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I. INTRODUCTION

The Petition demonstrates that the Challenged Claims are unpatentable. None
of the Patent Owner Response’s (“POR”) attempts to save the claims have merit.

First, PO seeks to advance improper interpretations of claim 1 that require
unrecited features and incorrectly asserts that Stern is missing those features. POR,
19-32. But contrary to PO’s arguments, claim 1 does not require the bipolar
electrode pairs to be active “at the same time”; even if it did, Stern satisfies this
incorrect interpretation by disclosing that its pairs can be “utilized together.”
Ex.1033-Stern, 13:39-43. Claim 1 likewise does not require multiple pairs per row
of bipolar electrode pairs, and even if it did, Stern satisfies this incorrect
interpretation by disclosing, in Figure 4a, an embodiment with two rows of
electrodes and multiple bipolar pairs in each row.

Second, PO disputes two reasons that Petitioners identify as supplying a
motivation to combine Edwards-’535 and Stern. POR, 32-39. However, PO ignores
many other reasons that Petitioners identify. These unrebutted reasons alone are
sufficient to establish motivation. Moreover, the narrow disputes that PO does raise
are irrelevant. Even if Edwards-’535 does not incorporate Baker by reference “in its
entirety,” as PO contends, Edwards-’535 directs a POSITA to Baker, and Baker has

similar embodiments to Stern. And regardless of PO’s argument that alternative
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electrode configurations could have produced similar benefits to Stern’s

configuration, Stern’s electrode configuration had known benefits that would have
motivated a POSITA to apply these teachings to Edwards-535.

PO’s only additional disputes relate to dependent claims 11 and 16. PO’s
arguments for these claims are based on an incorrect reading of the references and
supported only by the testimony of an expert who lacks the relevant clinical
experience to inform his opinions on those claims.

Facing preponderant obviousness, PO resorts to disparaging Petitioners’
eminently qualified expert, Dr. John DelGaudio, despite raising no issue on which
he is unqualified to opine. Most issues are undisputed and where the parties’
declarants disagree, the weight of evidence supports Petitioners. The Board should
cancel all Challenged Claims.

II. PO’S EXPRESS CONSTRUCTION OF CLAIM 1 IS UNNECESSARY

BECAUSE THERE IS NO DISPUTE THAT THE PETITION’S

COMBINATIONS CARRY OUT THE CLAIM STEPS IN THEIR
RECITED ORDER

PO seeks a construction requiring that the method steps of claim 1 “be

performed in their specified, sequential order.” POR, 15. The Board need not adopt



U.S. Patent No. 11,241,271

Petitioners’ Reply

Case No. IPR2024-00277

this construction, as PO advances no arguments that the prior art does not meet it.!

Nidec Motor Corp. v. Zhongshan Broad Ocean Motor Co., 868 F.3d 1013, 1017

(Fed. Cir. 2017) (claim terms need only be construed to the extent necessary to

resolve the controversy). Petitioners’ combinations carry out the steps of claim 1 in

the order recited. Pet., 34, 49-51, 79-82; Ex.1002-DelGaudio-Decl., 4983, 95, 100.
Ex.1083-DelGaudio-Reply-Decl., §418-19.

III. PO’S ARGUMENTS DO NOT ESTABLISH THAT THE
CHALLENGED CLAIMS ARE PATENTABLE

A. Claim 1 Is Obvious

PO argues the prior art does not disclose “two rows of bipolar electrode pairs”
or “applying radiofrequency energy with the bipolar electrode pairs” as required by
claim 1. POR, 19-32. These arguments fail, not only because they do not address
the actual language of the claims, but also because Stern discloses the disputed
limitations even under PO’s incorrect interpretation. Under any reasonable

interpretation, certainly one based on Phillips, the claims are unpatentable.

' To the extent PO raises any specific argument in its Sur-reply, that argument is

waived. Paper 10 (Scheduling Order), 10.
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1. Edwards-"535 In View of Stern Renders Obvious “bipolar
electrode pairs”

Petitioners showed that Edwards-’535 in view of Stern renders obvious
“bipolar electrode pairs.” Pet., 38-47; Ex.1002-DelGaudio-Decl., 9992-94. PO
argues that Stern does not disclose this limitation because its pairs are not active,
1.e., delivering energy, “at the same time.” POR, 19-22. However, the challenged
claims do not require multiple pairs to be active at the same time and, even if they
did, Stern discloses this limitation. Ex.1097-Martin-Reply-Decl., §414-16.

a. “Bipolar electrode pairs” need not be active “at the
same time”

Stern discloses “pairs” of bipolar electrodes nine separate times, Ex.1033-
Stern, 2:36-40, 3:37-39, 12:19-22, 12:22-24, 12:29-33, 13:27-31, 13:31-38, 13:39-
42, 20:6-9, and there is no dispute that Stern discloses at least two different bipolar
electrode pairs, Ex.1084-Bikson-Tr., 107:16-108:9, 109:4-12, 112:4-12, 113:3-
116:20. Stern also expressly discloses activating those pairs at the same time, see
Section III.A.1.b below. PO nevertheless argues, incorrectly, that it can avoid
Stern’s teachings if the claims are interpreted to require bipolar pairs that are active
“at the same time.” POR, 21-22. The Board should reject PO’s arguments, starting
with PO’s improper attempt to add unrecited features to the claim language.

