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1. I, Thomas A. Baillie, have been retained to testify on behalf of Patent 

Owner the Trustees of the University of Pennsylvania (“Penn”) in this proceeding 

as an expert in medicinal chemistry and pharmacology. 

I. SUMMARY OF OPINIONS 

2. I am aware that Petitioner Coalition for Affordable Drugs VIII, LLC 

(“CFAD”) has sought to challenge the validity of U.S. Patents Nos. 7,932,268 

(“the ’268 patent”) and 8,618,135 (“the ’135 patent”) (collectively, the “patents-at-

issue”) in separate Inter Partes Review (“IPR”) proceedings before the Patent Trial 

and Appeal Board (“PTAB”) of the United States Patent and Trademark Office.  I 

am also aware that PTAB has instituted IPR proceedings with respect to each of 

the patents-at-issue. 

3. I am aware that Penn is the sole assignee and owner of the patents-at-

issue, and that rights to the patent have been licensed to Aegerion Pharmaceuticals, 

Inc. (“Aegerion”).  I am also aware that Aegerion currently markets the drug 

compound lomitapide in the United States under the trade name JUXTAPID®. 

4. I have been retained to address the assertions in the Declaration of 

Michael Mayersohn, Ph.D. (CFAD Ex. 1003, “Mayersohn Dec.”) and the 

Declaration of Randall J. Zusman, M.D. (CFAD Ex. 1002, “Zusman Dec.”) 

regarding the alleged invalidity of the patents-at-issue.  In my Declaration, I 

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


 

 2  
PENN EX. 2024 

  CFAD v. PENN 
  IPR2015-01836 

provide my opinions regarding the relationship between a drug compound’s 

chemical structure and its pharmacological effects, and how that relationship has 

an impact on the dosing of the drug to patients.  It is my opinion that the claims of 

the patents-at-issue are not invalid for obviousness for at least the following 

principal reasons: (1) implitapide and lomitapide have important differences in 

chemical structure that would preclude an expectation that they could be dosed in 

the same manner; (2) a person of ordinary skill in the art would not have had a 

reasonable expectation of success in applying the implitapide protocol mentioned 

in either “Bayer/PPD Implitapide Development Follows Zetia Model”, THE PINK 

SHEET, Vol. 66, No. 7, p. 17 (2004) (CFAD Ex. 1013, “Pink Sheet 2004”) or Evan 

Stein, “Microsomal Triglyceride Transfer Protein (MTP) Inhibitor (implitapide) 

program”, Presentation Given at PPD’s Analyst Day (February 5, 2004) (CFAD 

Ex. 1014, “Stein”) to lomitapide; (3) the obviousness combinations offered by 

CFAD, Dr. Zusman and Dr. Mayersohn establish neither a motivation to combine 

nor a reasonable expectation of success; and (4) secondary considerations, namely 

failure of others and unexpected results, further demonstrate non-obviousness. 

5. Additionally, I have been asked to address the non-obviousness of 

certain proposed claims that I understand Penn has submitted with its Motion to 

Amend in these proceedings.  As explained in further detail below, and for reasons 
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