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I. Statement of Precise Relief Requested 

With the Board’s authorization (EX3005), Patent Owner Neurelis, Inc. (“PO”) 

requests that the Board strike two categories of materials.   

First, PO seeks to strike EX1073-EX1075, EX1079, and EX1080, which were 

filed with Petitioner’s Reply (Paper 43), but were not discussed or even cited therein. 

Second, PO seeks to strike new invalidity theories that could have been (but 

were not) presented in the original petition.  These materials to be stricken include: 

EX1075-EX1076 and EX1079; portions of Petitioner’s Reply and of Dr. Donovan’s 

Reply Declaration (EX1078), highlighted in EX2082 and EX2083, respectively. 

PO requests that the Board disregard these materials and give them no weight, 

such that PO does not need to address them in its upcoming Due Date 3 sur-reply. 

II. The Board Should Strike Exhibits Not Discussed in Petitioner’s Reply 

“37 C.F.R. § 42.24(a) sets word limits for … replies, and § 42.6(a)(3) prohibits 

incorporating arguments by reference from one document into another.  Thus, parties 

that incorporate expert testimony by reference in their … replies without providing 

explanation of such testimony risk having the testimony not considered by the 

Board.”  Trial Practice Guide § I.G (Dec. 12, 2025) (“TPG”). 

A. The Board Should Strike EX1074, EX1076, EX1079 and EX1080  

Four exhibits are not cited in Petitioner’s Reply (Paper 43) or Dr. Donovan’s 

Reply Declaration (EX1078).  These include: EX1074, a patent assigned to U&I 
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Pharms., an unrelated entity; EX1076, a declaration from Ed Maggio (one of the 

inventors) buried in the file history of a different patent and dated years after the 

’546 Patent’s priority date; EX1079, pages from a textbook; and EX1080, an 

anticancer drug patent listing Dr. Brown as an inventor.  PO and the Board should 

not need “to play archeologist with the record” to guess the relevance of these 

documents.  See Cisco Sys., Inc. v. C-Cation Techs., LLC, IPR2024-00454, Paper 12 

at 10 (P.T.A.B. Aug. 29, 2014) (informative); 77 Fed. Reg. at 48,617 (similar).  

Rather, the Board should “exclude or give no weight” to these exhibits, because 

Petitioner “has failed to state its relevance or to identify specific portions of the 

evidence that support the challenge.”  37 C.F.R. § 42.104(b)(5); 37 C.F.R. 

§ 42.22(a)(2) (requiring “a detailed explanation of the significance of the evidence”); 

37 C.F.R. § 42.23(a) (similar rule for replies). 

B. The Board Should Strike EX1073 and EX1075 

Two exhibits are not cited in Petitioner’s Reply, but are cited in Dr. Donovan’s 

Reply Declaration (EX1078).  These include: pages from a textbook (EX1073); and 

part of the prosecution history (EX1075) of Meezan.  Using these materials 

improperly expands the word limit, as Petitioner’s Reply is already at 5,581 words—

19 words shy of the limit.  See Paper 43 at 28; 37 C.F.R. § 42.24(c)(1).  The Board 

should “not consider arguments that are not made” in the Reply “but are instead 

incorporated by reference to the cited paragraphs” of the expert declaration.  See 
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Cisco, IPR2014-00454, Paper 12 at 10. 

It would be improper to incorporate EX1073 and EX1075 by reference into 

the Reply, but here, Petitioner does not even cite these references.  Rather, Petitioner 

bulk-cites Donovan’s Reply Declaration, who then discusses the exhibits at length.  

See EX1078 ¶¶21-22 (EX1073), ¶26 (EX1075). 

Petitioner does not cite with specificity any of Paragraphs 21, 22, or 26 of 

Donovan’s Reply Declaration.  The only cites to these paragraphs of Dr. Donovan’s 

Reply Declaration (itself discussing EX1073 and EX1075) is buried within a bulk 

cite: “EX1078 ¶¶18-29.”  Paper 43 at 22. 

It was incumbent upon Petitioner, not its expert, to provide “a detailed 

explanation of the significance of the evidence.”  37 C.F.R. § 42.104(b)(5); see 37 

C.F.R. § 42.22(a)(2); 37 C.F.R. § 42.26(a)(3) (improper to incorporate arguments by 

reference).  Other panels have held that “reliance on seven paragraphs of [expert 

declaration] is an improper incorporation by reference, as [party] did not discuss that 

testimony” in its brief.  See Google LLC v. MindbaseHQ, IPR2021-01252, Paper 41 

at 37 (P.T.A.B. Jan. 6, 2023).  Here, EX1073, EX1075, and EX1079 are not even 

cited, let alone discussed, in Petitioner’s Reply. 

III. The Board Should Strike New Theories in Reply 

“Petitioner may not submit new evidence or argument in reply that it could 

have presented earlier. … It is also improper for a reply to present new evidence 
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(including new expert testimony) that could have been presented in a prior filing.”  

TPG § II.I.  Although a reply may respond to a prior brief, the word “‘Respond,’ in 

the context of 37 C.F.R. § 42.23(b), does not mean proceed in a new direction with 

a new approach as compared to the positions taken in a prior filing.”  Id.  The Federal 

Circuit has “repeatedly held that the Board acts within its discretion when it declines 

under section 42.23(b) to consider a new theory of unpatentability raised for the first 

time in reply.”  Yita LLC v. Macneil IP LLC, 69 F.4th 1356, 1366 (Fed. Cir. 2023).  

