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*270 I. Introduction-The Doctrine of Inequitable Conduct 

A. The Origins of the Doctrine of Inequitable Conduct 

The law of inequitable conduct is a judicially created doctrine derived from the doctrine of unclean hands and designed to 
prevent fraud on the Patent Office.1 It was established by the U.S. Supreme Court in Precision Instrument Manufacturing Co. 
v. Automotive Maintenance Machinery Co. and is capable of rendering a fraudulently attained patent unenforceable.2 
Evaluating the public’s interest in the doctrine, the Court stated that “[t]he far-reaching social and economic consequences of 
a patent . . . give the public a paramount interest in seeing that patent monopolies spring from backgrounds free from fraud or 
other inequitable conduct and that such monopolies are kept within their legitimate scope.”3 Following the lead of the courts, 
the U.S. Patent and Trademark Office (PTO) regulations state that “[e]ach individual associated with the filing and 
prosecution of a patent application has a duty of candor and good faith in dealing with the Office, which includes a duty to 
disclose to the Office all information known to that individual to be material to patentability.”4 
  
Since its 1945 Precision Instrument decision, the Supreme Court has left development of the inequitable conduct doctrine to 
the lower courts. Because inequitable conduct relies on the principles of equity, it encompasses technical fraud as well as “a 
wider range of ‘inequitable’ conduct found to justify holding a patent unenforceable.”5 The basic elements of inequitable 
conduct are materiality and intent *271 to deceive.6 “Inequitable conduct resides in failure to disclose material information, or 
submission of false material information, with an intent to deceive, and those two elements, materiality and intent, must be 
proven by clear and convincing evidence.”7 The standard for materiality has settled at what a reasonable examiner would 
consider important, though not necessarily determinative, when deciding whether to allow an application to issue as a patent.8 
But while the standard for materiality has settled, the standard for establishing clear and convincing evidence of intent to 
deceive has varied and continues to do so. 
  

B. The Elimination and the Return of a Negligence Standard for Inferring Deceptive Intent 

In the early years of the Federal Circuit, the court at times used a gross negligence standard to infer deceptive intent.9 As one 
commentator pointed out, the low bar of the gross negligence standard induced alleged patent infringers to assert the 
inequitable conduct defense.10 In 1988, the Federal Circuit noted that “the habit of charging inequitable conduct in almost 
every major patent case has become an absolute plague.”11 Within the same year, the Federal Circuit sat en banc in 
Kingsdown Medical Consultants, Ltd. v. Hollister Inc. and adopted the view that “‘gross negligence’ does not of itself justify 
an inference of intent to deceive”; rather, “the involved conduct, viewed in light of all the evidence, including evidence *272 
indicative of good faith, must indicate sufficient culpability to require a finding of intent to deceive.”12 
  
Though Kingsdown attempted to resolve conflicting precedents and to bring objectivity to charges of inequitable conduct, 
some Federal Circuit panels have slipped back into the “should have known” language that resembles negligence.13 While 
some panels have required evidence of “a deliberate decision to withhold a known material reference,”14 the majority in 
Ferring B.V. v. Barr Laboratories, Inc. found deceptive intent where the patent applicant should have known the materiality 
of the omitted information.15 Dissatisfied with the majority’s “casually subjective standard,” Judge Newman argued in dissent 
that a finding of deceptive intent based on what the patentee should have known “further revives the ‘plague’ of the past.”16 
  

C. Is the Inequitable Conduct Remedy Worse Than the Illness? 

The varied intent standards for inequitable conduct warrant a review of the policy considerations that justify the doctrine and 
its limits. “The threat of inequitable conduct, with its ‘atomic bomb’ remedy of unenforceability, ensures . . . candor and 
truthfulness.”17 Though the inequitable conduct doctrine is necessary to ensure the candor on which our ex parte system of 
patent examination depends, its abuse as a litigation tactic by defendants in patent infringement cases is harmful.18 “The 



 

