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I. INTRODUCTION

After months of needless delay, Plaintiffs began producing relevant laboratory notebooks 

from individuals involved in the development of the alleged invention of the ’542 patent shortly 

before the close of fact discovery. Their first such production included Notebook 670, which 

detailed certain experiments disclosed in the ’542 patent and revealed that inequitable conduct was 

committed before the PTO.1 As Plaintiffs concede (Opp. at 5, n.1), Novartis promptly moved to 

amend its pleadings to challenge the enforceability of the ’542 patent due to inequitable conduct.  

There is nothing “unusual” about Novartis’s inequitable conduct theory. Id. at 7. Two 

individuals involved in filing provisional applications to which the ’542 patent asserts priority 

(John Fraser Wright and Gregory R. Bellomy) failed to disclose material information and took 

affirmative measures to hide its existence from the PTO. A third individual, the patent attorney 

who prosecuted the application that issued as the ’542 patent (Roberta L. Robins), made 

affirmative misrepresentations of material facts that led directly to its issuance. 

Plaintiffs oppose Novartis’s motion on the sole basis that its proposed amendment would 

be futile. But their contentions that Novartis’s allegations are “conclusory” are meritless, as the 

particularized factual bases for those allegations are detailed in over 137 paragraphs spanning 40 

pages in Novartis’s proposed amended pleading (D.I. 239, Exhibit A). And the “scrutiny” applied 

by Plaintiffs in evaluating these allegations confirms their misunderstanding of the law. At base, 

Plaintiffs seek to litigate at the pleading stage whether the evidence to be adduced at trial is 

sufficient to establish inequitable conduct. That is improper. The appropriate inquiry is whether 

Novartis’s allegations fairly set forth circumstances which, if true and proven, support a finding of 

unenforceability. Novartis’s proposed amended pleading exceeds that bar. 

1 After Novartis sought the Court’s intervention (D.I. 242), Plaintiffs produced six additional lab 
notebooks on July 31, 2023, which Novartis is reviewing. 
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II. ARGUMENT 

A. Novartis Adequately Alleged “But-For” Materiality 

Plaintiffs argue that Novartis’s proposed pleading is futile because it has not “pled 

materiality with the specificity required by Rule 9(b).” Opp. at 1, 7-11. But Novartis has identified 

with particularity “what” misrepresentations and omissions were made as well as which claim 

limitations they were material to, “where” the misrepresentations and omitted information are 

located within materials of record, and “how” the Examiner would have reached a different 

conclusion regarding patentability with complete disclosure. That is all Rule 9(b) requires. See 

Targus Int’l LLC v. Victorinox Swiss Army, Inc., C.A. No. 20-464-RGA, 2021 WL 2291978, at *5 

(D. Del. June 4, 2021) (finding similar allegations sufficient under Rule 9(b)). And, as 

demonstrated below, Novartis’s factual allegations plausibly establish that the Examiner would 

have rejected the claims of the ’542 patent “but for” the material misrepresentations and omissions. 

In response, Plaintiffs feign ignorance of applicable patent law and claim they have to 

“guess” how disclosure of the withheld information, particularly failed stability data for the 210 

mM test formulation, would have prompted rejection at the PTO. Opp. at 8-9. That position is not 

credible. As detailed in Novartis’s proposed pleading, during prosecution of the application that 

issued as the ’542 patent, the claims were repeatedly rejected under 35 U.S.C. § 103. Am. Ans. at 

¶¶ 167, 171. In response to these obviousness rejections, Ms. Robins (on behalf of the applicants) 

repeatedly pointed to Table 3 in the specification arguing that it supported non-obviousness based 

on alleged unexpected results. Id. at ¶¶ 169, 172. Specifically, she argued that Table 3 showed that 

“rAAV particles prepared and stored in elevated ionic strength solutions remain soluble and can 

be stored for an extended period.” Id. The Examiner maintained the obviousness rejection and took 

specific issue with this argument, noting that the alleged evidence of unexpected results was “not 

commensurate in scope with the degree of protection sought by the instant claims.” Id. at ¶ 173; 
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see Invista N. Am. S.À.R.L. v. M&G USA Corp., No. 11-1007-SLR-CJB, 2013 WL 12304544, at 

*9 (D. Del. May 3, 2013) (citation omitted) (facts “indicating that the PTO was particularly 

concerned with a representation” sufficiently allege “but for” materiality). Whereas the claims 

were directed to compositions with an ionic strength of “greater than 200 mM,” Table 3 does not 

disclose any such composition with an ionic strength lower than 310 mM or greater than 510 mM. 

