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Solicitor General Urges New Interpretations of Section 101

PROCEDURAL DUE PROCESS IN IPR PROCEEDINGS
By Michael McComas

Axonics, Inc. v. Medtronic, Inc., Appeal Nos. 2022-1532, 2022-1533
(Fed. Cir. August 7, 2023, Lourie, Dyk, and Taranto, precedential)

» An inter partes review (IPR) petitioner is entitled to notice of, and an opportunity to respond to,
a new claim construction adopted by the Patent Trial and Appeal Board (“the Board”) after
institution of the IPR, at least where the petitioner relies on the same prior art embodiments for
each invalidity ground, under the new construction, as were relied on in the petition.
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Background

Axonics, Inc. (“Axonics”) initiated inter partes review of Medtronic. Inc. (“Medtronic’) patents
8,457,758 and 8,738,148 (“the ‘758 and ‘148 patents”). The patents share a common specification, and
are directed to transcutaneous charging of implanted medical devices (from an “external power source”
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to an “internal power source”). Claim 1 of the ‘758 patent, designated by the parties as representative of
the case, includes two clauses reciting that the external power source automatically varies power output
in response to inputs from the internal power source. The first clause recites that the power is varied
based on a “value associated with” current passing through the internal power source, and the second
clause recites that the power is varied based on a “measured current associated with” the current passing
through the internal power source.

In the petition, Axonics argued that the claims were obvious by applying a “single input”
interpretation in which the “measured current” of the second clause is a species of the “value” recited in
the first clause, and therefore narrows the scope of the “value” to the “measured current.” After the
Board’s institution decision, which was based on the single input construction of Axonics, Medtronic
responded asserting a “two input” interpretation in which each clause recites a separate input on which
variation of the power output is based, requiring that the “value” be something other than the “measured
current.” Axonics replied, defending the single input construction, and additionally arguing that the cited
references made the claims invalid even under the two input construction, and submitting an expert
declaration in support. Medtronic filed a sur-reply supporting its position, and also arguing that
Medtronic must be afforded an opportunity to submit its own expert declaration, without expressly
seeking leave to do so.

The Board adopted the two input construction in its final decision, and refused to consider
Axonics’ invalidity arguments under that construction as improper reply arguments not submitted with
the original petition.

Holding

The Court of Appeals for the Federal Circuit (“Federal Circuit”) remanded the case for the Board
to consider invalidity arguments under the two input construction.

Discussion

In its final decision, adopting the new claim construction, the Board stated that a reply “may not
offer an entirely new rationale based on a new combination of elements in the asserted references to
show unpatentability based on what amounts to a new ground not set forth in the Petition.”

The Federal Circuit countered that “where a patent owner in an IPR first proposes a claim
construction in a patent owner response, a petitioner must be given the opportunity in its reply to
argue...under the new construction, at least where it relies on the same embodiments for each invalidity
ground as were relied on in the petition.” The court reviewed numerous cases in which the Board had
adopted a claim construction in its final decision that was different from a claim construction adopted at
institution. In all cases, the Federal Circuit had repeatedly held that parties must be given notice and an
opportunity to argue under the new construction. The court cautioned, however, that “[w]e leave for



another day the question of whether, when presented with a new claim construction, a petitioner can rely
in its reply on new embodiments from the prior art references that were relied on in the petition.”

UNCLEAR SALES DATA FAILED TO SHOW COMMERCIAL SUCCESS
By Josh Hauptman

Incept LLC v. Palette Life Scis., Inc., Appeal No. 2021-2063
(Fed. Cir. Aug. 16, 2023, Newman, Schall, Taranto, precedential)

» In appeals, avoid issues subject to extensive substantial evidence review. Commercial success
arguments should be based on actual product sales, and establishing a showing of commercial
success should be supported by clear accounting records.
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This case revolves around a legal dispute between Incept and Palette concerning patent claims
centered on innovative methods for treating cancer using injected fillers. Incept owns patents outlining
techniques to reduce radiation exposure to non-target tissue during cancer treatment by employing
injected gel fillers that are biocompatible and biodegradable between specific tissue areas. Palette
challenged the validity of these patents, arguing that the claimed methods were anticipated by, or obvious
from, a prior patent by Wallace. Wallace teaches use of biocompatible gels for organ displacement,
which include hydrolysable segments and are formed from injectible reaction mixtures. Wallace
specifically teaches that such materials can be used for radiation treatment. The Board held all claims
anticipated by, or obvious from, Wallace. The Court of Appeals for the Federal Circuit conducted a
comprehensive review of the case and affirmed the holding by the Board.