 

allegation of inequitable conduct opens new avenues of discovery; impugns the integrity of patentee, its counsel, and the 
patent itself; excludes the prosecuting attorney from trial participation (other than as a witness); and even offers the trial court 
a way to dispose of a case without the rigors of claim construction and other complex patent doctrines.”19 
  
*273 The Federal Circuit recognized in Star Scientific, Inc. v. R.J. Reynolds Tobacco Co. that “[j]ust as it is inequitable to 
permit a patentee who obtained his patent through deliberate misrepresentations or omissions of material information to 
enforce the patent against others, it is also inequitable to strike down an entire patent where the patentee only committed 
minor missteps or acted with minimal culpability or in good faith.”20 There is certainly a need to ensure that patentees and 
their attorneys are communicating with the PTO honestly and ethically, but the doctrine does come with significant 
drawbacks. The use of a negligence standard by the courts opens the floodgates for alleged patent infringers to assert the 
inequitable conduct defense on the narrowest of grounds, thus magnifying the issue of “whether the remedy is worse than the 
illness.”21 
  

D. Calls for Reform 

The resurgence of a negligence standard for finding deceptive intent has been followed by calls for reform. A report by the 
National Academies of Science and Engineering recommended eliminating the doctrine of inequitable conduct altogether in 
view of the cost of litigation and what the Academies deemed to be a limited deterrent value.22 Other suggestions have been 
more measured. After calculating that 75% of decisions on inequitable conduct found no violation, one commentator 
suggested assessing attorney fees where allegations of inequitable conduct fail to raise a genuine issue of material fact.23 This 
would presumably deter frivolous charges of inequitable conduct while maintaining the purpose of the doctrine. 
  
Despite the calls from industry and legal commentators, patent reform has not been able to gain legislative traction. The 
Patent Reform Act of 2007 included a provision that tightened the standard for intent, requiring that “specific facts beyond 
*274 materiality of the information misrepresented or not disclosed must be proven.”24 However, the 2007 Act failed to pass 
through Congress,25 and the provision on inequitable conduct has been removed from the bill currently under consideration.26 
Furthermore, the Supreme Court has not directly reviewed the doctrine of inequitable conduct since its 1945 Precision 
Instrument decision.27 Thus, it appears as if it will be up to the Federal Circuit to once again resolve its diverging precedents 
on the requirement of deceptive intent for inequitable conduct. While the Federal Circuit has denied recent requests to revisit 
the issue en banc, the notion seems to be gaining momentum. Multiple opinions have argued that the “should have known” 
standard is inconsistent with Kingsdown.28 Noting the split, Judge Linn wrote a concurring opinion in Larson Manufacturing 
Co. of South Dakota, Inc. v. Aluminart Products Ltd. to “suggest that the time has come for the court to review the issue en 
banc.”29 
  

E. This Note’s Analysis 

This Note analyzes multiple points of contention within the Federal Circuit’s case law regarding the standard for inferring 
deceptive intent when inequitable conduct has been charged. At the heart of the split is the following three-prong test, which 
some Federal Circuit panels have used to find deceptive intent: (1) the applicant failed to supply highly material information; 
(2) the applicant knew of the information and knew or should have known of its materiality; and (3) the applicant *275 failed 
to provide a credible explanation for the withholding.30 Writing separately in Larson Manufacturing, Judge Linn summarized 
his opposition to this test as follows: “The first [prong] is evidence of materiality; the second is evidence of negligence. 
These two prongs are therefore insufficient as a matter of law to establish a clear and convincing ‘threshold level’ of 
deceptive intent before the third prong can ever properly come into play.”31 While the three contested points invariably 
overlap, this Note divides them for individual review. 
  
