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Petitioner respectfully requests rehearing pursuant to 37 C.F.R. § 42.71(d) of
the Board’s Decision Denying Institution, Paper 11 (“’140 Decision”) for
Grounds 1-3, with respect to U.S. Patent No. 9,464,140 (“’140 patent™). A request
for rehearing of a non-institution decision should be granted “if a decision is based
on an erroneous interpretation of law, if a factual finding is not supported by
substantial evidence, or if an unreasonable judgment is made in weighing relevant
factors.” Sand Revolution II, LLC v. Continental Intermodal Grp. - Trucking LLC,
IPR2019-01393, Paper 24, at 4 (PTAB June 16, 2020). That is what happened here.

In Grounds 1-2, the *140 Decision erred in its interpretation of the law
governing reasonable expectation of success for a method of treatment. The *140
Decision relied on OSI Pharms., LLC v. Apotex Inc., 939 F.3d 1375 (Fed. Cir.
2019)—a case mischaracterized by Patent Owner as being “directly on-point”—in
concluding that there was no reasonable expectation of success for practicing the
method of claim 1 using a prior-art composition with successful in vitro data and a
compelling recommendation for clinical use.

The *140 Decision incorrectly described OSI as a case where there was
successful in-vitro data in the prior art for the composition employed in the method
of treatment claim. There was no such data in OSI. The OSI decision stands only for
the uncontroversial proposition that lack of in-vitro data can defeat a reasonable

expectation of success. Based on this misreading of OSI, the Board applied an
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unduly heightened standard for reasonable expectation of success that is contrary to
the Federal Circuit precedent of Genzyme Therapeutic Prods. v. Biomarin Pharm.,
825 F.3d 1360 (Fed. Cir. 2016). In Genzyme, like here, the prior art disclosed the
claimed composition, provided successful in vitro data, and suggested initiating
clinical trials. Id. at 1364. The Federal Circuit reasoned that a method of treatment
claim was obvious when “there was little left to do but to confirm that the strategy
suggested by the various prior art references would work.” Id. at 1373. So too here.

Due to the erroneous interpretation of OSI, the *140 Decision also is at odds
with this Board’s Decision Granting Institution in related 1PR2022-00855 (“’445
Decision”) for U.S. Patent No. 9,540,445 (“°445 patent”). The independent claim of
this sibling is nearly identical: the ’445 patent is directed to a “pharmaceutical
composition,” whereas the *140 patent is directed to a “method of treating cancer in
a human patient” using the same pharmaceutical composition of the *445 patent. In
the ’445 Decision, the Board found that a nearly identical claim directed to a
“pharmaceutical composition comprising an anti-tumor effective amount”—the very
same claim language present in the *140 patent—was reasonably likely to be found
obvious. Under Federal Circuit precedent, including the law of inherency, a method
that treats patients with the very same pharmaceutical composition, in the very same

“anti-tumor effective amount,” would also be just as obvious.
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