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I. INTRODUCTION

Pursuant to 37 C.F.R. § 42.23, Petitioner opposes Patent Owner’s Motion to
Exclude (Paper 55). In the words of Yogi Berra, it’s like déja vu all over again: in
its Motion to Exclude, Patent Owner moves to exclude many of the same exhibits it
moved to strike in Patent Owner’s Motion to Strike (Paper 48), again arguing that
the exhibits at issue are not relevant. But as explained in Petitioner’s Opposition to
Patent Owner’s Motion to Strike (Paper 49), Exhibits 1073-1075 are relevant to the
issues in this proceeding, and are properly relied on by Petitioner and its expert,
Dr. Donovan. See generally Paper 49.! Indeed, the exhibits not cited in Petitioner’s
Reply were cited in either an expert declaration or an expert deposition and provide
context for the expert’s testimony.

In addition, Patent Owner argues that Exhibit 1075 should be excluded as

“incomplete and taken out of context” and as “hearsay.” Paper 55 at 4-5. But Patent

! Patent Owner also moves to exclude Exhibits 1076 and 1080. Paper 55 at 1. As
explained in Petitioner’s Opposition to Patent Owner’s Motion to Strike, Exhibit
1080 is not cited in any paper and was inadvertently submitted. Paper 49 at 1, n. 1.
And Exhibit 1076 is not relied on by Petitioner or Dr. Donovan in this IPR because
this proceeding does not involve the same “n-dodecyl-B-D-maltoside” issues as the

related IPR proceedings (i.e., [IPR2025-00465 and IPR2025-00466). Id. at 5.



Owner acknowledges that Petitioner served the “full prosecution history of EX1075
as supplemental evidence,” which it agrees will “resolve the FRE 106 objection.”
Id. And Patent Owner’s hearsay argument—that the Meezan specification
amendment that expressly deleted the term “highly branched” and replaced it with
the term “long” is somehow hearsay—is both vague and incorrect.

Accordingly, the Board should deny Patent Owner’s motion to exclude
Exhibits 1073-1075.

II. THE BOARD SHOULD NOT EXCLUDE EXHIBITS 1073-1075
BECAUSE THEY ARE RELEVANT

Patent Owner argues that Exhibits 1073-1075 are not relevant. Paper 55 at 2-
4. Specifically, Patent Owner argues that each of Exhibits 1073-1075 should “be
excluded for lack of relevance under FRE 401-403” because they were “not cited in
the Petition or Petitioner’s Reply.” Id.

Whether an exhibit was expressly cited in a petition or reply relates to how
much weight the evidence at issue should be afforded, which is not the standard for
a motion to exclude. BioMarin Pharma Inc., v. Genzyme Therapeutic Prods. L.P.,
[PR2013-00537, Paper 79 at 25 (PTAB Feb 23, 2015) (“It is better to have a
complete record of the evidence submitted by the parties than to exclude particular
pieces of evidence); Corning Inc. v. DSM IP Assets B.V., IPR2013-00053, Paper
66 at 19 (PTAB May 1, 2014) (denying motion to exclude and holding that “the

Board, sitting as a non-jury tribunal with administrative expertise, is well-positioned



to determine and assign appropriate weight to evidence presented”). Rather, the
question is whether the exhibits at issue are admissible under the Federal Rules of
Evidence. Consolidated Trial Practice Guide § I (“Admissibility of evidence is
generally governed by the Federal Rules of Evidence”); see also id. at § 11 (“A
motion to exclude is not a vehicle for addressing the weight to be given evidence—
arguments regarding weight should appear only in the merits documents™).

Further, Patent Owner’s vague reference to “FRE 401-403” as a basis for its
relevance objections does not satisfy the requirements of 37 C.F.R. § 42.64(c), which
states that a motion to exclude “must identify the objections in the record in order
and must explain the objections.” 37 C.F.R. § 42.64(c) (emphasis added). Patent
Owner failed to explain why the challenged exhibits here are irrelevant under FRE
401 and 402 or prejudicial under FRE 403. Patent Owner’s vague objections do not
warrant exclusion rather than allowing the Board to assign the weight it feels these
exhibits should be afforded.

Accordingly, for those reasons alone, the Board should deny Patent Owner’s
motion to exclude. Regardless, as explained below, Exhibits 1073-1075 are relevant
to the issues in this proceeding and were properly relied on by Petitioner, Dr.
Donovan, and are part of the deposition testimony of Patent Owner’s expert, Dr.

Brown.