Am. Ans. at ¶¶ 127, 129, 157, 164, 209, 211. To address the Examiner’s concern, Ms. Robins 

revised her prior argument as follows: “[rAAV] particles prepared and stored in elevated ionic 

strength solutions (greater than 200 mM as claimed) remain soluble with no aggregation and can 

be stored for an extended period.” Id. at ¶¶ 137, 174 (emphasis added). This assertion was false. 

As Plaintiffs admit, the withheld data reports an Rh of  for the 210 mM test formulation 

after storage at  and an Rh of  for the 310 mM formulation after storage at 

 (Opp. at 12-14), and “[t]he specification notes that values above 20 nm indicate 

‘the occurrence of some level of aggregation’” (Id. at 4 (emphasis added)). 

Without access to the withheld stability data, the Examiner had no way of knowing that the 

statement was false. So “after consideration[] of” Ms. Robins’s revised argument, the Examiner 

allowed the claims with certain limited amendments. Am. Ans. at ¶¶ 176-82. Based on these facts, 

it is more than plausible that the Examiner would not have allowed the claims to issue had (1) Ms. 

Robins not made this material misstatement or (2) the Examiner possessed the undisclosed data 

demonstrating it was untruthful. In either case, the Examiner would have maintained the existing 

obviousness rejection, the details of which are readily ascertainable to Plaintiffs from the relevant 

PTO communications attached in Exhibit 3 to Novartis’s proposed pleading. See Fed. R. Civ. P. 

10(c) (“A copy of a written instrument that is an exhibit to a pleading is part of the pleading for all 

purposes.”); Adams Respiratory Therapeutics, Inc. v. Perrigo Co., 255 F.R.D. 443, 446 (W.D. 
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Mich. 2009) (“all purposes” includes satisfaction of Rule 9(b)).  Plaintiffs’ inability to comprehend 

“how § 103 could apply at all given that the data at issue was confidential data generated by an 

inventor” (Opp. at 8-9) is disingenuous. Novartis does not contend that the withheld data itself 

renders the claims obvious—but rather that it disproves the argument made by Ms. Robins and 

credited by the Examiner in withdrawing an obviousness rejection based on the prior art. 

This alone is sufficient to reject Plaintiffs’ argument that Novartis failed to adequately 

plead “but-for” materiality, as the claims of the ’542 patent would not have issued if the already-

pending obviousness rejection was maintained. Nonetheless, Novartis also adequately alleges 

other grounds on which the Examiner would have rejected the claims but for the non-disclosure of 

material information. For example, if the Examiner knew that compositions having an ionic 

strength within the claimed range had been tested for their ability to prevent aggregation after 

various periods of “storage” and had failed, it is more than reasonable to infer that the Examiner 

would have rejected the claims under 35 U.S.C. § 112 for failure to describe or enable the full 

scope of claimed subject matter (Am. Ans. at ¶¶ 145, 216-20, 222-23, 229)—particularly, where 

Plaintiffs admit that the claims are “not limited to a particular timeframe of storage” (Opp. at 12, 

n.3). Further, caselaw Novartis cited in its pleading explains that, while a specification “must be 

taken as in compliance with the enabl[ement] requirement . . . unless there is reason to doubt the 

objective truth of the statements . . . which must be relied on for enabling support,” if “reason for 

such doubt does exist, a rejection for [lack of enablement] will be proper on that basis.” In re 

Marzocchi, 439 F.2d 220, 223 (C.C.P.A. 1971); Am. Ans. at ¶ 144. Disclosure of failed stability 

data, including with a 210 mM formulation, would surely have given the Examiner reason to doubt 

the bald assertion in the specification that 200 mM is the “threshold ionic strength . . . required to 

prevent aggregation,” warranting an enablement rejection. Id. at ¶¶ 127, 163-64, 219, 222-23.  
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Separately, the ’542 patent purports to teach that the extent of aggregation can be measured 

by filtering the composition through a 0.22 μm filter. Id. at ¶¶ 128, 191-93, 195-96, 232. That is 

the entire premise for claim 6 of the ’542 patent, which requires that “recovery” of the rAAV 

particles in the composition be “at least about 90% following filtration.” Id. at ¶¶ 128, 240, 244. 