Ex.1083-DelGaudio-Reply-Decl., 420; Ex.1097-Martin-Reply-Decl., q17.
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First, the claims do not recite that the “pairs” must be active “at the same
time,” nor does anything else in the claims suggest this unrecited feature. The claims
simply require “bipolar electrode pairs,” i.e., more than one pair, which Stern
undisputedly discloses.  Ex.1083-DelGaudio-Reply-Decl., 9921-22; Ex.1097-
Martin-Reply-Decl., q18.

Second, PO’s arguments would exclude a preferred embodiment, which is
“rarely, if ever, correct.” Broadcom Corp. v. Netflix, Inc., 2023 WL 41159009, at *1
(Fed. Cir. 2023). The ’271 patent describes activating electrode pairs separately and
individually. Ex.1001-USP271, 23:64-24:1 (“each pair of electrodes (bipolar) ...
may have a separate, controlled electrical channel to allow for different regions of
the treatment element to be activated separately”), 24:1-3 (electrode pairs “may be
individually controlled”). Ex.1083-DelGaudio-Reply-Decl., 423; Ex.1097-Martin-
Reply-Decl., q419-21.

Accordingly, the term should be given its plain and ordinary meaning, which
encompasses multiple pairs that are not necessarily active “at the same time,” and

which PO does not dispute is disclosed by Stern.

b. Stern teaches “bipolar electrode pairs” that are active
“at the same time”

Even under PO’s incorrect interpretation, Stern teaches activating multiple

pairs “at the same time.” For example, Stern states that “any combination of pairs
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of electrodes [in Figure 15] may be utilized together” and therefore expressly

contemplates activating pairs at the same time. Ex.1033-Stern, 13:39-43 (cited at

Pet., 39). This is similar to the 271 patent’s description. Ex.1001-USP271, 23:64-

24:4. Ex.1083-DelGaudio-Reply-Decl., q924-26; Ex.1097-Martin-Reply-Decl.,
1922-24.

PO wrongly asserts that Petitioners’ analysis “identifies only a single pair of
electrodes” and that Stern’s teachings are limited to closing two switches at a time.
POR, 31. The Petition identifies multiple activation examples in Stern, including
both one-at-a-time and activating all pairs in the array simultaneously. Pet., 38-41,
51; Ex.1002-DelGaudio-Decl., §992-94. The Petition also identifies two different
pairs of electrodes distributed across two different rows. Pet., 41; Ex.1002-
DelGaudio-Decl., 992. Stern must be considered as a whole, including these
examples. Sony Interactive Entertainment LLC v. Intellectual Pixals Ltd., 2023 WL
6773879, *4 (Fed. Cir. 2023) (focus on “more detailed example” to exclusion of
additional example erroneous). Ex.1083-DelGaudio-Reply-Decl., 425; Ex.1097-
Martin-Reply-Decl., 9925-28.

2. Edwards-"535 In View of Stern Renders Obvious “two rows
of bipolar electrode pairs”

Stern clearly discloses “two rows of bipolar electrode pairs,” as required by

claim 1. Pet., 47-49; POR, 23. In an attempt to avoid this disclosure, PO seeks to

—6—



U.S. Patent No. 11,241,271

Petitioners’ Reply

Case No. [PR2024-00277

add yet another unclaimed requirement—that the rows of bipolar pairs must have
multiple pairs in each row. POR, 23-30; Ex.1084-Bikson-Tr., 136:15-22. Dr.

Bikson provided the following annotations to Figure 8F of the patent at his

deposition to explain PO’s position:

Ex.1086-Bikson-Tr.-Ex.-B. As above, this interpretation is not only wrong but also
inconsequential.  Ex.1083-DelGaudio-Reply-Decl., 9927-28; Ex.1097-Martin-
Reply-Decl., 429.

a. “Two rows of bipolar electrode pairs” need not have
multiple pairs within each row

First, the use of “pairs” (plural) in the phrase “two rows of bipolar electrode
pairs” does not necessitate multiple pairs within each row. PQO’s argument
incorrectly assumes that the “s” in “pairs” modifies pairs within a single row.

g
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Ex.1084-Bikson-Tr., 136:15-22. This unsupported assumption would improperly

exclude preferred embodiments. The specification confirms the pluralization simply

requires multiple pairs in the two rows, i.e., it reflects the presence of multiple pairs

either in a single row or in the two rows, which Stern undisputedly discloses. POR,

23-25. Ex.1083-DelGaudio-Reply-Decl., 429-31; Ex.1097-Martin-Reply-Decl.,
930.

