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CERTIFICATE OF INTEREST

Pursuant to Federal Circuit Rule 47.4, counsel for the Plaintiffs-Appellees,

OSI Pharmaceuticals, Inc., Pfizer Inc., and Genentech, Inc. certifies the following:

1. The full name of every party or amicus represented by me is:
OSI Pharmaceuticals, Inc, Pfizer Inc. and Genentech, Inc.

2. The name of the real party in interest (if the party named in the caption is not
the real party in interest) represented by me is:

OSI Pharmaceuticals, LLC (formerly known as OSI Pharmaceuticals, Inc.).

3. All parent corporations and any publicly held companies that own 10 percent
or more of the stock of the party or amicus curiae represented by me are:

OSI Pharmaceuticals, LLC is a wholly owned subsidiary of Astellas US
LLC, which is a wholly owned subsidiary of Astellas US Holding, Inc. Astellas US
Holding, Inc. is a wholly owned subsidiary of Astellas Pharma Inc., a Japanese
company. Astellas Pharma Inc. is publicly traded on the Tokyo and Osaka stock
exchanges and no publicly held corporation owns more than 10% of the stock of
Astellas Pharma Inc.

Pfizer Inc. has no parent corporations and no publicly held corporation owns
10% or more of its stock.

Genentech, Inc. is a wholly owned subsidiary of Roche Holdings, Inc.
Roche Holding, Inc.’s ultimate parent, Roche Holding Ltd., is publicly traded on
the Swiss Stock Exchange. Upon information and belief, more than 10% of Roche
Holding Ltd.’s voting shares are held either directly or indirectly by Novartis AG,
a publicly held Swiss corporation.

1 As of March 31, 2011, OSI Pharmaceuticals, Inc. became OSI Pharmaceuticals,
LLC in accordance with Section 18-214 of the Delaware Limited Liability
Company Act.
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4, The names of all law firms and the partners or associates that appeared for
the party or amicus now represented by me in the trial court or agency or are
expected to appear in this court are:

Benjamin C. Hsing Jack B. Blumenfeld

Sapna W. Palla Maryellen Noreika

Kaye Scholer LLP Morris, Nichols, Arsht & Tunnell, LLP
425 Park Avenue 1201 North Market Street

New York, NY 10022 P.O. Box 1347

Tel: (212) 836-8000 Wilmington, DE 19899-1347

Fax: (212) 836-8689 Tel: (302) 658-9200

Fax: (302) 658-3989
Leora Ben-Ami
Kirkland & Ellis LLP
601 Lexington Avenue
New York, NY 10022
Tel: (212) 446-5943
Fax: (212) 446-6460

Date: September 27, 2012 /s/ Benjamin C. Hsing
Signature of counsel

Benjamin C. Hsing
Printed name of counsel

DOCKET

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



https://www.docketalarm.com/

Case: 12-1431  Document: 25 Page: 4 Filed: 09/27/2012

TABLE OF CONTENTS
Page
STATEMENT OF RELATED CASE ......ooo it 1
STATEMENT OF THE ISSUES........coi ittt 2
STATEMENT OF THE CASE......co oottt 4
STATEMENT OF FACTS ..ottt 6
l. PATENTS-IN-SUIT ..o 6
A.  The RE’065 Patent .......ccccovviiiiiieiiiiie it 6
B.  The 221 PAENT .....coiiiiiiiice e 6
1. ERLOTINIB ..ottt 7
[1l.  THE PRIOR ART TO THE RE’065 PATENT.......ccccocviiiiiieiienie e, 7
A, Zeneca’s *722 APPlICAtION .....cevviiiiiiieiiie e 7
B.  Zeneca’s ’226 APPlICAtION .......eovvivviiiieiieeiee e 8
C.  The Barker ADSEIACES.........cccerieiieiiiei e 8
D.  The Fry Science ArtiCle.......covoveiie e 9
IV. FAILED EGFR TYROSINE KINASE INHIBITORS ........ccccoooviieiieie 10
V. THE DISCOVERY OF ERLOTINIB .....ccocoiiiiier e 11
A.  Pfizer’s Discovery Of The 4-Anilinoquinazoline Core .........ccccu....... 12
B.  Pfizer’s Strategy To Modify The 4-Anilinoquinazoline Core............ 12
C.  Pfizer’s Discovery Of A Compound Substituted With 6,7-
DimethoxyethoXy TailS .........ccoiveiiiiiiiee e 15
D.  Pfizer’s Discovery Of A Compound Substituted With An
ETNYNY] GrOUP ..vveee e 15
E.  Pfizer’s Discovery of Erlotinib ..........ccccooiiiiiiniiie 17
VI. PFIZER’S DISCOVERY OF ERLOTINIB FOR THE TREATMENT
OF NSCLC ettt ettt reeanes 18

DOCKET

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



https://www.docketalarm.com/

VIl. THE ROLE OF EGFR OVEREXPRESSION WAS UNCLEAR IN
1990 Lt re e nre e
VIIl. THE REFERENCES CITED BY MYLAN AGAINST CLAIM 53........
A.  The 498 Patent ........ccvveieiiiiiiiec e
B.  The Cold Spring Harbor Abstract ............cccccovivvivieiicicce e
C.  AACR ADSIACES ..ot
D.  The MoYer ArtiCle.......cccooveiiiiii e
E.  The KIOhS ArtiCle .....cccooviiiiiiie e
F. OSI Press Release And 10-K .......ocovoviiinvinieneee e
G.  ASCO ADSLIACTS ..evveiveeiecieeie et see e
IX. FDA APPROVAL OF ERLOTINIB FOR NSCLC AND
PANCREATIC CANCER........coi ettt
SUMMARY OF ARGUMENT ..ottt
ARGUMENT ...ttt st e e s be e s e e e e nne e neanes
l. The District Court Correctly Held That The RE’065 Patent Was Not
(@] 01V T U USSR
A The Law Of ODVIOUSNESS .......coivieiieiieiiecie e
B.  Mpylan’s Obviousness Argument Is Legally Incorrect ...................
C. A Person of Ordinary Skill In The Art Would Not Have
Selected Example 51 As A Lead Compound............cccceveeveennnee.
D.  Persons Of Ordinary Skill Would Not Have Modified The
Example 51 Compound To Arrive at Erlotinib............cccccoevienen
1. Persons of Ordinary Skill Would Have Modified The
Anilinogquinazoling Core.......cccocvevveveenie e
The Prior Art Taught A Preference For Halogens...............
A Person Of Skill Would Not Have Selected An Ethynyl
Group As A SUDSEITUBNT ......ceviiiiiiee e
The Barker Abstracts Did Not Teach An Ethynyl Group....

Case: 12-1431  Document: 25 Page:5 Filed: 09/27/2012

The Prior Art Taught Away From Using An Ethynyl
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