A.  Exhibits 1073-1075 Are Relevant Under FRE 401 Because They
Were Relied on in Expert Testimony

To provide context and determine how much weight to give expert testimony,
the Board frequently considers exhibits relied on by experts, including in
declarations or that were the subject of deposition questioning, even if such exhibits
were not cited in a party’s brief. TwinStrand Biosciences, Inc. v. Guardant Health,
Inc., TIPR2022-01400, Paper 41 at 47 (PTAB Jan. 26, 2024) (denying motion to
exclude and holding exhibits relied on in expert declarations “are relevant to
understanding the weight to be given the declarants’ testimony”); Intex Recreation
Corp. v. Team Worldwide Corp., IPR2018-00875, Paper 129 at 88 (PTAB Sept. 11,
2019) (denying motion to exclude because the exhibits at issue “were used in
conducting [an expert’s deposition] and the complete deposition transcript is in the
record”). Such contextual evidence for expert testimony is relevant since it “has [a]
tendency to make a fact more or less probable than it would be without the
evidence.” FRE 401.

That is the case here with Exhibits 1073-1075, as shown in the table below:

Ex. No Cited in Dr. Brown Cited in Dr. Donovan Reply
T Deposition (Ex. 1077) Declaration (Ex. 1078)
1073 130:21-142:3 121
1074 160:4-164:10 N/A
1075 171:18-178:12 q26

Patent Owner acknowledges that Exhibits 1073 and 1075 were relied on by



Dr. Donovan, but again overlooks the use of Exhibits 1073-1075 in Dr. Brown’s
deposition, just as it did in its motion to strike. See generally Papers 48, 55; see also
Paper 49 at 2. Thus, as Petitioner previously explained, the Board should not exclude
Exhibits 1073-1075 at least because they “were used in conducting Dr. [Brown’s
deposition] and the complete deposition transcript [EX1077] is in the record.” Intex,
IPR2018-00875, Paper 129 at 88.

B. Petitioner and Dr. Donovan Properly Relied on Exhibits 1073 and
1075

Patent Owner’s argument that Exhibits 1073 and 1075 should be excluded for
lack of relevance because they are not cited in the Petition or Reply, but are cited in
Dr. Donovan’s Reply Declaration, makes little sense. Paper 55 at 2-4. Patent Owner
relieson 37 C.F.R. § 42.104(b)(5), which states in part that “[t]he Board may exclude
or give no weight to the evidence where a party has failed to state its relevance or to
identify specific portions of the evidence that support the challenge.” Id. (quoting 37
C.F.R. § 42.104(b)(5)). But Petitioner, and Petitioner’s expert, explained the
relevance of Exhibits 1073 and 1075, and identified specific portions of those
exhibits that support Petitioner’s challenge.

For example, Petitioner properly relies on Dr. Donovan’s testimony
concerning the challenged exhibits to support its Reply arguments. Petitioner’s
Reply cites paragraph 21 of Dr. Donovan’s declaration to support the argument that

a POSA would have a “motivation to combine the teachings of Gwozdz with



Meezan,” including to use a penetration enhancer. Paper 43 at 22 (citing EX1078 at
418-29). And paragraph 21 of Dr. Donovan’s declaration explains the relevance of,
and cites specific portions of, Exhibit 1073 for that same point. EX1078 at 921
(citing and quoting pages 18, 23, and 32 of EX1073 to opine that “Dr. Brown’s 2007
textbook repeatedly emphasizes why a POSA would have been motivated to develop
an intranasal formulation of lipophilic small molecule drug compounds (which
would include diazepam) with a reasonable expectation of success™).

Petitioner’s Reply also cites paragraph 26 of Dr. Donovan’s declaration to
support the same “motivation” argument. Paper 43 at 22 (citing EX1078 at 18-
29). And paragraph 26 of Dr. Donovan’s declaration explains the relevance of, and
cites specific portions of, Exhibit 1075 for that same point. EX1078 at 426 (citing
and quoting specific excerpts from page 6 of Exhibit 1075).

Thus, contrary to Patent Owner’s vague assertions about relevance, Petitioner
and Dr. Donovan clearly explained the “relevance” of Exhibits 1073 and 1075, and
“identifJied] specific portions of the evidence that support the challenge.” 37 C.F.R.
§ 42.104(b)(5). Patent Owner’s motion to exclude these exhibits should be denied,
and the Board should instead “determine and assign appropriate weight to evidence
presented.” Corning, IPR2013-00053, Paper 66 at 19.