The 271 patent only uses the term “row” to describe an arrangement where

“radio frequency energy travels from one row of electrodes to the other row of

electrodes.” Ex.1001-USP271, 8:21-25, Abstract. Thus, using Dr. Bikson’s

annotations of Figure 8F, the pairs are arranged as follows:
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Ex.1087-Bikson-Tr.-Ex.-C. Figure 8F’s description makes this clear, explaining
that its pairs are arranged “side-by-side” whereas, in contrast, the pairs in Figure 8G
are arranged “along the length of the treatment element.” Ex.1001-USP271, 23:56-
59.2 Ex.1083-DelGaudio-Reply-Decl., 30; Ex.1097-Martin-Reply-Decl., 1931-32.
The above arrangement has no pairs within a single row—pairs are formed
across rows, not within them. That is, each row contains one electrode—half—of a
given pair and no complete pairs. The preferred embodiment is therefore excluded
under PO’s interpretation that requires multiple pairs within a single row. The
preferred embodiment does, however, satisfy an interpretation that simply requires
multiple pairs in the two rows. Ex.1083-DelGaudio-Reply-Decl., §31; Ex.1097-
Martin-Reply-Decl., 9931-32.
Second, even if the claim requires “pairs” in a single row, as PO argues, the

Federal Circuit has repeatedly held that, in analogous circumstances, a plural term

can be interpreted to require only one item. Dayco Prod., Inc. v. Total Containment,

2 PO’s expert agreed that the device shown in Figure 8F could be configured as
annotated above (Ex.1084-Bikson-Tr., 158:11-160:9; Ex.1087-Bikson-Tr.-Ex.-C);
however, without support, he contends this does not constitute “two rows of bipolar

pairs.” Ex.1084-Bikson-Tr., 241:13-19.
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Inc., 258 F.3d 1317, 1328 (Fed. Cir. 2001) (phrase “plurality of ... projections with
recesses therebetween” does not require “three or more projections” because “the
use of ‘recesses’ can be understood to mean a single recess where there are only two
projections and more than one recess where there are three or more projections”);
Versa Corp. v. Ag-Bag Intern. Ltd., 392 F.3d 1325, 1330 (Fed. Cir. 2004) (phrase
“means for creating air channels,” plural, “does not imply that multiple channels are
required”). Like the plural terms in Dayco and Versa, “pairs” in claim 1 can
encompass one pair given that, as Dr. DelGaudio explained, “it’s grammatically
incorrect to say two rows of bipolar pair ... [s]o it’s two rows of bipolar pairs.”
Ex.2007-DelGaudio-Tr., 243:16-244:8. The patent itself adopts this usage.
Ex.1001-USP271, 23:40-43 (“one, two, or many pairs of bipolar needles 252”).
Third, PO misrepresents Dr. Martin’s testimony, arguing that he agrees with
its interpretation. POR, 24-25. However, in the cited testimony, Dr. Martin was
asked only about a “single row of bipolar electrode pairs,” which is not claimed.
POR, 24; Ex.2003-Martin-Tr., 285:10-11 (“So please draw for me a single row of
bipolar electrode pairs™), 285:18-19, 285:21-22, 287:3-5 (“So you agree that row 1
of what you drew depicts a single row of bipolar electrode pairs; correct?”), 287:8-

10, 287:13-15. Thus, far from supporting PO’s arguments, Dr. Martin’s testimony

is consistent with his declaration—whereas “a single row of pairs” requires pairs

~ 10—
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within a row, “two rows of pairs” does not. Roku Inc. v. Universal Electronics Inc.,

[PR2022-01289, Paper 28 (Final Written Decision), 18 (PTAB, Mar. 20, 2024)

(declining to rely on alleged expert admissions to construe claim term, reasoning

that the testimony was off point and “extrinsic evidence”). Ex.1083-DelGaudio-
Reply-Decl., 432; Ex.1097-Martin-Reply-Decl., §935-36.

Fourth, PO argues that its interpretation is necessary so “random
arrangements do not fall within the scope of the claims.” POR, 27. PO does not
dispute that Stern discloses ordered rows, so this argument is hypothetical and moot.
Moreover, PO does not identify any authority that avoiding “random arrangements”
is a proper reason to interpret a claim, and, even if it were, it still would not support
the interpretation that PO advances. A construction can exclude random
arrangements without further requiring multiple pairs within each row. Ex.1083-
DelGaudio-Reply-Decl., §33; Ex.1097-Martin-Reply-Decl., 433.

Fifth, PO’s claim differentiation arguments lack merit. POR, 28. PO relies
on the 271 patent’s great-great-great-great grandparent patent and a separate patent
(challenged in IPR2024-00278) that claims priority to applications in the 271
patent’s priority chain to argue “two rows of bipolar electrode pairs™ is different than

“the multiple pairs of bipolar radiofrequency electrodes comprise two rows of

electrodes.” POR, 28-29. Ex.1097-Martin-Reply-Decl., q34.
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Contrary to PO’s representations, the doctrine of claim differentiation is “not

as strong across related patents as it would be if the different claim limitations

appeared in the same patent.” Clare v. Chrysler Group LLC, 819 F.3d 1323, 1330

(Fed. Cir. 2016). Claim differentiation also does not apply where, as here, PO’s

construction is contradicted by the plain language in the claim and the specification.

