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Title: Methods and Compositions for Treating Cancer
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Declaration of Dr. Mark J. Ratain

I declare that all statements made herein on my own knowledge are true and that

all statements made on information and belief are believed to be true, and

further, that these statements were made with the knowledge that willful false

statements and the like so made are punishable by fine or imprisonment, or

both,/under Sectioi 10 f Title 18 of the United States Code.
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1 Case IPRZOI6-01317 has been joined with this proceeding.
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I, Mark J. Ratain, M.D., do hereby declare: 

I.  Introduction 

1. At the request of Petitioners Amerigen Pharmaceuticals, Ltd. and 

Argentum Pharmaceuticals, LLC (“Petitioners”) in the matter of the inter partes 

review of U.S. Patent No. 8,822,438 (the “’438 Patent” (AMG 1001), requested by 

Petitioners and instituted by the Patent Trial and Appeal Board (“PTAB”) of the 

United States Patent and Trademark Office in Case No. IPR2016-00286 and Case 

No. IPR2016-01317, I have been asked to respond to certain opinions expressed in 

the expert declaration and deposition testimony of Matthew B. Rettig, M.D. (JSN 

2038) submitted on behalf of Patent Owner Janssen Oncology, Inc. (“Janssen”). 

2. I am being compensated for my work in this matter at the rate of 

$800.00 per hour.  My compensation in no way depends on the outcome of this 

proceeding.  The opinions I set forth herein are my own, and are based on the 

education, experience, training and skill that I have accumulated in the course of 

my career as a physician and researcher, as well as the materials I have reviewed in 

connection with this case. 

II.  Education and Professional Background 

3. I graduated from Harvard University magna cum laude in 1976 with 

an A.B. in Biochemical Sciences.  I obtained my M.D. from Yale University 
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School of Medicine in 1980.  I completed my internship and residency at the Johns 

Hopkins Hospital in Baltimore, MD from 1980-1983.  I completed a fellowship in 

Hematology/Oncology at the Department of Medicine at the University of Chicago 

from 1986-1988. 

4. In 1986, I joined the Department of Medicine, Section of 

Hematology/Oncology and Committee on Clinical Pharmacology at the University 

of Chicago as an Instructor and became a Professor in that department in 1995.  In 

2002, I was appointed as the inaugural Leon O. Jacobson Professor in the 

Department of Medicine at The University of Chicago. 

5. I have had a number of leadership roles in the University of Chicago’s 

Cancer Center, dating back to 1991 when I became the Director of the 

Developmental Therapeutics Program.  Since 1999, I have been the Associate 

Director for Clinical Sciences, with responsibility for strategic oversight of all 

oncology clinical trials. 

6. I have also had a number of leadership roles in clinical pharmacology 

at the University of Chicago.  In 1992, I was appointed Chairman of the 

University’s interdepartmental unit in clinical pharmacology, then known as the 

Committee on Clinical Pharmacology, whose main purpose was postdoctoral 

training in clinical pharmacology, primarily supported by a training grant from the 

National Institutes of Health (“NIH”).  In 2010, my role changed, as I founded a 
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