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Petitioner’s “Reply” is largely unresponsive to PO’s Fintiv analysis in its
POPR, and fails to show Fintiv does not support denial—including because Peti-
tioner’s stipulation is not a true Sotera stipulation.

Factor 1. Petitioner does not dispute that it is highly unlikely the Delaware
Litigation will be stayed. Indeed, Petitioner does not even argue it will request a
stay, and does not dispute that the Court would disfavor staying the Delaware Liti-
gation. This factor is not neutral: rather, it favors denial. POPR, 7-8.

Factor 2. Petitioner ignores that, even with a December 9, 2024 trial date,
the FWD would have no statutory deadline after joinder. Fintiv, IPR2020-00019,
Pap.11,9; §316(a)(11); §42.100(c). Indeed, multiple cases with a joined party have
been decided well over a year from institution. See Amerigen Pharms. Ltd. v.
Janssen Oncology, Inc., IPR2016-00286, Pap.86 (Jan. 17, 2018) (FWD 19 months
after institution (Pap.14)); West-Ward Pharms. Int’l Ltd. v. Novartis Pharms. Corp.,
[PR2017-01592, Pap.78, 2-3 (Dec. 31, 2018) (extending FWD by 6 months after
joinder). Such delay would result in an FWD issuing after trial. This favors denial.
See also POPR, 9-12.

Factor 3. Petitioner does not dispute the significant investment in the Dela-
ware Litigation, which weighs heavily in favor of denial. See POPR, 13-17. Peti-
tioner instead argues that certain challenged claims are not asserted in the litigation.

But Petitioner ignores PO’s stipulation about assertion of non-overlapping claims in
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litigation, and that, accordingly, there is no such issue here. POPR, 23 n.9. Further,
Petitioner’s citation of Samsung Bioepis Co. v. Regeneron Pharmaceuticals, Inc.,
[PR2023-00739, Pap.9, 57 (Oct. 20, 2023) is inapposite. Unlike here, that IPR in-
volved little overlap in claims (only two of twelve challenged claims were asserted
in the litigation), and a non-overlapping independent claim. Moreover, Petitioner’s
assertion here that claims 2 and 6 are not at issue in the Delaware Litigation is simply
incorrect given that there are asserted claims that depend from claims 2 and 6.
Factor 4. Petitioner’s so-called “Sotera-type stipulation,” by its own admis-
sion, is not a Sotera stipulation as addressed in the Director’s Fintiv guidance.
Pet’r’s Rep., 2. Petitioner does not dispute the stipulation was filed by Petitioner as
a joining party and thus does not ensure avoidance of overlap between the IPR and
litigation here. See USPTO Interim Procedure for Discretionary Denials in AIA
Post-Grant Proceedings with Parallel District Court Litigation at 7-8 (USPTO, June
21,2022). Petitioner’s citation to BMW of North America LLC v. NorthStar Systems
LLC,1PR2023-01017, Paper 12 (Dec. 8, 2023) has no bearing because the petitioner
in that case was not a joining party. Nor does Petitioner or its stipulation provide
any reassurances that it will not argue that the estoppel against invalidity grounds
that “reasonably could have [been] raised” under 35 U.S.C. § 315(e)(2) is inapplica-
ble to Petitioner as a joining party based on Network-1 Technologies, Inc. v. Hewlett-

Packard Co., 981 F.3d 1015, 1026-28 (Fed. Cir. 2020). See also EX2026 (“This
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stipulation is not intended, and should not be construed, to limit [Petitioner’s] ability
to assert invalidity... beyond the scope of the estoppel provisions set forth in [§
315(e)(2)].”). And Petitioner shares invalidity experts (and, presumably, the ex-
perts’ expenses) in litigation with parties who have not agreed to any estoppel. See
also POPR, 21 n.8; EX2028, 10; EX2029, 9; EX2030, 6.

Factor 5. Petitioner argues Factor 5 “should only play a role where a Peti-
tioner is unrelated to a defendant in a district court proceeding” in asserting this
factor should be neutral. Pet’r’s Rep., 3. But that is not what Fintiv says. IPR2020-
00019, Pap.11, 14. Indeed, the Board’s Fintiv institution decision found that,
“[blecause the petitioner and the defendant in the parallel proceeding are the same
party, this factor weighs in favor of discretionary denial.” Fintiv, [PR2020-0019,
Pap.15, 15 (May 13, 2020). Here, too, Factor 5 weighs in favor of denial.

Factor 6. Petitioner cannot demonstrate “compelling merits” by arguing
Mylan’s petition was instituted. POPR, 24. Further, Petitioner continues to ignore
PO’s intent to swear behind prior art and argue objective indicia at trial. Petitioner

also fails to address its unexplained delay in filing an IPR. See POPR, 24-25.

Dated: March 29, 2024 Respectfully submitted,

By: /Megan Raymond|/
Megan Raymond
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