Mycogen Plant Sci. v. Monsanto Co.,243 F.3d 1316, 1329 (Fed. Cir. 2001). Finally,

claim differentiation does not apply where differences exist among other claim

limitations. Apple, Inc. v. Ameranth, Inc., 842 F.3d 1229, 1238 (Fed. Cir. 2016).

Here, the ’301 patent requires applying “sufficient force to at least temporarily

deform the at least one tissue,” Ex.2008-USP301, 47:29-32, and the ’318 patent

requires several additional limitations, including “multiple radiofrequency output
channels,” Ex.2009-USP318, 52:27-32. Ex.1083-DelGaudio-Reply-Decl., 434.

Accordingly, this term should be given its plain and ordinary meaning, which

encompasses pairs arranged in two rows where there are not necessarily multiple

pairs within each row, and which PO does not dispute is disclosed by Stern.

b. Stern teaches “two rows of bipolar electrode pairs”
that have “multiple pairs within each row”

Even under PO’s incorrect interpretation, Stern discloses arrangements of two
rows with multiple pairs within each row. PO attempts to artificially restrict

Petitioner’s mapping for this limitation to the 2x2 array of electrodes described in

12—



U.S. Patent No. 11,241,271

Petitioners’ Reply

Case No. [PR2024-00277

Stern’s Figures 15 and 19. POR, 24-25. Neither Stern nor the Petition are so limited.
Ex.1083-DelGaudio-Reply-Decl., 435; Ex.1097-Martin-Reply-Decl., §37.

As explained in the Petition, Stern discloses “various physical arrangements
of electrodes on the surface of a bladder” along with “circuitry for selective delivery
of bipolar RF energy to chosen pairs within the array.” Pet., 39-40 (citing Ex.1033-
Stern, 2:36-40). The Petition thus also relied on the arrangement in Figure 4a (Pet.,
46), which shows an ordered arrangement of electrodes that can be configured as a

first row with four electrodes and a second row with three electrodes. Each row can

thus have multiple pairs within the row.

~ 13—
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Ex.1033-Stern, Figure 4a (annotated). Ex.1083-DelGaudio-Reply-Decl., §36;

Ex.1097-Martin-Reply-Decl., q938-41.

Stern further teaches how to configure these rows to have multiple bipolar
pairs in each row. The circuitry to do so is described using Figure 15 (Pet., 39-41),
which illustrates how to configure a “plurality of electrodes” for “either monopolar
or bipolar operation.” Ex.1033-Stern, 5:48-50, 12:49-52, 13:39-43, Fig. 15.
Although Figure 15 illustrates circuitry for a 2x2 array of electrodes, a POSITA
would have readily applied these teachings to the array in Figure 4a—the simplicity
evidenced by the fact that the ’271 patent does not describe amy circuitry to
implement bipolar energy delivery. Petitioners’ motivation to combine analysis
applies equally to Stern’s various electrode arrangements, including Figure 4a

specifically. Pet., 46 (citing Figure 4a).> Ex.1083-DelGaudio-Reply-Decl., 1937-

38; Ex.1097-Martin-Reply-Decl., 9938-41.

3 Stern discloses various other arrangements of electrodes that satisfy PO’s
interpretation. For example, the fifth electrode at the bottom of Figure 19 could be
activated, providing a third electrode for each of the rows. Ex.1033-Stern, Figure
19; Ex.2003-Martin-Tr., 278:5-279:6. Ex.1081-Reply-Decl., 4939-40; Ex.1097-

Martin-Reply-Decl., §39.

— 14—
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3. Edwards-535 In View of Stern Renders Obvious “applying
radiofrequency energy with the bipolar electrode pairs”

Like the argument addressed in Section III.A.1 above, PO argues that
“applying radiofrequency energy with the bipolar electrode pairs” requires applying
energy through multiple bipolar pairs at the same time. POR, 30-32. PO’s attempt
to add unrecited features is yet again wrong and irrelevant. Ex.1083-DelGaudio-
Reply-Decl., 941.

a. “Bipolar electrode pairs” need not apply
radiofrequency energy at the same time

First, contrary to PO’s interpretation, limitation 1[b] does not specify whether
one, two, or more pairs are active when applying energy. POR, 30. The claim
simply requires that the pairs collectively apply energy, which only requires one or
more of the pairs to be active. See Arlington Indus., Inc. v. Bridgeport Fittings, Inc.,
632 F.3d 1246, 1254 (Fed. Cir. 2011) (“claims will not be read restrictively unless
the patentee has demonstrated a clear intention to limit the claim scope using words
of expressions of manifest exclusion or restriction”). Ex.1083-DelGaudio-Reply-
Decl., 942.

Second, PO’s interpretation is also inconsistent with the specification, which,

as explained above, discloses separate and independent pairs that need not be active

—15—
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at the same time. See, supra, Section III.A.1; Ex.1001-USP271, 23:40-43, 23:64-
24:4. Ex.1083-DelGaudio-Reply-Decl., 942.

Accordingly, the term should be given its plain and ordinary meaning, which

encompasses applying energy with any one or more of the pairs, and which PO does

not dispute is disclosed by Stern.

b. Stern teaches bipolar pairs that apply radiofrequency
energy at the same time

Even under PO’s incorrect interpretation, Stern teaches applying
radiofrequency energy with the bipolar electrode pairs at the same time for the same
reasons that Stern teaches activating multiple pairs “at the same time.” See, supra
Section III.A.1.b. Ex.1083-DelGaudio-Reply-Decl., 943.

