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I. Introduction 

1. I have been retained as an expert in this matter by counsel for Genentech, Inc., 

and submit this declaration in support of Genentech’s Emergency Motion for Temporary 

Restraining Order and Preliminary Injunction. 

2. I have been asked for my opinion concerning various assertions made by Amgen 

in support of its contentions regarding the obviousness of claims 11 of U.S. Patent No. 6,627,196 

(the “’196 patent”); 11of U.S. Patent No. 7,371,379 (the “’379 patent”); and 7 of U.S. Patent No. 

10,160,811 (the “’811 patent”).  I will refer herein to these three patents as the “dosing patents” 

and to the three claims as the “asserted claims.”   

3. For the reasons set forth in this declaration, it is my opinion that the prior art upon 

which Amgen relies does not contain sufficient information with respect to trastuzumab to 

reasonably predict that the three-week dosing regimen recited in the asserted claims would be 

effective to treat HER2-positive cancer.  On the contrary, a skilled artisan considering the prior 

art would be concerned that extending the dosing interval from the weekly regimen approved by 

the Food and Drug Administration to a three-week regimen, even at higher doses, would not 

maintain adequate serum trough concentrations of trastuzumab.  

II. Qualifications 

4. I am President of G2 Research, Inc., a company I founded in August 2001 to 

provide consulting services to pharmaceutical and biotechnology companies in a variety of areas.  

Among other things, I have performed pharmacokinetic modeling to evaluate clinical regimens 

for antibodies and small molecules.  I have also developed computer simulation software and 

models to predict drug pharmacokinetics.   

5. I obtained a Ph.D. in Pharmaceutics at the University of Wisconsin, Madison in 

1985.  My Ph.D. thesis was entitled “Mechanisms of Corneal Drug Penetration.”  As a result of 
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this research, I was the co-recipient of the 1989 Ebert Prize, awarded by the American 

Pharmacists Association Academy of Pharmaceutical Research and Sciences, for a series of 

manuscripts published in the Journal of Pharmaceutical Sciences entitled “Mechanisms of 

Corneal Drug Penetration.”  I obtained a M.S. degree in Pharmaceutics at the University of 

Wisconsin, Madison in 1983.  I obtained a Pharm. D. degree from the University of Nebraska in 

1980, and was formerly licensed to practice pharmacy in the state of Nebraska. 

6. I have spent more than thirty years working in the pharmaceutical industry.  From 

1985 to 1991, I worked as a Research Scientist at Syntex Research in Palo Alto, where I was 

responsible for formulation development and research in oral drug absorption, including methods 

to orally deliver peptides.  Since 1991, I have been a pharmaceutical industry consultant.  In 

1991, I started my own company, Precision Instrument Design Inc., and, in 1997, another 

company, NaviCyte, Inc.  In 1999, NaviCyte, Inc. was acquired by Trega Biosciences, and I 

served as Chief Technology Officer at Trega Biosciences, Inc. until 2001.  In 2001, I founded G2 

Research, Inc., and also founded RaptorGraphics, Inc., a computer graphics and simulation 

business.  From 2005 to 2007, I was Vice President of Product Development and Chief 

Technology Officer for PDxRx, Inc., a specialty-focused pediatrics company.  From 2007 to 

2010, I was Senior Vice President of Research and Development for Sorbent Therapeutics, Inc., 

a company developing novel polymer therapeutics for sodium fluid removal.  From January 2016 

until May 2017, I was Senior Vice President of non-clinical development and founder for 

NeuroVia, Inc., a company developing a novel compound for childhood cerebral 

adrenoleukodystrophy.   

7. I am the author or co-author of more than 30 published scientific articles, 

primarily in the areas of models to predict drug pharmacokinetics, corneal permeability and drug 
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