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STATEMENT OF COUNSEL UNDER FEDERAL CIRCUIT RULE 40

Based on my professional judgment, I believe the panel decision is contrary
to the following decisions of the Supreme Court of the United States or the
precedents of this Court: SAS Inst., Inc. v. lancu, 584 U.S. 357 (2018); In re IPR
Licensing, Inc., 942 F.3d 1363 (Fed. Cir. 2019); EmeraChem Holdings, LLC v.
Volkswagen Grp. of Am., Inc., 859 F.3d 1341 (Fed. Cir. 2017); In re NuVasive, Inc.,
841 F.3d 966 (Fed. Cir. 2016); and Nike, Inc. v. Adidas AG, 955 F.3d 45 (Fed. Cir.
2020). The full Court’s consideration is necessary to secure or maintain uniformity
of the Court’s decisions.

Based on my professional judgment, I believe this appeal requires an answer
to one or more precedent-setting questions of exceptional importance:

1. Does this Court apply a de novo or abuse of discretion standard of
review for the question of whether the Patent Trial and Appeal Board violated the
Administrative Procedure Act (“APA”) by basing its judgment on grounds not raised

in a petition for inter partes review (“IPR”)?

Dated: May 29, 2025 /s/ Sandra A. Frantzen
Sandra A. Frantzen
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INTRODUCTION

In this appeal from two IPR proceedings, Appellant Sage Products, LLC
alleged that the Patent Trial and Appeal Board (“the Board”) exceeded its statutory
authority and violated the Administrative Procedure Act (“APA”) by finding all
challenged claims of Appellant’s patents unpatentable based on theories not
presented by the petitioner in its petitions. See, e.g., Opening Br. 29-31, 17-19, 24-
27, 33-34, 36, 40, 53-54, 56-58, 61-63; Reply 2-3, 5, 7-8, 21-23, 27. Citing this
Court’s precedent, Appellant contended that this was /egal error subject to de novo
review. Opening Br. 28-29; Reply 2-3,15.

Appellant’s contention—whether a governmental agency (the Board)
exceeded its statutory authority and violated the APA—should have been subject to
de novo review by this Court. It was not. Instead, the precedential Panel Opinion
held that “[i]t is for the Board to determine what grounds are being articulated in a
petition,” applying an “abuse of discretion” standard in affirming the Board’s off-
petition analysis. Panel Op. 14.! The standard of review portion of the Panel Opinion
stated:

We review the Board’s interpretation of ‘what has been put before it’

in a petition, and what arguments it presents and does not present, for
an abuse of discretion. See Corephotonics, Ltd. v. Apple Inc., 84 F.4th

! Unless otherwise noted, all emphases herein have been added and quotations and
citations are omitted.
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990, 1002-03 (Fed. Cir. 2023); Henny Penny Corp. v. Frymaster LLC,
938 F.3d 1324, 1330 (Fed. Cir. 2019).

1., 7.

However, as the Supreme Court recognized in SAS Inst. Inc. v. lancu, 584
U.S. 357 (2018), the Board is not the arbiter of the scope of its own authority and
does not have the statutory authority to deviate from petitioned arguments in an [PR.
Specifically, the Court held that the statutes governing IPR do not “contemplate a
petition that asks the Director to initiate whatever kind of inter partes review he
might choose.” Id. at 364. Indeed, nothing in the IPR statutes “suggests the Director
enjoys a license to depart from the petition and institute a different inter partes review
of his own design.” Id. at 365 (original emphasis). Rather, “Congress chose to
structure a process in which it’s the petitioner, not the Director, who gets to define
the contours of the proceeding.” Id. at 364. “[T]he petitioner’s petition, not the
Director’s discretion, 1s supposed to guide the life of the litigation.” /d. at 366. The
Court accepted the argument that the Director “exceeded his statutory authority” and
confirmed that it was in the Court’s authority “to ensure that an [IPR] proceeds in
accordance with the law’s demands.” Id. at 371.

