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I. INTRODUCTION: BURDEN OF PROOF 

Patent Owner has shown that Petitioner’s evidence is insufficient to 

prove the factual predicates required to reach the conclusions that the claims 

are unpatentable for lack of enablement or for obviousness.  Petitioner largely 

sidesteps Patent Owner’s Response by inaccurately portraying it as a “proof 

of enablement” (Reply 8) or “obviousness rebuttal” (id. at 2).  It is not Patent 

Owner’s burden to prove enablement or nonobviousness.  Rather, Patent 

Owner has presented evidence of gaps, unwarranted assumptions, and flat-out 

inaccuracies in Petitioner’s case, defects that compel the conclusion, as a 

matter of law, that Petitioner has not and cannot satisfy its burden to prove 

unpatentability by a preponderance of the evidence under 35 U.S.C. § 326(e). 

II. THE PERSON OF ORDINARY SKILL IS NOT AN AUTOMATON 

 Petitioner argues that the person of ordinary skill in this case would 

have “an advanced degree or its substantial equivalent” and “research 

experience” in the biological sciences.  Ex. 1002 ¶ 40.  Petitioner also argues 

that the level of skill is high, requiring specialized knowledge of several fields.  

Pet. 37 (citing Ex. 1002 ¶ 132).  Inherent in the concept of a person of ordinary 

skill in the art holding an advanced degree, specialized knowledge, and 

research experience, is the ability to review the scientific literature critically 

and to evaluate it.   
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Yet at numerous points in its challenges, Petitioner argues that its 

highly sophisticated POSA would have blindly accepted the conclusions of 

research papers, despite demonstrated limitations in experimental design and 

discrepancies in statistical analysis, because these papers were peer-reviewed 

and cited by others.  Reply 2, 3, 10, 18–20, 22, 23.   

Mere publication of results does not make those results true, nor does 

it constitute credible evidence of what one of ordinary skill would rely on per 

se.  Petitioner’s POSA would be a critical reviewer of the literature and not 

credit conclusions backed by irreproducible data or speculation.  E.g., 

Ex. 2007 ¶ 136 (Dr. Mani testifying that a POSA would have dismissed 

Kohwi’s results due to their irreproducibility).   

Petitioner has not contested Dr. Mani’s critiques of the statistical 

shortcomings in several papers on which Petitioner’s case critically relies, 

including Dong (PO Resp. 57; Ex. 2007 ¶¶ 118–121), Kohwi (PO Resp. 63–

65; Ex. 2007 ¶¶ 136–140), O’Mahony (PO Resp. 20–23; Ex. 2007 ¶¶ 57–66), 

and Lopez (PO Resp. 24–36; Ex. 2007 ¶¶ 70–88).  Nor has Petitioner 

responded to the substance of Patent Owner’s argument that a POSA would 

have questioned these papers given their dubious statistics.  Petitioner instead 

stands on its insistence that its highly trained, skilled, and experienced POSA 
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would simply accept statements from these papers as true without critical 

analysis. But just as a POSA would bring to bear a complete knowledge of the 

relevant prior art and an ordinary creativity in synthesizing that art, KSR Int’l 

Co. v. Teleflex Inc., 550 U.S. 398, 420–21 (2007), so too would the POSA 

recognize the limitations of the prior art and refuse to credit its conclusions on 

insufficient evidence.  W.L. Gore & Assoc., Inc. v. Garlock, Inc., 721 F.2d 

1540, 1550 (Fed. Cir. 1983), cert. denied, 469 U.S. 851 (1984) (each prior art 

reference must be considered in its entirety).  

III. ENABLEMENT – Ground 1 

Enablement is a question of law based upon underlying factual findings.  

In re Vaeck, 947 F.2d 488, 495 (Fed. Cir. 1991).  Petitioner’s allegations 

therefore must be supported by sufficient and credible evidence to justify their 

finding.  Patent Owner has shown, however, that Petitioner’s evidence does 

not support the factual allegations critical to Petitioner’s enablement 

challenge.  Patent Owner also has shown through evidence presented in its 

Response that Petitioner’s assertions of uncertainty and unpredictability are 

premised on unwarranted assumptions.  For these reasons, Petitioner’s 

enablement challenge should be rejected. 

A. Cancer types 

Although Petitioner argues that cancer is a large class of widely varying 
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