Part II considers whether an inference of intent based on what the patent applicant “should have known” improperly replaces 
the intent requirement with mere negligence. Part III considers whether requiring the patentee to present a credible 
explanation for the withheld material information improperly relieves the accused infringers of their burden to present clear 
and convincing evidence of deceptive intent. Finally, Part IV analyzes whether the court’s consideration of a high level of 
materiality in the finding of deceptive intent improperly conflates the two basic requirements of materiality and intent. In 
particular, this Note compares the results of Ferring B.V. v. Barr Laboratories, Inc. and Aventis Pharma S.A. v. Amphastar 
Pharmaceuticals, Inc. to other Federal Circuit decisions that more rigidly adhere to the principles set forth in Kingsdown. 
  



 

 

II. Inferring Intent Based on What the Applicant Should Have Known 

A. The Post-Kingsdown Return of a Negligence Standard 

In 1997, the Federal Circuit’s decision in Critikon, Inc. v. Becton Dickinson Vascular Access, Inc. reintroduced a negligence 
standard into the Federal Circuit’s case law.32 Critikon cited Driscoll v. Cebalo,33 which had previously been expressly 
overruled by Kingsdown,34 for the statement that “intent may be inferred where a patent applicant knew, or should have 
known, that withheld information would be material to the PTO’s consideration of the patent application.”35 Despite *276 
Critikon’s inexplicable citation to Driscoll, the result was not necessarily inconsistent with Kingsdown.36 First, evidence 
showed that Critikon’s patent counsel had actual knowledge of the materiality, not merely that he should have known of the 
materiality.37 Critikon’s patent counsel had reviewed the prior art in detail, had cited the prior art in other patent applications, 
and knew that it disclosed an element the patent examiner considered to be a point of novelty in the application.38 
Furthermore, during reissue proceedings with the PTO, Critikon’s patent counsel had failed to inform the PTO of ongoing 
litigation over the original patent and charges of inequitable conduct.39 Together, these circumstances were strong enough to 
infer a “relatively high degree of intent.”40 
  
Critikon’s holding may be reconciled with Kingsdown because the inference of deceptive intent in Critikon did not actually 
rely on the “should have known” standard. However, Critikon’s endorsement of the “should have known” standard spread to 
subsequent cases that relied directly upon the standard to establish an inference that a patentee acted with sufficient 
culpability to justify a holding of inequitable conduct.41 
  

B. Ferring’s Determinative Use of the “Should Have Known” Standard 

More recently, in 2006, the majority in Ferring B.V. v. Barr Laboratories, Inc. quoted Critikon for the flawed proposition that 
“a patentee facing a high level of materiality and clear proof that it knew or should have known of that materiality” can find it 
difficult to prevent “an inference of intent to mislead.”42 As explained below, Ferring’s use of the “should have known” 
standard determined the outcome of the case. Thus, unlike Critikon, the result in Ferring cannot be reconciled with 
Kingsdown. 
  
*277 Ferring involved the nondisclosure of information regarding the affiliations of declarants with the patent assignee.43 Dr. 
Vilhardt was a Ferring employee and the inventor of the patent at issue.44 During prosecution of the patent, the PTO 
examiners suggested that the applicant “obtain evidence from a non-inventor” to support the applicant’s interpretation of a 
critical term.45 Through his counsel, Dr. Vilhardt submitted supporting non-inventor declarations from scientists, Dr. Miller 
and Dr. Czernichow.46 Later, in response to an obviousness challenge, Dr. Vilhardt submitted more supporting declarations, 
this time from Dr. Miller, Dr. Czernichow, Dr. Robinson, and Dr. Barth.47 The problem with these declarations was that they 
did not disclose the limited affiliations between Ferring and three out of the four declarants.48 Based on the nondisclosure of 
these affiliations, the district court granted summary judgment for Barr on the issue of inequitable conduct.49 
  
