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1. I am the same Marc B. Garnick, M.D. who previously submitted a 

declarations dated June 30, 2016 and February 8, 2017.  I submit this expert 

declaration to respond to certain opinions expressed in the expert declaration (Ex. 

2038) submitted with Patent Owner’s Response to the Petition.  

2. In addition to my experience, education, and training, and the 

materials identified in my earlier declaration (Ex. 1002), I have also considered all 

materials identified in Exhibit A, as well as any materials cited herein not 

otherwise identified in Exhibit A, as well as any materials cited in Dr. Rettig’s 

Declaration (Ex. 2038) not otherwise identified. 

3. My curriculum vitae submitted with my original declaration remains 

accurate.  See Ex. 1002, Ex. A.   

4. The scope of my work and compensation remains the same since I 

submitted my original declarations in this proceeding.  I was retained as a technical 

expert to provide opinions related to the patent at issue.  My compensation is not 

dependent upon the outcome of the proceedings or my opinions given.  I have no 

current affiliation with Janssen Oncology, Inc. or the inventors of the patent at 

issue. 

I. SUMMARY OF OPINIONS 

5. The administration of abiraterone acetate in combination with 

prednisone to treat advanced stage prostate cancer would have been obvious to 
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skilled artisans as of the priority date of the ’438 patent.  First, skilled artisans 

would have known that the state of the prior art included administration of 

ketoconazole and other steroid synthesis inhibitors, such as aminoglutethimide, in 

combination with glucocorticoid replacement.  These were well-known and 

accepted treatments for advanced prostate cancer.  Second, skilled artisans would 

have known that abiraterone acetate was a next-generation steroid synthesis 

inhibitor, and an obvious choice for administration in advanced stage prostate 

cancer—a point that Dr. Rettig does not dispute.  Third, skilled artisans would 

have expected to need to administer abiraterone acetate with glucocorticoids 

because it was known to inhibit the steroid synthesis pathway, like other agents in 

its class.  In particular, abiraterone acetate was known to be a strong, potent 

inhibitor of the CYP17 enzyme, similar to ketoconazole.  Fourth, prednisone was a 

commonly used glucocorticoid and its characteristics made it an obvious choice for 

co-administration with abiraterone acetate. 

6. Dr. Rettig attempts to undercut the obviousness of the claims of the 

’438 patent by nitpicking at a number of ancillary issues such as the mechanism of 

steroid synthesis inhibition of ketoconazole, and the data supporting expected 

disruptions in the synthesis of adrenal steroids when administering abiraterone 

acetate.  His arguments largely ignore the wealth of art supporting administration 

of glucocorticoids, in particular prednisone, with ketoconazole as well as 
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