Referring to data in Table 2, the ’542 patent states “[v]ector recovery (‘Yield %’) for both elevated 

ionic strength formulations . . . are significantly higher than the recovery using the control 

formulation,” which it attributes to “significant aggregation” with the control formulation. Id. at ¶ 

243. However, additional data that was not disclosed to the PTO reveals that the true reason the 

reported “recovery” was lower for the control formulation is because there was less material being 

filtered—not based on pre-filtration aggregation. See id. at ¶¶ 231-45. If “recovery” had been 

reported based on the actual amount of material observed before filtration—  

 (id. at ¶ 234)—as opposed to a theoretical 

target value, it would have shown no difference in “recovery” between the control formulation, 

which Plaintiffs contend does not prevent aggregation, and the higher ionic strength test 

formulations. Id. at ¶¶ 233-39, 242. Thus, disclosure of the actual data would have called into 

question the claimed method and caused the Examiner to reject at least claim 6 for lack of written 

description and enablement under § 112. Am. Ans. at ¶¶ 142-43, 242-45.     

In sum, Novartis has adequately alleged “but for” materiality for the withheld information 

and false statements identified in its pleading. Plaintiffs’ cited cases do not compel a different 

conclusion. Their attempt to analogize to the decision in Invista underscores the adequacy of 

Novartis’s allegations, which, like those the Invista court found adequate, specifically “explain[] 

how the ‘undisclosed test results’ undercut an unexpected results argument which the ‘Examiner 

ultimately accepted.’” Opp. at 10, n.2 (citing Invista, 2013 WL 12304544, at *5, *9). The Court 
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“does not need to decide at this point” (i.e., the pleading stage) whether the withheld information 

and false statements identified by Novartis “are truly material.” Targus, 2021 WL 2291978, at *5. 

B. Novartis Adequately Alleged “Intent to Deceive” 

Plaintiffs also contend that Novartis “fails to satisfy the pleading requirement for the intent 

to deceive element.” Opp. at 16-18. But Plaintiffs misstate the law. Novartis need not “establish 

that the only reasonable inference from the record is intent to deceive.” Id. at 17. Instead, “that is 

a requirement to be met at the proof stage; at the pleading stage . . .  a party must plead facts ‘from 

which the [c]ourt could reasonably infer that the patent applicant made a deliberate decision to 

deceive the PTO.’” Invista, 2013 WL 12304544, at *5. Novartis has satisfied this requirement.  

Novartis’s allegations regarding Dr. Wright and Mr. Bellomy support a reasonable 

inference that each acted with the requisite intent to deceive the PTO. Specifically, Novartis has 

alleged that each “knew of withheld material information and withheld that information with the 

specific intent to deceive the PTO.” Persawvere, Inc. v. Milwaukee Elec. Tool Corp., C.A. No. 21-

400-GBW, 2023 WL 3750812, at *5 (D. Del. June 1, 2023). Dr. Wright’s awareness of the 

withheld information is readily apparent from the fact it was data from experiments he conducted 

prior to filing the ’997 Provisional. Am. Ans. at ¶¶ 130, 154-56, 159-61, 203-08, 235. His 

appreciation of the materiality is evidenced by, inter alia, his partial disclosure of certain details 

regarding the experiments in the same provisional application, which he authored. Id. at ¶¶ 136, 

157-61, 183, 197-99, 228-29. Mr. Bellomy’s knowledge of the withheld information is reasonably 

inferred from the fact that a subsequent provisional application (the ’222 Provisional), which he 

prepared and signed, provided previously undisclosed experimental results that were only 

obtainable from the pages of Notebook 670 containing the withheld information. Id. at ¶¶ 132-33, 

