deposition of Fred D. Lublin, M.D.

1042 REDACTED: Transcript of December 15, 2017 B of Fred
D. Lublin, M.D.

1043 PROTECTIVE ORDER MATERIAL: Transcript of Jamyd.0,
2018 Conference Call with the Patent Trial and Agpfigoard

1043 REDACTED: Transcript of January 10, 2018 Cmetiee Call with
the Patent Trial and Appeal Board

1044 PROTECTIVE ORDER MATERIAL: December 5, 2017 &m
regarding document production

1045 PROTECTIVE ORDER MATERIAL: January 4, 2018 Hma
regarding discovery

CKET
M

A R

Find authenticated court documents without watermarks at docketalarm.com.

any


https://www.docketalarm.com/

Nsights

Real-Time Litigation Alerts

g Keep your litigation team up-to-date with real-time
alerts and advanced team management tools built for
the enterprise, all while greatly reducing PACER spend.

Our comprehensive service means we can handle Federal,
State, and Administrative courts across the country.

Advanced Docket Research

With over 230 million records, Docket Alarm’s cloud-native
O docket research platform finds what other services can't.
‘ Coverage includes Federal, State, plus PTAB, TTAB, ITC
and NLRB decisions, all in one place.

Identify arguments that have been successful in the past
with full text, pinpoint searching. Link to case law cited
within any court document via Fastcase.

Analytics At Your Fingertips

° Learn what happened the last time a particular judge,

/ . o
Py ,0‘ opposing counsel or company faced cases similar to yours.

o ®
Advanced out-of-the-box PTAB and TTAB analytics are
always at your fingertips.

-xplore Litigation

Docket Alarm provides insights to develop a more
informed litigation strategy and the peace of mind of

knowing you're on top of things.

API

Docket Alarm offers a powerful API
(application programming inter-
face) to developers that want to
integrate case filings into their apps.

LAW FIRMS

Build custom dashboards for your
attorneys and clients with live data
direct from the court.

Automate many repetitive legal
tasks like conflict checks, document
management, and marketing.

FINANCIAL INSTITUTIONS
Litigation and bankruptcy checks
for companies and debtors.

E-DISCOVERY AND

LEGAL VENDORS

Sync your system to PACER to
automate legal marketing.

WHAT WILL YOU BUILD? @ sales@docketalarm.com 1-866-77-FASTCASE