Regarding anticipation, the court found no legal error in the Board’s conclusion. The central
question in reviewing the Board’s decision was whether the Board's approach in combining various
teachings from Wallace's patent to find anticipation of Incept's claims was flawed and whether Wallace
teaches all elements recited in Incept’s claims. The court determined that the Board had not committed
any legal errors in basing a conclusion of anticipation on different elements from Wallace, as Wallace's
patent indeed contained the features outlined in Incept's claims. Noting that Incept claims are not drawn
to a species of a genus disclosed by Wallace, but are directed to fillers having certain general qualities,
the court explained that the compositions of Wallace are described as having those same general
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qualities. The court also explained that Wallace teaches compositions that are "entirely removable by
biodegradation" and could be placed "between an organ and nearby tissue," based on the evidence
presented and expert testimonies.

Regarding obviousness, the primary inquiries included whether the Board's analysis of one
patent's obviousness was compromised by a faulty anticipation analysis of another patent and whether
the Board overlooked Wallace's alleged teachings that suitable polymers are nondegradable in vivo. The
court stated that, having found the Board’s anticipation analysis without flaw, it would not have been
error to rely on such analysis to support its conclusion of obviousness. The court also clarified that
Wallace's apparent preference for nondegradable polymers did not discourage or discredit degradable
alternatives.

The court additionally addressed Palette's allegations that the Board had inadequately considered
dependent claims' time limits for biodegradability and had established an unduly stringent standard for
proving commercial success. The court supported the Board's finding that a teaching in Wallace of
“suitable” polymers that are nondegradable in vivo “over a period of at least several months” amounts
to at least a suggestion that those polymers are degradable in vivo after several months, and observed
that Incept did not argue for patentability of these dependent claims before the Board. Regarding
commercial success, the court agreed with the Board's assessment that Incept's evidence of shipment
volume did not sufficiently identify how much of the volume was due to sales, free samples, or
replacement shipments, and so did not adequately support a presentation of commercial success to
counter the conclusion of obviousness.

In summary, the case underscored Incept's efforts to reinterpret the Board's findings and
reevaluate prior art within the context of patent anticipation and obviousness. The Federal Circuit
emphasized its role in reviewing existing evidence rather than generating new findings. Notably,
arguments about evidence of commercial success required that the evidence identify actual sales of the
product in question.

WHEN NEW ARGUMENTS CAN BE RAISED IN IPR PROCEEDINGS

By Bobbie Wu

Rembrandt Diagnostics, LP. v. Alere, Inc., Appeal No. 2021-1796
(Fed. Cir., August 11, 2023, Moore, Dyk, Reyna)

» An IPR petitioner can bring new theories and evidence if the new theories and evidence are
responsive to arguments by the patentee or observations of the Board, and are sufficiently
connected with previously raised arguments.
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» 1In an IPR, a specific objection to one ground of invalidity newly presented in a reply might be
insufficient to apply to all new grounds of invalidity presented in the reply.
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An expert declaration is helpful in rebutting an opponent’s expert declaration.
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Background:

Rembrandt sued Alere for infringement of U.S. Patent No. 6,548,019, and Alere petitioned for
IPR challenging the validity of claims 1-6 and 9-15 of the ‘019 patent. Initially, the Board instituted
only on certain grounds and declined to review claims 6 and 10. After institution, Rembrandt disclaimed
claims 1, 9, and 11-15, leaving claims 2-5 for the Board to review. In its final decision, the Board held
that claim 2 was anticipated, but that Alere had failed to prove claims 3-5 were unpatentable. Alere
appealed and the Court of Appeals for the Federal Circuit remanded for the Board to consider all
challenged claims and grounds.