Consistent with SA4S, this Court has repeatedly held that whether the Board
violated the APA by relying on new arguments is subject to de novo review. In re
IPR Licensing, Inc., 942 F.3d 1363, 1369 (Fed. Cir. 2019) (“Whether the Board

improperly relied on new arguments is reviewed de novo.”); Nike, Inc. v. Adidas AG,
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955 F.3d 45, 50 (Fed. Cir. 2020) (same); EmeraChem Holdings, LLC v. Volkswagen
Grp. of Am., Inc., 859 F.3d 1341, 1345 (Fed. Cir. 2017) (“We review the Board’s
procedures for compliance with the [APA] de novo....”); In re NuVasive, Inc., 841
F.3d 966, 970 (Fed. Cir. 2016) (whether a ground the Board relied on was new is
“subject to de novo review”). And this Court has repeatedly found Board error when
its judgments relied upon new theories not raised in the IPR petitions. See, e.g.,
Koninklijke Philips N.V. v. Google LLC, 948 F.3d 1330, 1335-37 (Fed. Cir. 2020)
(Board erred in relying on new prior art combination); In re Magnum Oil Tools Int’l,
Ltd., 829 F.3d 1364, 1381 (Fed. Cir. 2016) (Board is not “free to adopt arguments
on behalf of petitioners that could have been, but were not, raised by the petitioner
during an IPR”); EmeraChem, 859 F.3d at 1350-52 (Board violated APA by relying
on prior art in a different ground); /PR Licensing, 942 F.3d at 1369-70 (Board
erroneously relied on standards cited in ground three that were not cited in ground
one); M&K Holdings v. Samsung Elecs. Co., 985 F.3d 1376, 1385 (Fed. Cir. 2021)
(Board “deviated impermissibly” from obviousness theory when finding
anticipation).

Patent owners hailed before the Board are entitled—Dby statute—to understand
the scope of the case against them and fairly defend their government-granted
property rights. The Board is limited—by statute—to deciding the cases presented

in the petitions before it and violates the APA when it goes beyond those petitions.
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The correct de novo review standard should be applied in this case. The precedential
Panel Opinion never purported to review what was in the petitions and instead
affirmed the Board’s conclusion under the “abuse of discretion” standard. Rehearing
en banc is warranted to ensure uniformity in this Court’s decisions regarding the
Board’s compliance with the APA when the Board deviates from the petitioned

grounds. The Board’s judgments should be reversed.

ARGUMENT

I. THE BOARD’S AUTHORITY IS LIMITED BY THE IPR STATUTES
AND THE APA

This Court’s “review of final written decisions by the Board is rooted in ‘basic
principles of administrative law,”” which “impose important limits on the Board’s
authority during” IPR proceedings. /PR Licensing, 942 F.3d at 1368; see also M&K,
985 F.3d at 1385. Indeed, “[i]n a formal adjudication, like an IPR, the APA imposes
particular procedural requirements on the USPTO.” EmeraChem, 859 F.3d at 1348.
Specifically, “IPR proceedings are creations of the America Invents Act (AIA), 35
U.S.C. §311, and must also proceed according to the requirements set out by that
statute.” Corephotonics, 84 F.4th at 1001. Thus, the Board is constrained by the
statutes and regulations governing IPRs (e.g., 35 U.S.C. §311(a), 312(a)(3), 314(b),
37 C.F.R. §42.23(b)) and the APA (e.g., 5 U.S.C. §554(b)-(c)).

“35 U.S.C. §314(b) states that ‘[t]he Director shall determine whether to

institute an [IPR]...pursuant to a petition.”” Koninklijke, 948 F.3d at 1335 (original
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ellipses). “[A]s explained by the Supreme Court, §314(b) informs us that the
Director ‘is given only the choice ‘whether’ to institute an [IPR].... Congress told
the Director what he must say yes or no to: an [[PR] that proceeds ‘/i/n accordance
with’ or ‘in conformance to’ the petition.” Id., quoting SAS, 584 U.S. at 364-65.

