
P aperN o.____
D ate filed :September28 ,2017

Filed O n B ehalf O f:
N ovartis A G

B y:
N icholas N .Kallas
N Kallas@ fchs.com
ZortressA finitorIP R@ fchs.com
(212)218 -2100

UN ITE D S TA TE S P A TE N T A N D TRA D E M A RK O FFIC E

B EFO RE TH E P A TEN T TRIA L A N D A P P EA L B O A RD

P A R P H A RM A C EUTIC A L ,IN C .,
A RGEN TUM P H A RM A C EUTIC A L L L C ,A N D

W EST-W A RD P H A RM A C EUTIC A L S
IN TERN A TIO N A L L IM ITED

P etitioners,

v.

N O V A RTIS A G,
P atentO wner.

C ase IP R2016-0147 91

P atentN o.9,006,224

P A TE N T O W N E R’S E X H IB IT L IS T 9

1 A rgentu m P harmaceu ticalL L C was joined as apartyto this proceed ingviaa
M otion forJoind erin IP R2017 -01063;W est-W ard P harmaceu ticals International
L imited was joined as apartyviaaM otion forJoind erin IP R2017 -010 7 8 .

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


1

E xhibit D escription A bbreviation

2001
ExpertD eclaration O f M atthew H .Ku lke,
M .D .,M .M .Sc.(N ovember18 ,2016)

Ku lke D ecl.

2002
Curriculum Vitae of M atthew H .Ku lke,
M .D .,M .M .Sc.(M ay 20,2016)

Ku lke C .V .

2003
Seeley,R.R.,Stephens,T.D .,& Tate,P .,
Anatomy & Physiology,3rd Ed ition,
pages 58 5–58 6 (1995)

S eeley

2004 Reserved

2005
L au ghlin,E.H .,Coming To Terms With
Cancer: A Glossary Of Cancer-Related
Terms,page 4 (2002)

L au ghlin
C ancerGlossary

2006 Reserved

2007 Reserved

2008
M otzer,R.J.& Ru sso,P .,“Systemic
TherapyForRenalC ellC arcinoma,”J.
Urology 163:408 -417 (2000)

M otzer

2009 Reserved

2010

P azd u r,R.,et al. (ed s.),C hapters 6,11,
14-16,19,25,Cancer Management: A
Multidisciplinary Approach: Medical,
Surgical, & Radiation Oncology,9th
Ed ition (2005)

P azdu r
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2011

Kou varaki,M .A .et al.,“Flu orou racil,
D oxoru bicin,A nd Streptozocin In The
TreatmentO f P atients W ithL ocally
A d vanced A nd M etastatic P ancreatic
End ocrine C arcinomas,”J. Clin. Oncol.
22(23):47 62-47 7 1 (2004)

Kou varaki

2012

D elau noit,Th.,et al.,“The D oxoru bicin-
Streptozotocin C ombination ForThe
TreatmentO f A d vanced W ell-
D ifferentiated P ancreatic End ocrine
C arcinoma:A Ju d iciou s O ption?,”Eur. J.
Cancer 40:515-520 (2004)

D elau noit

2013

Ku lke,M .H .,C hapter110,
“N eu roend ocrine C ancer,”Clinical
Hematology and Oncology: Presentation,
Diagnosis and Treatment (Fu rie,B .,et al.
ed s.2003)

Ku lke 2003a

2014

Ku lke,M .H .et al.,“A P hase IITrialO f
Gemcitabine ForM etastatic
N eu roend ocrine Tu mors,”Cancer
101(5):934-939 (2004)

Ku lke 2004

2015

M argolin,K.et al.,“C C I-7 7 9 In
M etastatic M elanoma:A P hase IITrial
O f The C aliforniaC ancerC onsortiu m,”
Cancer 104(5):1045-1048 (2005)

M argolin
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2016

“N ovartis D ru gA finitorIs First
TreatmentForA d vanced P ancreatic N ET
To P rovid e O verallSu rvivalO f M ore
Than 3.5Y ears In P hase IIITrial,”
Novartis Institutes For Biomedical
Research (September27 ,2014)

N ovartis P ress
Release

2017
Ritschel,W .A .,Handbook of Basic
Pharmacokinetics,4thEd ition,pages 6-7 ,
264-267 (1992)

Ritschel

2018

H eitz,P h.U.,et al.,C hapter4,“Tu mou rs
O f The End ocrine P ancreas,”World
Health Organization Classification of
Tumours, Pathology and Genetics,
Tumours of Endocrine Organs,pages
17 7 -18 2 (D eL ellis,R.A .et al.,ed s.2004)

W H O 2004

2019
P hysicians’D eskReference,59thEd ition
(2005),pages 18 44-18 49 (Entryfor
Gemzar® (Gemcitabine H C l))

Gemzar®
P rescribing

Information 2005

2020
Ku lke,M .H .& M ayer,R.J.,“C arcinoid
Tu mors,”N. Eng. J. Med. 340(11):8 58 -
8 68 (1999)

Ku lke 1999

2021
Gennaro,A .R.(Ed .),Remington’s,18 th
Ed ition,pages 7 26-7 30 (1990)

Remington’s

2022

Y ao,J.C .et al.,“Everolimu s For
A d vanced P ancreatic N eu roend ocrine
Tu mors,”N. Eng. J. Med. 364(6):514-
523(2011)

Y ao 2011
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2023

Kola,I.& L and is,J.,“C an The
P harmaceu ticalInd u stryRed u ce A ttrition
Rates?,”Nat. Rev. Drug Discov.,3:7 11-
7 15(2004)

Kola& L andis

2024

Excerpts of Transcriptof TrialTestimony
of M .Ratain,Pfizer Inc. et al. v. Mylan
Pharms. Inc.,(C .A .N o.10-528 -GM S),
(D .D el.N ovember29,2012),P ages 7 7 8 -
7 9,950,995

Ratain TrialTr.I

2025

Excerpts of Transcriptof TrialTestimony
of M .Ratain,Novartis v. Breckenridge,
Roxane and Par (C .A .N os.14-1043-
RGA ,14-1196-RGA and 14-128 9-RGA )
(D .D el.A u gu st31,2016),P ages 7 69-
7 7 2,957 ,993-94,1003,1010,1012,1014

Ratain TrialTr.II

2026

Excerpts of Transcriptof D eposition of
M .Ratain,Novartis v. Breckenridge,
Roxane and Par (C .A .N os.14-1043-
RGA ,14-1196-RGA and 14-128 9-RGA )
(D .D el.A pr.11,2016),P ages 1-5,34,
156,340

Ratain D ep.Tr.I

2027

D ancey,J.E.,“Inhibitors O f The
M ammalian TargetO f Rapamycin,”
Expert Opin. Investig. Drugs 14(3):313-
328 (2005)

D ancey2005

2028

D u ran,I,et al.,“A P hase IIC linicalA nd
P harmacod ynamic Stu d yO f
Temsirolimu s In A d vanced
N eu roend ocrine C arcinomas,”British J.
of Cancer 95(9):1148 -1154 (2006)

D u ran 2006
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