On remand to the Board, Rembrandt filed a patent owner response addressing those grounds
without an accompanying expert declaration. Alere filed a reply with expert declaration responding both
to Rembrandt’s arguments and to the observations the Board raised in its original institution decision.
On sur-reply, Rembrandt argued that Alere proposed new theories in their reply which should be
discarded by the Board as grounds not petitioned. Rembrandt’s argument regarding new theories of
unpatentability submitted in a reply was only asserted, however, with respect to some grounds of
unpatentability alleged by Alere. Rembrandt only made a general objection for other grounds of
unpatentability, which were at issue in the present appeal. Eventually, the Board found claims 3-6 and
10 were unpatentable, and Rembrandt brought the present appeal.

Holding:

The Federal Circuit concluded that the Board could rely on Alere’s theories and evidence, and
that substantial evidence supports the Board’s unpatentability determinations.



Discussion:

The court agreed that Rembrandt forfeited its argument that Alere offered new theories with
respect to the issues on appeal, because Rembrandt expressly objected to only one obviousness ground
for allegedly raising new theories after institution, but did not make the same objection to other grounds
at issue. Rembrandt’s general objection was insufficient to constitute a proper objection to a new
argument made in a reply. The court held that the general objection would provide inadequate notice of
which theories are allegedly new, in the context of the specific ground of obviousness, and would provide
the Board with inadequate basis to consider the question.

The court further concluded that Alere’s responsive reply arguments do not constitute new
theories, and the Board did not abuse its discretion in considering them. The court explained that there
is no blanket prohibition on introducing new evidence in replies, so long as the new evidence is
responsive or supportive to prior raised arguments, and so long as the opposite party has notice of the
new evidence and opportunity to respond to it. The court found that Alere’s reply argument discussing
cost and efficiency was responsive to Rembrandt’s prior argument questioning motivation to combine
teachings and to the Board’s observations. The court also found that Alere’s reply argument involves the
same legal ground based on the same prior art references and the same legal argument that was raised in
the petition.

Finally, the court held that the Board’s obviousness determinations are supported by substantial
evidence, because Rembrandt provided no credible rebuttal to the conclusions of Alere’s expert
regarding how a skilled artisan would have interpreted disclosures of the prior art. The court found
Alere’s expert testimony adequate to support the Board’s factual findings, and unrebutted by any
similarly credible evidence from Rembrandt.

SOLICITOR GENERAL URGES NEW INTERPRETATIONS OF SECTION 101
By Bobbie Wu

BRIEF FOR THE UNITED STATES AS AMICUS CURIAE RE: (1) Interactive Wearables, LLC v.
Polar Electro Oy and (2) Tropp v. Travel Sentry, Inc.

United States Supreme Court Appeal Nos. 21-1281 and 22-22

(Amicus Brief filed April 5, 2023)
(Cert denied in each appeal May 15, 2023)

» The Solicitor General argues that the claims in Interactive Wearables v. Polar Electro Oy are
patent-eligible, that in the lower courts the claims were subjected to unreasonable abstraction at
Alice Step Two, and that the lower court’s § 101 analysis improperly conflated §§ 102, 103and/or
112 with § 101.
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» The Solicitor General argues that the claims in Tropp v. Travel Security are not patent-eligible
because the claims recite nothing that transforms non-technological abstract ideas at the core of
the claimed method into something technological in character.
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» In view of the positions taken by the Solicitor General in this brief, it may be beneficial to argue,
in some cases, that Examiners improperly adopt a high degree of abstraction or emphasize prior
art in section 101 analyses.

> ETEINERERNEEPRAFNILD  EREER N - TREFEREFLI0OLRDTHA
ERMRASEMRIBBANERAYEZERN

> #FFEARE (Solicitor General) " DEHENDF T ZIIBEERT 5 & ~ HHHFHICH
WTIE - HZEBBEN L0 LIROBINICAVNTSEOMENBZEER L b D
WEETEMEZRALEZCENLNEBIITHS - ERBTEHILEBERTTHAD °

> Solicitor General2?| Y&Z n2{e [ff, ofH AL 01|E S dIAREO| 101 A 0)AM
DO FHH WEE SQSHAL M7 |as 220 A0| FXESICHD HHEtsH= 20|
E20| & &= Ut

Background

In Interactive Wearables, the Eastern District of New York (EDNY) found patent claims invalid
as being directed to patent-ineligible subject matter and granted a motion to dismiss. The Federal Circuit



affirmed via nonprecedential, per curiam decision. Patent owner IW petitioned for a writ of certiorari,
and the Supreme Court invited the Solicitor General (SG) to file an amicus brief.

