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The Merits Are Weak. Inherency requires that the “‘natural result flowing

from’ the prior art’s explicit disclosure” is the claimed invention. Pap.7, 27 (“Br.,”

“Brief”)). Petitioner contends that it need not have “run the exact method taught by
the prior art.” Pap.10 (“Resp.”, “Response”), 16. But this ignores black letter law:

settled Federal Circuit precedent requires that “[t]he inherent result must inevitably

result from the disclosed steps....” Br.26 (quoting In re Montgomery, 677 F.3d

1375, 1380 (Fed. Cir. 2012)). And Petitioner concedes Dr. Bihovsky modified Liu’s
disclosures when performing his experiments—i.e., that his results were not based

on “the prior art’s explicit disclosure.” Br.27. That is fatal to Petitioner’s arguments.

Moreover, even with these modifications, Petitioner’s experts failed to show
that Liu necessarily discloses the claimed “Form 1,” which is not claimed by the
other patents Petitioner has challenged in PGR2025-00043 and PGR2023-00043.
PO’s Brief notes that Dr. Bihovksy identified at least two sample results as “XRPD
— Not Form I’ and “Not Form 1.” EX1033, 89, 91. Petitioner does not deny that
these samples failed to meet the claim limitations; rather, Petitioner points to a sep-
arate sample (“15-32-2P”) that it alleges is the claimed Form I. Resp.18. But this
sample also fails to meet all the limitations of the claims of the *151 Patent—it is
labeled “88% Z,” and all the Challenged Claims require that “at least 90% by weight

of... the (Z)-isomer....” Id. (citing EX1033, 91).
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Id. In any case, Petitioner fails to establish inherency.

In addition, Petitioner’s inherency argument rests on Dr. Miller’s XRPD anal-
ysis, which is unsupported by evidence and therefore unreliable. Dr. Miller states
that “[t]he experimental test and analysis conditions used for the XRPD testing is
attached to this declaration as Appendix B,” but his declaration does not contain
any Appendix B. EX1034. Absent supporting evidence, Dr. Miller’s opinion—that
Dr. Bihovsky’s modified reproduction of Liu resulted in Form [—amounts to spec-
ulation. That is insufficient to carry Petitioner’s burden. 37 C.F.R. §42.65(a).

Petitioner’s Generic Competition Argument Fails. The Response doesn’t

dispute that Petitioner’s current commercial use of (Z)-endoxifen is for bipolar dis-
order (in India), not breast cancer in the U.S. Despite its vague suggestions, Peti-
tioner provides no evidence supporting any suggestion that it is today pursuing or

investing in any ongoing clinical breast cancer trials using (Z)-endoxifen. Resp. 7-
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8.2 Any future impact on hypothetical generic competition is speculative, but the
harm from derailing PO’s work by undermining the investments needed to continue
and complete clinical trials is immediate. See Br.7, 10-14; Amgen Inc. v. Bristol-
Myers Squibb Co., IPR2025-00601, Pap.9 at 2 (July 24, 2025) (noting “extraordi-
nary... investment, time, and resources dedicated to research, development, trials,
and regulatory approval” could give rise to settled expectations). Petitioner also of-
fers no evidence of “threaten[ing of] other parties” (Resp.1), and Petitioner’s claim
that invalidating the 151 would hasten generic entry is speculation: if PO can’t se-
cure investments to complete its trials (including Phase III trials (EX2002)) and se-
cure FDA approval, PO won’t have an approved reference drug for generics like
Petitioner to rely on; they would instead need to begin their own clinical trials, an

uncertain and time-consuming process.

PQO’s Covenant Is Not Illusory. PO’s covenant not to sue moots the only
dispute Petitioner put at issue. Petitioner claims the covenant is “illusory” because
“the 151 patent does not cover the salt form of (Z)-endoxifen or bipolar disorders.”
Resp.9. That cannot be squared with Petitioner’s statement that “[a]s described in

the 151 patent, Formula (III) can include the polymorphic salt...” Pap.2, 25-26.

2 The only other breast cancer work Petitioner identifies involves endoxifen salts.

See Resp.7-8. But PO’s trials use free base (Z)-endoxifen. See e.g., EX2002.
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While Petitioner claims PO’s covenant not to sue (which constrains PO, not Peti-
tioner) does not align with its commercial interests or alleged claim scope, Petitioner
failed to provide evidence of any having concrete commercial interest not covered
by the covenant (e.g., investments in ongoing breast cancer trials). Coupled with
Petitioner’s simultaneous failure to identify any Petitioner-owned patent that could
give even arguable cover to Petitioner’s royalty demand, this confirms the Petition’s
purpose is leverage against a small innovator.

Petitioner’s Collateral Estoppel Arguments Are Without Merit. Petitioner

concedes that it “does not rely significantly on collateral estoppel (and certainly does
not rely on it for the Form I limitation),” but asserts that this IPR should go forward
because some other issue from the *334 PGR might be raised in some hypothetical
future litigation, and that the *334 PGR findings would not be binding on PO in
district court. Resp.25. Instituting an IPR (which relies on a different primary refer-
ence than the ’334 (or ’391) PGR) for the purpose of preserving a procedural ad-
vantage for Petitioner in a hypothetical case that, given the stipulated covenant not
to sue, is remote at best, would, again, be an inefficient use of Board resources and
an abuse of the AIA process.

Respectfully submitted,
By: /s/ Megan Raymond Dated: August 26, 2025
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causing the aforementioned document to be electronically mailed to the following

attorneys of record for the Petitioner listed below.

Lead Counsel: Alejandro Menchaca

Registration No.: 34,389
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500 West Madison Street, 34th Floor
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Tel: (312) 775-8000

Fax: (312) 775-8100

151TPR@mcandrews-ip.com
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Backup Counsel: | Ben J. Mahon

Registration No.: 78,178

Email: bmahon@mcandrews-ip.com
Amanda C. Jackson

Registration No.: 77,549

Email: ajackson@mcandrews-ip.com
McAndrews, Held & Malloy, Ltd.
500 West Madison Street, 34th Floor
Chicago, Illinois 60661

Tel: (312) 775-8000

By Electronic Mail
Dated: August 26, 2025 Respectfully submitted,

By: /Sayem Osman/

Sayem Osman