4. A POSITA Would Have Been Motivated To Combine

Edwards ’535 and Stern to Configure Edwards-’535’s
Bipolar Electrodes in Two Rows

PO disputes that Petitioners established a motivation to combine Edwards-
’535 and Stern. POR, 32-39. But PO’s arguments are so narrow that, even if they
were correct (they are not), a POSITA would still have been motivated to combine
Edwards-"535 and Stern for the reasons established in the Petition that PO has not
even attempted to rebut.

First, PO does not challenge whether a POSITA would have been motivated
to use Stern’s bipolar electrode pairs in Edwards-"535’s device, instead disputing

—16 —
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only whether a POSITA would have been motivated to implement Edwards-’535’s
bipolar electrodes in two rows as opposed to a single row. See POR, 32 (citing
Petition at 47-49, but not Petition at 43-47). Generally, increasing the quantity of a
component in a device that functions in the same, predictable way is not patentable.
Tyco Healthcare Group LP v. Ethicon Endo-Surgery, Inc., 774 F.3d 968, 978 (Fed.
Cir. 2014).
Second, PO’s narrow dispute is incomplete and leaves uncontested many
motivations established in the Petition, including the following:
e Edwards-"535 “acknowledg[es] the need for selective delivery of energy to
tissue...and giv[es] a POSITA discretion on how to implement that scheme.”
Pet., 48.
e Edwards-"535’s device and Stern’s two rows of bipolar electrodes were
“known prior art elements” that could be combined using “known methods.”
Id., 48-49.
e The combination involves “simply substituting” Edwards-’535’s energy
delivery device 134 with Stern’s two rows of bipolar electrodes and control
scheme 1d., 49.

e The combination uses Stern’s two rows of bipolar electrodes to improve

Edwards-’535’s “similar device” in the “same way.” Id., 49.

—17 -
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o Edwards-"535’s apparatus 124 is “ready for improvement” using Stern’s two
rows of bipolar electrodes. Id., 49.

Thus, PO has not contested the overwhelming majority of reasons in the Petition

regarding why a POSITA would have been motivated to arrange Edwards-’535’s

electrodes into two rows in view of Stern. Ex.1083-DelGaudio-Reply-Decl., 944;

Ex.1097-Martin-Reply-Decl., 942.

Moreover, for the few reasons that it does dispute, PO’s arguments are wrong.

First, PO disputes that Edwards-’535’s incorporation by reference of Baker

would have motivated a POSITA to turn to Stern. POR, 33-36. This is a narrow

dispute. The Petition explains, and PO does not contest, that Edwards-’535 points a

POSITA to Baker, and Baker’s teaches non-nasal ablation devices similar to Stern.

Pet. 47; POR, 33. Instead, PO raises an irrelevant dispute over whether Edwards-

’535 incorporates Baker by reference “in its entirety” and contends that, if it does

not, Baker’s “other teachings...are not part of this case.” POR, 34. Contrary to PO’s

assertions—which cite no authority despite raising a legal issue—Edwards-"535

—18 —
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uses language sufficient to incorporate Baker in its entirety.* Paice LLC v. Ford
Motor Co., 881 F.3d 894, 907 (Fed. Cir. 2018) (finding “U.S. Pat. No. 5,343,970
(the ‘970 patent”), which is incorporated herein by this reference” incorporated the
patent in its entirety). Regardless, even incorporating only a portion of Baker would
demonstrate motivation to look to similar non-nasal ablation devices like Stern. Nat’/
Steel Car, Ltd. v. Canadian P. Ry., Ltd., 357 F.3d 1319, 1337 (Fed. Cir. 2004)
(motivation to combine “can be found ‘in the knowledge generally available to [a
POSITA].””). Ex.1083-DelGaudio-Reply-Decl., 945; Ex.1097-Martin-Reply-Decl.,
43.
Second, PO argues that a POSITA would not have used Stern’s two-row
electrode arrangement because there are other known “ordered arrangements.”
POR, 36-38; see also id., 47-48 (arguing that Stern’s electrode arrangement is not,

“in and of itself, superior to any other electrode arrangement). This position is

contrary to law. Itis well-established that the presence of alternatives does not weigh

4+ Confirming this incorporation, Edwards->535 also undisputedly incorporates U.S.
Patent No. 5,505,730 (Ex.1010-Edwards-’535, 1:1-19), which includes a figure
(Figure 3) that is very similar to the cited Figure 8 in Baker. Compare Ex.1067-

Edwards-’730, Fig.3 with Ex.1011-Baker, Fig. 8.

~ 19—
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against a motivation to use a given arrangement taught in the prior art. Honeywell

Intl. Inc. v. 3G Licensing, S.A., No. 2023-1354, 2025 WL 16397, at *5 (Fed. Cir.