149, 162, 248. His appreciation of its materiality is reasonably inferred from his experience as a 

practicing patent attorney as well as the fact that the withheld information related to experiments 
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alleged to support patentability and included a failed 210 mM test formulation within the scope of 

the ionic strength limitation in the claims he filed. Id. at ¶¶ 135-36, 142, 145, 163-64, 246, 248-

49, 251, 253-54. Moreover, the intent of Dr. Wright and Mr. Bellomy to deceive the PTO is 

reasonably inferred, for example, from their removal of references to that formulation and 

renumbering of test formulations to conceal its existence in the ’222 Provisional to which each 

contributed, while simultaneously broadening the claims and disclosures to include that failed 

formulation. Id. at ¶¶ 157, 161-64, 200-201, 227, 231-32, 242-44, 250. Indeed, Dr. Wright 

confirmed he was involved in the decision to withhold information concerning this 210 mM 

formulation, which he described as not “compelling.” Id. at ¶ 200 (citing Ans. Ex. 2 at 315-328). 

As for Ms. Robins, Novartis alleges that she made material misrepresentations during 

prosecution of the ’542 patent. Ms. Robins made statements to the PTO that she knew were broad 

enough to encompass the failed 210 mM test formulation referenced in the ’997 Provisional to 

which multiple applications she prosecuted, one of which issued as the ’542 patent, asserted 

priority. Id at ¶¶ 131, 134, 137-38, 140, 142, 148, 158, 165-66, 174, 246. It is reasonable to infer 

that Ms. Robins knew that the undisclosed experimental results for this formulation were 

unfavorable and contradicted the arguments she offered in support of patentability at least because 

(1) the ’997 Provisional, which disclosed that the stability of the 210 mM had been tested, stated 

that higher ionic strengths of “preferably >300mM are required to substantially prevent 

aggregation”; and (2) when that statement was broadened in the ’222 Provisional to assert “[a] 

threshold ionic strength of at least 200 mM is required to prevent vector particle aggregation,” all 

references to the 210 mM test formulation were removed. Id at ¶¶ 135-36, 138, 140, 142, 145, 158, 

161-63, 228-29, 253-54. Further, even if one were to assume that Ms. Robins did not know of the 

contradictory data, she plausibly knew of the experiment (id. at ¶¶ 131, 202), and it is reasonable 
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to infer a specific intent to deceive if her express representation to the PTO was made without 

sufficient knowledge. See 3D Med. Imaging Sys., LLC v. Visage Imaging, Inc., 228 F. Supp. 3d 

1331, 1338-39 (N.D. Ga. 2017) (granting summary judgment of inequitable conduct based on 

patent attorney’s express representation about a fact he admitted having no knowledge about).  

Plaintiffs’ argument that “Novartis has failed to allege any specific factual allegations 

separate from its materiality assertions that would support an inference of intent to deceive” (Opp. 

at 17) is incorrect.2 Novartis’s allegations identify affirmative actions taken by the identified 

individuals, with full appreciation of their materiality and misleading nature, permitting a 

reasonable inference those actions were intended to deceive the PTO.  

C. Plaintiffs’ Interpretation of the Data Cannot Establish Futility 

Plaintiffs devote pages of their opposition to quibbling about whether certain of the 

undisclosed data actually supports Novartis’s positions. Opp. at 11-16. But these arguments 

invariably do not accept Novartis’s allegations as true or view them in the light most favorable to 

Novartis—as required in assessing futility. See Targus, 2021 WL 2291978, at *3-4 (citations 

omitted) (discussing futility analysis). As such, the Court need not entertain Plaintiffs’ arguments 

to resolve this motion. Nevertheless, those arguments lack merit, as set forth below.  

Plaintiffs’ attempts to reconcile the withheld stability data for the 210 mM test formulation 

with Ms. Robins’s material misstatement are belied by the record and, in any case, cannot excuse 

withholding that data from the PTO. Plaintiffs first suggest that the term “extended period” used 

by Ms. Robins during prosecution “refer[s] to the five-day data in Table 3 of the specification.” 