On review, the Federal Circuit panel set out a three-prong test for intent to deceive in cases where material information was 
withheld during a patent’s prosecution.50 The test asked whether (1) the applicant withheld highly material information; (2) 
the applicant knew of the information and knew or should have known of the materiality of the information; and (3) the 
applicant failed to provide a credible explanation for the withholding.51 Addressing the second prong of the test, the Ferring 
majority relied on the district court’s conclusion that Dr. Vilhardt “was on notice that disinterested affidavits were necessary” 
and that he “knew or should have known that the Ferring affiliations were material.”52 To support its conclusion that the 
information was deliberately concealed, the majority pointed to the circumstances surrounding the submissions of the 
declarations.53 The majority noted that *278 while Dr. Vilhardt submitted a CV, three of the four non-inventor declarants did 
not submit CVs, which would have presumably disclosed any such affiliation.54 Furthermore, Dr. Czernichow, the one 
non-inventor who did submit a CV, did not include his partial research funding from Ferring.55 
  
But as highlighted in Judge Newman’s dissent, more than one reasonable inference can be garnered from the circumstantial 
evidence, and on summary judgment, Ferring was entitled to the most favorable inference.56 Further examination of the 
circumstantial evidence shows the limited scope of the affiliations.57 None of the declarants were paid for their submissions, 
and none of them were employed by or affiliated with Ferring at the time of their declarations.58 Ferring had provided funding 
for equipment used in a clinical trial that Dr. Czernichow previously conducted at his hospital, but Dr. Czernichow’s CV was 
organized such that one would not expect to see partial funding for projects.59 Dr. Barth had been paid “allowances and 



 

 

accommodations and costs” for some experimental work, but he was not engaged in such work at the time of his lone 
declaration.60 Dr. Robinson had previously been a research director at Ferring and then a consultant, but those relationships 
ended before he submitted his lone declaration.61 Finally, Dr. Miller had no research or employment history with Ferring at 
all.62 Based on the limited nature of the affiliations, it is reasonable to infer that Dr. Vilhardt considered each of the 
non-inventor declarants to be disinterested third parties as requested by the PTO *279 examiners. Thus, while the affiliations 
may have been material, they do not prove Dr. Vilhardt intended to deceive the PTO. 
  

C. Comparing Ferring to Other Federal Circuit Decisions 

In Kingsdown, the Federal Circuit sat en banc to establish that gross negligence alone is not enough to warrant a finding of 
deceptive intent.63 Rather, “the involved conduct, viewed in light of all the evidence . . . must indicate sufficient culpability to 
require a finding of intent to deceive.”64 As highlighted in Star Scientific, Inc. v. R.J. Reynolds Tobacco Co., the Federal 
Circuit has interpreted this standard to mean that “[i]n a case involving nondisclosure of information, clear and convincing 
evidence must show that the applicant made a deliberate decision to withhold a known material reference.”65 The Ferring 
majority based its finding of intent on the fact that Dr. Vilhardt was on notice that disinterested affidavits were necessary.66 
But despite the previous affiliations, the evidence did not establish that the declarants were not in fact disinterested parties at 
the time of their declarations.67 As Judge Newman stated in her dissent, “there is no evidence that Dr. Vilhardt even thought 
about whether or not to disclose these affiliations, much less that he made the deliberate decision to withhold material 
information from the PTO.”68 The lack of evidence, or even allegation, that the non-inventor declarants had anything to gain 
as a result of the issuance of the patent undermines the majority’s assertion that the CVs of the declarants were abridged or 
withheld in attempt to deliberately conceal the affiliations to Ferring.69 Thus, as Judge Newman concludes in dissent, the 
majority ignores Kingsdown and improperly “impose[s] a positive inference of wrongdoing” by “replacing the need for 
evidence with a ‘should have known’ standard of materiality, from which deceptive intent is inferred.”70 
  

*280 D. Problems with the “Should Have Known” Standard 

Use of the “should have known” standard for intent is problematic for at least two reasons. First, it is questionable “whether a 
fact-finder who has deemed information to be ‘highly material’ would not also be compelled to conclude that a reasonable 
patentee ‘should have known of the materiality.”’71 Second, “the notion that intent can be established by a ‘knew or should 
have known’ test gives patent experts virtually free rein to interpret the circumstances as breaching an ‘uncompromising 
duty.”’72 Inferences of deceptive intent are easily generated because “[g]iven an inconsistency or two, it is not difficult to 
construct a scenario that would support a position of blameworthy conduct by the patentee.”73 
  