Notwithstanding the above, Patent Owner cites one case to support its position

on these relevance issues. Paper 55 at 2 (citing Cisco Sys., Inc. v. C-Cation Techs.,



LLC, TPR2014-00454, Paper 12 at 8 (Aug. 29, 2014) (informative). But Cisco did
not even address a motion to exclude, and was instead a decision denying institution
of an IPR. /d. And, in Cisco, the Board found egregious abuses in expert-declaration
citation amounting to improper incorporation by reference to circumvent word
limits. Id. at 7-10 (holding that a single citation to “seven pages” of an expert
declaration was excessive). The citation of specific paragraphs from Dr. Donovan’s
Reply Declaration, all of which discuss and rely on Exhibits 1073 and 1075 as
support for the express positions set forth in the Reply, does not warrant exclusion.

C.  Exhibits 1073-1075 Are Relevant To Issues in this Proceeding

Patent Owner repeats vague assertions that Exhibits 1073-1075 “should be
excluded under FRE 401-403, as Petitioner has not demonstrated [their] relevance
to this proceeding.” Paper 55 at 2-4. But as explained above, the relevance of these
exhibits is clear based on expert testimony and Petitioner’s Reply arguments.

For example, Patent Owner blatantly contradicts itself when it asserts that
Petitioner has not demonstrated why Exhibit 1075 is relevant. Id. In the context of
relevance, Patent Owner claims that Petitioner has not established relevance, but in
the context of its hearsay objection, Patent Owner states that “Petitioner relies on
EX1075” because it shows that ‘“the ‘highly branched’ description of the alkyl
chains in §[0117] of Meezan (EX1010) was actually intended to mean ‘long.”” Id. at

5 (quoting EX1078 926). Thus, as Patent Owner itself acknowledges, the relevance



of Exhibit 1075 is clear from Petitioner’s Reply and Dr. Donovan’s declaration.

Indeed, Exhibits 1073 and 1075 are relevant to i1ssues discussed in Petitioner’s
Reply. Exhibit 1073 (Dr. Brown’s textbook) discusses the use of penetration
enhancers in intranasal formulations, EX1078 at 921, an issue squarely addressed in
Petitioner’s Reply. Paper 43 at 20-21, 23-25. Exhibit 1075 (Meezan Spec.
Amendment) is discussed in Dr. Donovan’s Reply Declaration to rebut Dr. Brown’s
opinions and to show that a POSA would have understood that Meezan discloses
alkyl glycosides with straight-chain (“long”) alkyl groups like dodecyl maltoside,
EX1078 at 426, consistent with Petitioner’s Reply arguments. Paper 43 at 25-26.

Further, Drs. Donovan and Brown relied on, or testified about, Exhibits 1073-
1075. The experts’ testimony about these exhibits also shows that they are relevant
to 1ssues in these proceedings.

First, as explained above, Dr. Donovan, in response to Dr. Brown’s
declaration and deposition transcript, relies on Exhibits 1073 and 1075 to opine that
a POSA would have had a motivation and reasonable expectation of success to make
the claimed diazepam nasal spray formulations. EX1078 at 421 (citing and quoting
pages 18, 23, and 32 of Exhibit 1073 to opine that “Dr. Brown’s 2007 textbook
repeatedly emphasizes why a POSA would have been motivated to develop an
intranasal formulation of lipophilic small molecule drug compounds (which would

include diazepam) with a reasonable expectation of success”); 426 (citing and



quoting specific excerpts from Exhibit 1075 and opining that “the corrected
language” from the Meezan specification amendment “specifically emphasizes that
‘DDM’ has a ‘long alkyl chain[].””).

Second, Dr. Brown testified about Exhibits 1073-1075 at his deposition. Ex.
1077 at 130:21-142:3; 160:4-164:10; 171:18-178:12. Dr. Brown’s deposition
testimony about Exhibits 1073-1075 likewise shows that they are directly relevant
to the issues in this proceeding, including whether a POSA would have had a
motivation and reasonable expectation of success, whether Gwozdz discloses or
contemplates penetration enhancers, and whether Meezan disclosed dodecyl
maltoside as a penetration enhancer, among other issues. /d. And Dr. Brown’s
deposition testimony regarding Exhibits 1073-1075 is directly related to opinions he
expressed in his declaration. /d.