Opp. at 12. But they ignore that the statement was made in the context of an argument that the 

2 Notwithstanding Plaintiffs’ related complaints (Opp. at 8), allegations “upon information and 
belief” are permitted under Rule 9(b) when “essential information lies uniquely within another 
party’s control” as long as “the pleading sets forth the specific facts upon which the belief is 
reasonably based.” Exergen Corp. v. Wal-Mart Stores, Inc., 575 F.3d 1312, 1330 (Fed. Cir. 2009).
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claimed compositions are “commercially viable” (Am. Ans. at ¶¶ 169-174), rendering it entirely 

plausible that Ms. Robins meant, and the Examiner understood, something longer than five days 

as would be relevant for commercial application. Indeed, the inventors each confirmed commercial 

development of an AAV composition requires stability over one or more years of storage. Ex. 24 

at 135:16-23, 149:1-12; Ex. 25 at 141:11-143:17. And, although the term “extended period” 

appears only twice in the specification, in each instance it was used to refer to a period significantly 

longer than five days. Ans. Ex. 1 at 9:60-10:7 (referring to 45-day study assessing the impact of 

preparation and storage on AAV functional activity), 10:40-43 (same). But even if “extended 

period” was interpreted to mean five days, the undisclosed 210 mM test formulation did not 

effectively prevent aggregation at that time point. In fact, the data in Notebook 670 indicates that 

 210 mM formulation  

 (Opp. at 11; Am. Ans. at ¶¶ 218-19),  

 (see Opp. at 4 (citing Ans. Ex. 1 at 9:19-54)).  

Plaintiffs next contradict themselves by asserting that the  for 

the 210 mM formulation  that it prevented aggregation because the claims 

are “not limited to a particular timeframe of storage.” Opp. at 12, n.3. But if the six-day data were 

considered relevant for this reason, so too would the   

 

Am. Ans. at ¶¶ 218-19. Likewise for the  for the 310 mM formulation, which 

indicates that formulation did not prevent aggregation  

. Id. at ¶¶ 218, 220. All in all, not only does the stability data disprove Ms. Robins’s 

assertion during prosecution that the rAAV particles “remain soluble with no aggregation and can 

be stored for an extended period,” it shows sufficient day-to-day variance to question whether it is 
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reliable to support any conclusion about the ability of the compositions to prevent aggregation. 

Plaintiffs’ argument that most (not all) of the undisclosed stability data for  

 . 

Opp. at 13-14. Plaintiffs concede that the data for the 310 mM formulation  

. Id. at 4, 14. Novartis alleges that the selection by 

Dr. Wright and Mr. Bellomy of five days as the timepoint for the data included in Table 3, which 

concealed data showing the 310 mM formulation  

, was intended to deceive the PTO into believing both formulations worked as 

intended— . Am. Ans. at ¶¶ 220, 227. 

Finally, Plaintiffs’ argument that the undisclosed data regarding the filtration experiment 

in Table 2 “still supports claim 6” because “the formulations with an ionic strength greater than 

200 mM still  

” (Opp. at 14-16) also misses the point—there is no evidence that the “at least about 

90%” threshold for recovery following filtration recited in claim 6 constitutes a reliable method of 

assessing significant aggregation.3 That is contrary to what the applicants, specifically Dr. Wright 

and Mr. Bellomy, told the PTO in the specification of the ’222 Provisional Application they jointly 

prepared, which was incorporated in relevant part without modification in the application that 

issued as the ’542 patent. E.g., Am. Ans. at ¶¶ 232-237, 242-45.   

III. CONCLUSION 

For the foregoing reasons, Novartis respectfully requests that the Court grant its motion. 

3 Plaintiffs also discuss a third experiment depicted in Fig. 1B. Opp. at 2. But that experiment is 
irrelevant and could not support the claims of the ’542 patent, at least because the compositions 
did not have the claimed concentration of vector particles and were not stored prior to being tested 
for aggregation. See, e.g., Ex. 24 at 203:17-24 (the concentrations were at most 1x1013 vg/mL prior 
to dilution); Ans. Ex. 1 at 12:45-46 (“data collection is initiated within 10 seconds of mixing”).  
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