As the Supreme Court held in S4S, “[t]he statutory provisions before us
deliver unmistakable commands...The statute...makes the petition the centerpiece
of the proceeding both before and after institution....” 584 U.S. at 369. As discussed
above, the Board does not “enjoy[] a license to depart from the petition and institute
a different [IPR] of his own design.” Id. at 365 (emphasis original). Rather, “the
petitioner’s contentions...define the scope of the litigation all the way from
institution through to conclusion....” Id. at 367. Thus, the Board is not “free to adopt
arguments on behalf of petitioners that could have been, but were not, raised by the
petitioner during an IPR.” Magnum, 829 F.3d at 1381. “Instead, the Board must base
its decision on arguments that were advanced by a party, and to which the opposing
party was given a chance to respond.” /d.

For these reasons, “[i]t is of the utmost importance that petitioners in the IPR
proceedings adhere to the requirement that the initial petition identify ‘with
particularity’ the ‘evidence that supports the grounds for the challenge to each
claim.”” Intelligent Bio-Systems Inc. v. lllumina Cambridge Ltd., 821 F.3d 1359,

1369 (Fed. Cir. 2016). That is because “[a]ny marked departure from the grounds
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identified with particularity in the petition would impose ‘unfair surprise’ on the
patent owner and, consequently, violate both the APA and the IPR statute.”
Corephotonics, 84 F.4th at 1002. Moreover, “[t]he Board must ‘timely inform the
patent owner of ‘the matters of fact and law asserted’’” and ‘give all interested parties
the opportunity to submit and consider facts and arguments,” among other

requirements.” M&K, 985 F.3d at 1383, quoting EmeraChem, 859 F.3d at 1348.

II. THE PRIOR PROCEEDINGS AND THE BOARD’S NEW
UNPATENTABILITY GROUNDS THAT WERE REVIEWED UNDER
THE ABUSE-OF-DISCRETION STANDARD

Appellant owns the two patents-at-issue, which relate to “sterilized”
chlorhexidine products used as topical antiseptics to prepare patients before surgery.
See generally Opening Br. 13-16; Appx208-249.> The “sterilized” products
themselves comprise “sterilized” components including “sterilized” chlorhexidine
gluconate, which is an antiseptic that was once (wrongly) believed to be inherently
“sterile” and was known to be difficult to sterilize without compromising efficacy.
1d.; Opening Br. 6-7.

As explained below, during the course of the IPR proceedings, the Board

adopted Appellant’s claim construction and construed the claim term “sterilized” to

2 The Final Written Decisions in the two IPR proceedings are substantively similar,
and Appellant presently cites to the record in [PR2021-01201.
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mean that the “sterilized” product or component “has been subjected to a suitable

sterilization process such that sterility can be validated.” Appx12.

$ /KH 3SHWLWLRQV

The petitions presented three grounds of unpatentability. The primary
reference for all three grounds was a 2010 UK “Public Assessment Report” (“PAR”)
for one of the petitioner’s UK products. Appx6007-6008.

In *UR X Q e petitions alleged anticipation by PAR. Appx6043-6046.
Notably, in arguing that the challenged independent claims were anticipated, the
petitions QHYHU UHIHUHQFHG DQ\ 28. bukkhskoadpiddbhiedh\ VWD Q
claim construction argument contending that the term “sterilized” simply meant
being “in a sterile condition.” Appx6043-6046; Appx6431-6432; Appx3155-3156.
Notably, this construction differed from Appellant’s construction (presented to the
district court) that “sterilized” required validated sterilization processing.
Appx6350-6356; Appx6506-6508; Appx3163. According to Ground 1, PAR
anticipated simply because it used the word “sterile,” which was all that the petition
contended was required by the independent claims. Appx6043-6046.°

In * U R X Qtks petitions alleged obviousness over PAR D O Ri@whitilizing

$ S S H O Oldn®) ddhftiiction (the construction that required validated sterility

3 It is undisputed that the petitioners labeled their unsterilized 8 6antiseptic product
“sterile” though the antiseptic did not undergo sterility processing. Opening Br. 7-9.