D. FRE 403 Is Not Applicable

Patent Owner raises FRE 403 but does not address the “probative value” of
the evidence or how it is “substantially outweighed” by countervailing factors. See
Captioncall LLC v. Ultratec, Inc., IPR2014-00780, Paper No. 35 at 8§ (PTAB Dec.
1,2015) (“Patent Owner fails to address the ‘substantially outweighed’ aspect of the
Rule [FRE 403]7).

Moreover, the risk of “prejudice” as contemplated by FRE 403 is eliminated

or diminished in IPR trials since the fact finder is the Board and not a jury. Neste Oil



Oyj v. Reg Synthetic Fuels, LLC., IPR2013-00578, Paper No. 53 at 10 (PTAB Mar.
12,2015) (“Proceedings before the Board are not jury trials; in the absence of a jury,
the risk of unfair prejudice against which Rule 403 guards is diminished, if not
eliminated entirely.”); accord Trend Micro Inc. v Cupp Computing AS, IPR2019-
00764, Paper No. 34 at 5 (PTAB Aug. 25, 2020); see also Wright & Miller, 22A
Fed. Prac. & Proc. Evid. § 5213 (2d ed.) (“In bench trials... appellate courts have
said that exclusion of evidence on grounds of ‘prejudice’ makes little sense because

the judge has to see the putatively prejudicial evidence in order to rule.”).

III. THE BOARD SHOULD NOT EXCLUDE EXHIBIT 1075 AS
INCOMPLETE OR HEARSAY

A.  Exhibit 1075 is Not Incomplete

Patent Owner argues that Exhibit 1075 should also be excluded because it is
“incomplete and taken out of context.” Paper 55 at 4. Petitioner disagrees with Patent
Owner at least because Exhibit 1075 is a complete copy of an August 13, 2007
Response to an Office Action and Amendments filed during the prosecution of the
Meezan prior art reference relied on by Petitioner. See generally Ex. 1075. In other
words, Petitioner did not omit or exclude any information from the specific response
and amendment it relies on in these proceedings. Nor did Patent Owner even argue
that any of the other office actions and responses identified in its motion to exclude
are somehow relevant or provide missing “context.” Paper 55 at 4.

Regardless, because Patent Owner apparently disputes the admissibility of

10



Exhibit 1075, Petitioner is concurrently filing the entire file history of Meezan that
was previously served on Patent Owner as supplemental evidence. Ex. 1104.
Consistent with Patent Owner’s statement, by “filing the supplemental evidence in
opposition to this motion to exclude, Patent Owner expects the supplemental
evidence to resolve the FRE 106 objection.” Paper 55 at 4-5. Accordingly, Petitioner
understands this 1ssue 1s now moot, and the Board should not exclude Exhibit 1075
as incomplete, as Patent Owner initially argued.

B.  Exhibit 1075 is Not Hearsay

Patent Owner also argues that Exhibit 1075 “should be excluded as hearsay
under FRE 801-802” because “Petitioner relies on EX1075 for the truth of the matter
asserted as alleged evidence of the subjective belief of the authors that the ‘highly
branched’ description of the alkyl chains in §[0117] of Meezan (EX1010) was
actually intended to mean ‘long.”” Paper 55 at 5 (quoting EX1078 926). Petitioner
disagrees.

Based on that vague, one-sentence statement, which is unsupported by any
case law, it’s unclear to Petitioner why Patent Owner contends Exhibit 1075 is
hearsay, or what Patent Owner’s argument means. For instance, it’s unclear to
Petitioner what ““authors” Patent Owner is referring to or how the straightforward
specification amendment made in Exhibit 1075 somehow relates to a “subjective

belief.” Thus, as explained above, Patent Owner’s vague reference to “hearsay”
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without a sufficient explanation as a basis to exclude Exhibit 1075 does not satisfy
37 C.F.R. § 42.64(c). 37 C.F.R. § 42.64(c) (a motion to exclude “must identify the
objections in the record in order and must explain the objections’) (emphasis added).

Regardless, Exhibit 1075 is not hearsay because it is not being relied on “for
the truth of the matter asserted.” Paper 55 at 5. Rather, as Dr. Donovan explained,
Exhibit 1075 is offered as evidence of how a POSA would understand Meezan, not
what the intent of the “authors” was (to the extent Exhibit 1075’s straightforward
specification amendment can somehow relate to subjective intent). Exhibit 1078 at
926 (Dr. Donovan opining that in view of Exhibit 1075, “a POSA would understand
that Meezan discloses alkyl glycosides having straight-chain (i.e., ‘long’) alkyl
groups, not branched structures”).