The majority decision in Ferring illustrates both of these problems. First, despite the fact that the declarants had no personal 
stake in the matter and appeared to be disinterested parties,74 the majority followed a finding of materiality with a finding that 
Dr. Vilhardt should have known of the materiality.75 Second, the majority draws support for a finding of deceptive intent from 
the fact that Dr. Czernichow was the only non-inventor declarant to submit a CV and his CV did not disclose his affiliation 
with Ferring.76 This support was drawn despite the fact that given the organization of Dr. Czernichow’s CV, one would not 
expect to find partial funding for a research project on the CV.77 As the dissent points out, “the most reasonable inference . . . 
is that Dr. Czernichow’s relationship with Ferring was so remote as to not be worthy of listing on his CV.”78 
  
The “should have known” standard invites an analysis of inequitable conduct that overly emphasizes materiality over intent. 
The standard also allows interpretations *281 of marginal circumstances to be twisted into blameworthy conduct. Thus, it is 
not surprising that the defense of inequitable conduct is regaining its pre-Kingsdown popularity. In response, the Federal 
Circuit should fully adopt Star Scientific’s more stringent standard requiring evidence of a deliberate decision to deceive the 
PTO. This adoption would prevent holdings that go too far in establishing deceptive intent and would defend against the 
return of the “plague.” 
  

III. Burden Shifting 

A. The Origins of Burden Shifting in Inequitable Conduct Cases 

The return of a negligence standard for inferring deceptive intent has been coupled with a burden-shifting mechanism that 



 

 

requires the patentee to explain the nondisclosure of material information. In 1987, the Federal Circuit panel in FMC Corp. v. 
Manitowoc Co. stated that one who alleges inequitable conduct must offer clear and convincing proof of intent to mislead the 
PTO, but that a patentee can rebut such evidence with proof that the failure to disclose material information was not the result 
of intent to mislead the PTO.79 This first statement is consistent with the proposition that the alleged patent infringer has the 
burden to first prove deceptive intent with clear and convincing evidence. However, FMC Corp. planted the seed of burden 
shifting when the panel also stated that “a patentee facing a high level of materiality and clear proof that it knew or should 
have known of that materiality, can expect to find it difficult to establish ‘subjective good faith’ sufficient to prevent the 
drawing of an inference of intent to mislead.”80 
  
This presumption against the patentee establishing subjective good faith in the face of high materiality has propagated 
through the Federal Circuit’s case law.81 It has been accompanied by a conflicting statement that “[m]ateriality does not 
presume intent, which is a separate and essential component of inequitable conduct.”82 At least one commentator has 
recognized the inconsistency of these statements. “If materiality does not presume intent, then a patentee facing a high level 
of materiality should not have to establish subjective good faith because in the absence of *282 other evidence the defendant, 
who bears a clear and convincing burden of proof, has not established the basis for an inference of an intent to deceive.”83 
  
As seen in Parts III.B and III.C, the Federal Circuit is split on when to shift the burden of proof regarding deceptive intent to 
the patentee. Some panels have shifted the burden based on evidence of materiality and negligence, while other panels have 
more rigidly required the accused infringer to first provide clear and convincing evidence of deceptive intent independent 
from evidence of materiality and negligence. 
  