2025); Neurent Medical Inc. et al v. Aerin Medical Inc., IPR2024-00278, Paper 9

(Institution Decision), 28-29 (PTAB, July 22, 2024) (summarizing cases). The

Petition includes numerous reasons why a POSITA would have selected Stern’s

arrangement. Pet., 47-49. Ex.1083-DelGaudio-Reply-Decl., §946-47; Ex.1097-
Martin-Reply-Decl., 944.

Third, PO disagrees that the combination would have required a mere
“duplication of parts.” POR, 38-39. PO’s argument focuses only on Edwards-’535’s
ring electrode embodiment and ignores Edwards-’535’s surface electrodes
embodiment, which could be duplicated as described in the Petition. Pet., 35 (citing
Ex.1033-Edwards-"535, 8:19-33 (covering surface electrode embodiments)).
Regardless, duplication of parts is just one of many reasons that a POSITA would
have had a reasonable expectation of success. Pet., 44-49. Ex.1083-DelGaudio-
Reply-Decl., 9448; Ex.1097-Martin-Reply-Decl., 945.

5. A POSITA Would Have Been Motivated to Combine Liang
with Edwards-"535 and Stern

PO’s only additional argument for claim 1 relates to Ground 3 and addresses
Petitioners’ point that Stern’s electrode arrangement can help accomplish Liang’s

goal of avoiding perforation of the nasal septum. POR, 47-48. PO again erroneously
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argues that the presence of alternative solutions weighs against motivation to

combine. Id. As explained above, PO’s position is contrary to law.

B. The Challenged Dependent Claims Are Obvious

PO raises additional arguments for just two dependent claims, claims 11 and
16. POR, 39-46. These arguments fail, as explained below.

1. Claim 11

Claim 11 recites, in part, “before removing the treatment element from the
nasal airway: repositioning the treatment element to contact a different portion of
nasal mucosa.” PO relies on a very narrow and incorrect interpretation of the cited
references to contend this step is not taught by the prior art. POR, 39-43.

Each of Edwards-’535, Kong, and Liang discloses repositioning a treatment
element to contact different portions of the mucosa. Pet., 65-66 (citing Ex.1010-
Edwards-’535, FIGs. 3D, 3B; Ex.1040-Kong, 214), 87 (citing Ex.1056-Liang, 341).
For example, Liang discloses delivering treatment for a “treatment duration of 5
seconds for the nasal ridge [(first portion)] and 3 seconds for the septal side of the
nose [(second portion)].” Ex.1056-Liang, 341. A POSITA would have understood
that, in practice, the repositioning would occur before removing the treatment
element from the nostril. Pet., 64, 67-68. This is confirmed by Dr. DelGaudio—the

only practicing otolaryngologist to testify in this proceeding—who explained that
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clinicians like himself “will often reposition an RF treatment element six or more

times to deliver treatment to different areas of the turbinate.” Ex.1002-DelGaudio-
Decl., q133. Ex.1083-DelGaudio-Reply-Decl., §949-56.

PO and Dr. Bikson incorrectly assert, without supporting evidence or analysis,
that these disclosures are insufficient. POR, 41, 51.> PO’s unsupported assertions
are undermined by the *271 specification, which never describes repositioning a
treatment element before removing it from the nasal airway. The specification’s
lack of detail confirms that a POSITA would have known to implement the
references’ teachings by repositioning the treatment element before removing it from
the nasal airway. In re Epstein, 32 F.3d 1559, 1568 (Fed. Cir. 1994) (“The Board’s
observation that appellant did not provide the type of detail in his specification that
he now argues is necessary in prior art references supports the Board’s finding that

one skilled in the art would have known how to implement the features of the

references.”).

> Dr. Bikson has never treated a patient for any nasal condition and would not
perform claim 11. Ex.1084-Bikson-Tr., 24:13-22, 46:2-16, 163:11-164:8. The
Board should therefore credit Dr. DelGaudio’s well-reasoned analysis based on

actual clinical practice.
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PO also contends that Petitioners have failed to show the art discloses
applying radiofrequency energy with “bipolar electrode pairs [plural],” as recited by
claim 11, because Petitioners purportedly “do not cite to or discuss Stern.” POR,
40, 42. PO is incorrect. The Petition cross-references the analysis of limitation
1[b], Pet., 66-67, 88-89, which clearly shows that the Edwards-’535/Stern
combination discloses applying energy with bipolar pairs, as does Dr. DelGaudio’s
declaration (Ex.1002-DelGaudio-Decl., 49138, 167). PO’s arguments that the
combination does not satisfy this limitation are wrong as explained in Section

III.A.3.

2. Claim 16

Claim 16 recites “bending a shaft of the nasal airway treatment device before
contacting the treatment element with the nasal mucosa.” As the Petition explains,
Edwards-"535’s disclosure that the treatment element is at the end of a bent shaft
renders claim 16 obvious. Pet., 69-71. PO’s argument is based on the
unsubstantiated assertion of Dr. Bikson that the bend may have been formed after
contacting the treatment element with the mucosa. 271 POR, 44 (citing Ex.2001-
Bikson-Decl., §103).

Dr. Bikson’s assertion ignores clinical practice and basic physiology. As Dr.