“[T]he Board should also not have to decode a petition to locate additional arguments 

beyond the ones clearly made” when deciding whether a reply argument “had no 

basis in the original petition.”  Netflix, Inc. v. DivX, LLC, 84 F.4th 1371, 1377-78 

(Fed. Cir. 2023) (collecting cases). 

A. New Theories Concerning Different References 

The Petition identifies a two-reference combination—Gwozdz-PCT 

(EX1009) and Meezan (EX1010, US2006/0046962)—to allege obviousness of the 

challenged claims.  Paper 2 at 5; see 37 C.F.R. § 42.104(b)(2) (requiring 

identification of “the patents or printed publications relied upon for each ground”).   

In reply, Dr. Donovan rewrites the disclosures of Meezan by pointing to new 

exhibits—purportedly a “corrected” version of Meezan and a Maggio declaration— 

never discussed in the Petition.  See EX1078 ¶26 (citing EX1075).  EX1075 contains 

a portion of the prosecution history of Meezan in which those applicants sought to 
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amend the specification.  Meezan was then abandoned.  Importantly, the printed 

publication used in the Petition (EX1010) did not include the revised language from 

EX1075.  

This is precisely the impermissible situation of “newly cited prior art 

references intended to ‘gap-fill’ by teaching a claim element that was not present in 

the prior art presented with the petition.”  See TPG § II.I.  EX1075 is a “new” theory 

of invalidity that could have been (but was not) raised in the Petition, and Petitioner 

cannot assert a new embodiment from the “corrected” Meezan in reply. 37 C.F.R. 

§ 42.23(b); see Corephotonics, Ltd., 84 F.4th at 1001 (“The IPR petition, thus, must 

provide an understandable explanation of the element-by-element specifics of the 

patentability challenges, including the identification of particular portions of prior 

art on which the petitioner is relying.”).  EX1075 was not cited in the Petition, is not 

a patent or printed publication under 35 U.S.C. § 311(b) and 37 C.F.R. § 

42.104(b)(2), and was not filed as part of the published application of Meezan.  See 

Apple Inc., v. DoDots Licensing Solutions LLC, IPR2023-00939, Paper 12 at 15-17 

(P.T.A.B. Jan. 3, 2024) (declining to consider documents within the file history of a 

prior art reference, “as they are not part of the patent” and not prior art). 

B. New Theories Relating to Non-Aqueous Embodiments 

Each of the challenged claims requires a formulation “consisting of” various 

elements, none of which is water.  In the parallel district court litigation, Petitioner 
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and Dr. Donovan narrowly construed “consisting of” to mean that the claims cannot 

include even trace impurities of water.  EX2050 at 27, 46; EX2069 ¶¶26, 33.  The 

Petition does not identify these positions or explain how the prior art combination is 

non-aqueous.  Paper 28 at 8-11 (discussing Revvo Techs., Inc. v. Cerebrum Sensor 

Techs., Inc., IPR2025-00632, Paper 20 at 3-4 (P.T.A.B. Nov. 3, 2025) 

(precedential)).  Rather, the Petition cites the “other pharmaceutically acceptable 

additives” embodiment of Gwozdz-PCT for its motivation to combine, and this 

embodiment is expressly aqueous—in “saline solution or water.”  EX1009 at 10:2-

16; Paper 2 at 26-27, 30, 44, 56 (citing this embodiment). 

Faced with this inconsistency and failure to satisfy the “consisting of” in the 

prior art, Petitioner seeks a mulligan.  The day before Petitioner’s Reply was due, 

Petitioner unilaterally filed a “stipulation” in district court, purporting to withdraw 

its claim-construction position.  EX1083.  Dr. Donovan also asks the Board to ignore 

her district court declaration.  EX1078 ¶¶16-17.  Petitioner then pivots to a different 

embodiment of Gwozdz-PCT (relating to injectable compositions) as purportedly 

teaching non-aqueous intranasal solutions.  Paper 43 at 15, 22 (citing EX1009 at 

11:17-26).  This embodiment was not cited in the Petition and is improper in reply.  

See Ariosa Diagnostics v. Verinata Health, Inc., 805 F.3d 1359, 1367 (Fed. Cir. 

2015) (“Not until Dr. Morton’s Reply declaration did Ariosa identify specific 

embodiments of Dhallan that do not use restriction-enzyme digestible primers.”); 
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Corephotonics, 84 F.4th at 1009 (reply is improper if it “‘point[s] to any new 

embodiments’ of a prior art reference not previously identified in the petition”). 

IV. CONCLUSION 

For the reasons discussed above, Patent Owner requests that the Board strike 

the highlighted portions of the Reply (EX2082), the highlighted portions of Dr. 

Donovan’s Reply Declaration (EX2083), and Exhibits 1073-1076 and 1079-1080. 

Date: April 20, 2026 Respectfully submitted, 
 

 /David J. Tobin/  
David J. Tobin 
(Reg. No. 60,776) 
MCDERMOTT WILL & SCHULTE LLP 
2801 North Harwood Street, Suite 2600 
Dallas, TX 75201 
Tel:  (214) 210-2793 
dtobin@mcdermottlaw.com 

Counsel for Patent Owner 
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