Similarly, Exhibit 1075 is not hearsay because it is merely being used as
evidence of what the Meezan specification, as corrected by the applicant during
prosecution, describes. 37 C.F.R. § 42.61(c) (‘A specification ... i1s admissible as
evidence only to prove what the specification ... describes”); see also Sienna
Biopharmaceuticals, Inc. v. William Marsh Rice Univ., IPR2017-00045, Paper 52 at
56 (PTAB Apr. 5, 2018) (denying exclusion because Petitioner and expert merely
relied on specification of prior art reference for what it describes); Noven Pharms.,
Inc. v. Novartis AG, 1IPR2014-00550, Paper 69 at 41 (PTAB Sept. 28, 2015)

(denying motion to exclude under 37 C.F.R § 42.61(c) because the statement was
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only offered to prove what the specification describes). And Exhibit 1075 is
admissible because “[c]ertification is not necessary as a condition to admissibility
when the evidence to be submitted is a record of the Office to which all parties have
access.” 37 C.F.R. § 42.61(b).

In addition, while Exhibit 1075 is not hearsay, it also qualifies for admission
under several hearsay exceptions. For example, an attorney’s sworn response to an
examiner’s office action, like Exhibit 1075, satisfies the business records exception
to hearsay. FRE 803(6). Specifically, Exhibit 1075 was (A) submitted by “someone
with knowledge” (the prosecuting DLA Piper attorney), (B) “kept in the course of a
regularly conducted activity of” patent prosecution duties, (C) made as part of “a
regular practice of” patent prosecution activities, (D) signed and certified by the
prosecuting attorney, and (E) not shown to be lacking in “trustworthiness.” FRE
803(6). Indeed, Exhibit 1075 is a prosecution history statement signed by an attorney
authorized to enter the specification amendments at issue. And Exhibit 1075 was
signed by an attorney from DLA Piper, one of the firms that is representing Patent
Owner in these proceedings, subject to the requirements of 37 C.F.R. § 11.18(b). Ex.
1075 at 2; see also 37 C.F.R. § 11.18(b) (every person submitting correspondence
to the USPTO certifies, by signing the submission, that “[a]ll statements made
therein . . . are true,” that the paper “is not being presented for any improper

purpose,” and that the paper does not “knowingly and willfully falsif]y], conceal[],
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or cover[] up by any trick, scheme, or device a material fact”).

Further, Exhibit 1075 qualifies under FRE 807’s residual exception to
hearsay. FRE 807. Specifically, Exhibit 1075 “is supported by sufficient guarantees
of trustworthiness—after considering the totality of circumstances under which it
was made and evidence, if any, corroborating the statement™ at least because it was
submitted by an attorney subject to a duty of candor and good faith dealings with the
Office as well as 37 C.F.R. § 11.18(b). FRE 807(1). And Exhibit 1075 “is more
probative on the point for which it is offered than any other evidence that the
proponent can obtain through reasonable efforts™ because it expressly relates to what
the Meezan specification describes. FRE 807(2).

Finally, as explained above, Dr. Donovan relies on Exhibit 1075 to confirm
her opinion as to how a POSA would have understood the disclosures in Meezan in
finding a motivation and reasonable expectation of success to make the claimed
diazepam nasal spray formulations. EX1078 at 426 (citing and quoting specific
excerpts from page 6 of Exhibit 1075 and opining that “the corrected language” from
the Meezan specification amendment “specifically emphasizes that ‘DDM’ has a
‘long alkyl chain[].””). Under FRE 703, evidence “need not be admissible for the
[expert’s] opinion to be admitted” when “the expert has been made aware of or
personally observed” the evidence at issue. FRE 703; see also Ebay Inc. v. Glob.

Equity Mamt. (Sa) Pty. Ltd., TPR2016-01829, Paper 60 at 3 (PTAB Apr. 18, 2018)
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(denying motion to exclude based on hearsay objection based on FRE 703). Thus,
even if Exhibit 1075 is hearsay, which it is not, Dr. Donovan’s reliance on it, and the
admission of her opinions based on it in these proceedings, is permitted under FRE
703.

Accordingly, for the reasons discussed above, the Board should not exclude
Exhibit 1075 as hearsay.

IV. CONCLUSION

For the reasons discussed above, Petitioner requests that the Board deny

Patent Owner’s Motion to Exclude.

15



Dated June 2, 2026 Respectfully submitted,
/James P. Murphy/

James P. Murphy
Reg. No. 55,474
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Attorneys for Petitioner
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