DelGaudio explains, a clinician must be able to see around his hand when inserting
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the treatment element. Further, the nasal passages do not form a straight line from
the nostrils. Thus, a POSITA would have understood that the shaft is necessarily
bent before the treatment element reaches its target location in order to properly
transport the treatment element to that location. Ex1002-DelGaudio-Decl., 9143-
148. Dr. DelGaudio cited several prior art references to show this limitation is
“common sense” to practicing physicians. Id., §145°; see B/E Aerospace, Inc. v.
C&D Zodiac, Inc, 962 F.3d 1373, 1380 (Fed. Cir. 2020) (“[c]Jommon sense has long
been recognized to inform the analysis of obviousness if explained with sufficient
reasoning”). Again, given that Dr. Bikson has not carried out clinical procedures

within the nose, his unsupported opinion should be given less weight. Ex.1083-

DelGaudio-Reply-Decl., §957-63.

6 PO argues that Petitioners’ cited techniques are “unidentified” and that Dr.
DelGaudio “did not rely” on them. POR, 45. Dr. DelGaudio’s fulsome discussion
shows otherwise. Ex1002-DelGaudio-Decl., §145. Thus, contrary to PO’s
assertions, the techniques are both “identified” and “relied upon” for the purposes

set forth by Dr. DelGaudio.
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IV. DR.DELGAUDIO IS A POSITA

It is undisputed that a clinician would perform the claimed method of the *271
patent. Ex.1084-Bikson-Tr., 82:13-84:5, 46:2-16, 164:9-164:12, 165:3-21.
Petitioners therefore supported their Petition with testimony from Dr. DelGaudio—
a renowned otolaryngologist who has treated nasal tissue with energy-based devices
for decades.

PO disputes Petitioners’ POSITA definition—which the Board adopted at
institution—but not because of any disputed issue that turns on that definition or on
Dr. DelGaudio’s qualifications.” Instead, PO aims solely to disqualify Dr.
DelGaudio as a procedural matter. POR, 53-56. This should be rejected. PO’s
restrictive proposal—which seeks to exclude doctors that have used/tested medical
devices but have not designed/developed them—is divorced from the facts and
governing standard. Moreover, Dr. DelGaudio—whose experience is far more
relevant to the issues in this [IPR—qualifies as a POSITA under either definition.

Ex.1083-DelGaudio-Reply-Decl., 94-7; Ex.1097-Martin-Reply-Decl., §946-69.

" Dr. Bikson states his opinions “are the same regardless of which definition the

Board applies.” Ex.2001, 942; Ex.1084-Bikson-Tr., 244:22-245:3.
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A. Dr. DelGaudio Is a POSITA Under Either Definition

PO seeks to exclude Dr. DelGaudio solely because he purportedly lacks
sufficient development/design experience under PO’s definition. POR, 53-56. But
PO misrepresents the record, relying on deposition testimony (Ex.2007-DelGaudio-
Tr., 94:12-16, 95:1-16, 99:5-15) that only discusses designing medical devices that
deliver energy to tissue—Dr. DelGaudio plainly testified that he has experience
developing medical devices more generally. Id., 95:6-13, 99:5-15. PO’s expert
agrees this experience is sufficient. Ex.1084-Bikson-Tr., 88:3-18.

Dr. DelGaudio also has experience developing devices that deliver energy to
tissue by providing feedback to vendors, including PO. Ex.2007-DelGaudio-Tr.,
100:13-101:22. His experience thus covers the very “technical issues” PO suggests
are out of Dr. Delgaudio’s wheelhouse. = Compare POR, 7-9 with Ex.1083-
DelGaudio-Reply-Decl., 998-11. Clearly, device vendors like PO wvalue Dr.
DelGaudio’s depth of knowledge of how the devices he uses work. Apple Inc. v.
Corephotonics Ltd., IPR2019-00030, Paper 32 at 18 (April 6, 2020); Godbersen-
Smith Construction Co. v. Guntert & Zimmerman Const. Div., Inc., IPR2021-00136,
Paper 61 at 23-27 (May 18, 2022) (machine operators can gain relevant technical

knowledge by using machines).

—26—



U.S. Patent No. 11,241,271

Petitioners’ Reply

Case No. IPR2024-00277

PO also faults Dr. DelGaudio for his discussion with Dr. Martin—who is also

and indisputably a POSITA—to “confirm” his opinions and for declining to offer
opinions on certain aspects of the case (POR at 54-55).% That logic is flawed—Dr.
DelGaudio’s decision not to offer certain opinions does not mean that he was not
qualified, and PO cites no contrary authority. In fact, PO’s litigation partner, The
Foundry, does the same thing with Drs. Levine and Bikson in copending IPRs 2024-
00279, -00280, and -00281. The Board has repeatedly found in medical device
matters that POSITA-clinicians would have access to engineers. Edwards
Lifesciences Corp. et al v. Cardiovalve Ltd., IPR2021-01051, Paper 36 at 11

(December 6, 2022); Medtronic, Inc. et al v. Teleflex Life Sciences Limited et al.,

IPR2020-01343, Paper 85 at 17-18 (February 23, 2022); Abbott Vascular, Inc. et al

8 PO is wrong that Dr. DelGaudio fails to offer an opinion on Stern’s Figure
15 (POR at 55)—Figure 15 and its corresponding disclosure are repeatedly cited in
his declaration. Ex.1002-DelGaudio-Decl., 4461, 92, 93. PO also cherry-picks
from Dr. DelGaudio’s declaration to allege he relied entirely on Dr. Martin for one
limitation. POR, 55. Dr. DelGaudio’s two pages of independent analysis for that

limitation show otherwise. Ex.1002-Decl., 4992-94.
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v. FlexStent, LLC, TPR2019-00882, Paper 48 at 6 (October 2, 2020). Ex.1083-
DelGaudio-Reply-Decl., 912.