In Tropp, the EDNY found patent claims invalid as being directed to patent-ineligible subject
matter at summary judgment. The Federal Circuit affirmed via nonprecedential, per curiam decision.
Patent owner Tropp petitioned for a writ of certiorari, and the Supreme Court invited Solicitor General
to file an amicus brief.

The Supreme Court denied the certiorari petitions in each case.
Discussion

Regarding unreasonable abstraction, and in the context of Interactive Wearables, the SG argues
that any abstraction of a claim, for purposes of analysis under section 101, should be reasonable. In
general, technologies and industrial processes are not abstract ideas. Accordingly, the abstract-idea
exception does not apply to objects such as automobiles, remote controls, cameras, and the like. The
claims in Interactive Wearables directly recite a receiver, a processor, a memory, a first display and an
audio player, and indirectly recite a wireless remote-control device and a second display. The claims thus
recite various electronic hardware that together make up a mechanical device. The lower court’s
Interactive Wearables characterization of the claims as directed to the abstract idea of “providing
information in conjunction with media content” represents an unreasonable level of abstraction at Step
Two of the Alice test, denying the technological core of the claims.

Regarding the conflation of analyses, and in the context of Interactive Wearables, the SG
acknowledged that analyses under 35 U.S.C. §§ 102-103 may sometimes overlap with the patent-
eligibility analysis under 35 U.S.C. § 101 in light of Mayo Collaborative Servs. v. Prometheus Labs.,
Inc., 566 U.S. 66, 90 (2012). The SG argued, however, that § 102, § 103 and/or § 112 analyses should
not be conflated with § 101 analysis, i.e., the Alice test, as was done by the lower courts in Interactive
Wearables. According to the SG, the decisions below apply modified versions of anticipation and
obviousness doctrine in the guise of a Section 101 analysis, unmooring those doctrines from the statutory
text and diminishing their analytical rigor. Section 101 and the abstract-idea exception screen out the
sorts of nontechnological innovations that do not warrant patent protection even if they are novel and
nonobvious, are enabled and have an adequate written description. Even assuming that the Interactive
Wearables claims recite in part an abstract idea, the SG urges that the claims also recite elements that
transform the abstract idea into a technological application which is patent eligible.

Regarding the transformation of a non-technological abstract idea into something technological
in character, and in the context of Tropp, the SG argues that the abstract-idea exception includes methods
of organizing human activity, e.g., strategies for achieving non-technical aims such as improved
techniques for ordering economic relationships and fundamental economic practices. According to the
SG, the claims in Tropp recite the abstract idea of coordinating luggage inspection by marketing to
consumers a ‘special’ lock that the Transportation Security Administration (TSA) has agreed to treat in
a particular way. However, the claims do not positively recite a physical device, i.e., do not positively
recite the special lock. Rather, the claims are drawn to a method of improving airline inspection including
steps of making the special lock available to consumers (offering for sale), marketing the special lock
and alerting/reminding agreement participant (luggage screening entity) of contractual obligation
(agreement to process in accordance with special procedure). As such, the SG argues that claims merely
recite strategies for achieving non-technical aims.



It is worth noting certain correspondence between arguments made by the SG in this brief and
older patent eligibility results from cases adhering to the Freeman-Walter-Abele doctrine. For example,
In re Iwahashi, 12 USPQ2d 1908 (Fed. Cir. 1989) (claim reciting means plus function elements plus a
read-only memory (ROM) held statutory because of ROM); and In re Alappat, 31 USPQ2d 1545 (Fed.
Cir. 1994) (statutory claim reciting all mean plus function elements accorded substantial weight), may
be viewed more favorably by the United States Patent and Trademark Office.
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