Dr. DelGaudio is the only witness in this proceeding with clinical experience
using RF energy to ablate tissue. His perspective is therefore far more relevant than
Dr. Bikson’s to issues in this IPR, including which features a POSITA would be
motivated to include in a nasal ablation device (supra, §III.A) and how such devices
would be used in a clinical setting (supra, §I11.B). Ex.1081- Reply-Decl., q48-11.
Dr. Bikson, in contrast, has little to offer. He has no experience using RF devices
(Ex.1084-Bikson-Tr., 24:16-22) or designing devices intended to ablate tissue (id.,
41:12-42:11, 65:5-9).

B. PO’s Restrictive Definition Should Be Rejected

PO’s narrow POSITA definition is not supported by the evidence.’
Godbersen-Smith Construction Co., IPR2021-00136, Paper 61 at 23-27 (refusing to

limit level of ordinary skill to only design/development experience).

? Contrary to PO’s allegation, Petitioners did not “base [their] definition of a
POSITA around Dr. DelGaudio’s own qualifications.” POR at 7-8. His
declaration was merely “referring to whether [he met] the criteria for a person of

ordinary skill in the art.” Ex-2007 at 126:6-9.
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(114

The patent’s purported solution relates to a “‘treatment element’ comprising
‘two rows of bipolar electrode pairs.””. POR, 6. The claims recite only user-
facing, functional features of the treatment element, not its internal
implementation. Ex.1001-USP271, claim 1. Ex.1083-DelGaudio-Reply-
Decl., 13.

RF devices were known and used safely and effectively by clinicians,
including in the nose. Id., 19:6-26; Pet. 16-18; Ex.1040-Kong, 214-215;
Ex.1056-Liang, 341-342. Indeed, Dr. DelGaudio performed nasal RF
ablation in the 1990s. Ex.1083-DelGaudio-Reply-Decl., q51.

Clinicians learn to safely and effectively operate RF electrode devices through
use and testing, instructions for use, education, and data review. Ex.1084-
Bikson-Tr., 89:2-94:8; Ex.1083-DelGaudio-Reply-Decl., §14.

Physicians “must be familiar” with devices they use to understand, e.g.,
“safety, energy dosage...and instrumentation.” Ex.1093-Levine, 451.
Moreover, physicians routinely perform “off-label” uses of medical devices,
which requires knowledge and intuition of a device’s capabilities. Ex.1083-
DelGaudio-Reply-Decl., q15.

The Kong, Liang, Fang, and Chen references in this proceeding appear in

medical journals and address the problem of treating rhinitis using RF ablation
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devices. Ex.1040-Kong, 214 (selecting “grade 6” and treatment time);

Ex.1056-Liang, 341 (selecting “Level 3” and treatment time); Ex.1055-Fang,

876 (similar); Ex.1017-Chen, 240 (similar).!® PO represented to the patent

office that Kong, Fang, and Chen were material to the patentability of the *271

patent (Ex.1003-USP271FH, 573-574) and does not dispute that Kong and
Liang are analogous art to the claimed invention.

e One of the named inventors, Scott Wolf, is an MD with no apparent clinical

experience (much less in ablation) who nonetheless began developing medical

devices immediately after graduating medical school. Ex.1091-Wolf-

Podcast, 3-4. His apparent work with liposuction alternatives and tissue

fastening/repair devices!'! is certainly less relevant to understanding the

19 PO and Dr. Bikson point to purported “technical issue[s],” such as particular
treatment parameters (POR at 6-8 (citing Ex.2001-Bikson-Decl., 9938, 40), but
aside from the external arrangement of electrodes do not contend these limitations
were non-obvious.

' PO did not submit any evidence that Dr. Scott Wolf actually participated in

designing/developing these devices.
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claimed RF-based treatment method than Dr. DelGaudio’s decades of

experience using such devices in the nose.

Thus, the POSITA factors all support that an M.D. or engineer with three
years’ experience with medical device use/testing had ordinary skill. PO’s litigation-
driven attempt to exclude clinical use and testing from treatment claims is illogical.
Ex.1083-DelGaudio-Reply-Decl., q16-17.

V. CONCLUSION

For the reasons above and in the Petition, the challenged claims should be

found unpatentable.

Respectfully submitted,

By:/David L. Cavanaugh/
David L. Cavanaugh
Registration No. 36,476

Counsel for Petitioners
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