B. Burden Shifting in Ferring 

The FMC Corp. presumption surfaced as part of the three-prong test in Ferring, which requires the patentee to provide a 
credible explanation for the withheld material information.84 The Ferring test stated that summary judgment on the issue of 
intent is proper if (1) the applicant failed to supply highly material information; (2) the applicant knew of the information and 
knew or should have known of its materiality; and (3) the applicant failed to provide a credible explanation for the 
withholding.85 After finding that the withheld information was highly material and that the applicant should have known of 
the materiality, the Ferring majority held that Ferring “bore the burden of submitting an affidavit from Vilhardt to contradict 
the movant’s evidence of intent if they believed that testimony from Vilhardt would establish credible evidence for the 
withholding.”86 Since Ferring failed to provide a credible explanation in response to Barr’s motion for summary judgment, 
the panel majority found intent to deceive and affirmed the district court’s grant of summary judgment to Barr.87 
  
The Ferring majority quoted Paragon Podiatry Laboratory, Inc. v. KLM Laboratories, Inc. for the justification that when a 
movant has “made a prima facie case of inequitable conduct by satisfying both elements thereof, the burden shift[s] to [the 
nonmovant] to come forward with evidence which would require reassessment of the validity of the defense.”88 This 
statement illuminates the crux of the  *283 disagreement between the majority and the dissent in Ferring: determining what 
constitutes a prima facie case of inequitable conduct. 
  
The Ferring majority apparently considered fulfillment of the first two prongs of the test to be sufficient to present a prima 
facie case.89 The majority proceeded to the third burden-shifting prong after finding that (1) the affiliations of the 
non-inventor declarants were highly material; and (2) the applicant knew of the affiliations, and that the applicant knew or 
should have known the materiality of the affiliations.90 In fairness, it should be noted that the majority’s analysis did discuss 
other evidence, including circumstantial evidence that the non-inventor declarants either did not submit CVs, or submitted 
CVs that did not include their affiliations with Ferring.91 However, this evidence was discussed only in response to the 
patentee’s attempt to establish a credible explanation after the burden of proof had already shifted.92 
  
As the Ferring dissent argues, the majority incorrectly relied on Paragon Podiatry for when a prima facie case of deceptive 
intent is established.93 “Paragon involved an affirmative misrepresentation, not an omission, and that case contains no 
suggestion of a ‘should have known’ standard of materiality.”94 In Paragon Podiatry, the patentee submitted supportive 
affidavits that were drafted with “deliberate artfulness” to affirmatively misrepresent company stockholders as disinterested 
third parties by carefully stating that they had “not been in the past employed by,” nor did they “intend in the future to 
become employed by Paragon.”95 Unlike the evidence in Paragon Podiatry, the picture in Ferring is not so clear.96 Despite 
their previous affiliations, the Ferring declarants were not connected to Ferring at the time of their submissions.97 Unlike the 
stockholders in Paragon Podiatry, the *284 Ferring declarants had nothing to gain from the issuance of the patent.98 A key 



 

 

factor in the Ferring majority’s opinion was that Dr. Vilhardt “was on notice that disinterested affidavits were necessary.”99 
But there was “no evidence, or even an allegation, that any of these scientists had anything to gain or lose as a result of the 
issuance of the [patent].”100 
  
Judge Newman’s dissent in Ferring repeats the commonly stated rule that “there must be clear and convincing evidence that 
the applicant made a deliberate decision to withhold a known material reference.”101 But unlike the majority, Judge Newman 
draws a clear line between evidence of materiality and negligence, and evidence of deceptive intent.102 Since there was no 
evidence of a deliberate decision, Judge Newman found that “[i]n its motion for summary judgment, Barr put forward no 
evidence of deceptive intent.”103 
  
Consistent with Judge Newman’s Ferring dissent, Judge Linn wrote separately in Larson Manufacturing Co. of South 
Dakota, Inc. v. Aluminart Products Ltd. and specifically pointed out the burden-shifting problem of the three-prong test for 
deceptive intent.104 “The first [prong] is evidence of materiality; the second is evidence of negligence. These two prongs are 
therefore insufficient as a matter of law to establish a clear and convincing ‘threshold level’ of deceptive intent before the 
third prong can ever properly come into play.”105 The burden-shifting function of the “credible explanation” prong is 
problematic because “it is the ‘accused infringer’--not *285 the patentee--who ‘must prove by clear and convincing evidence 
that the material information was withheld with the specific intent to deceive the PTO.’”106 
  

C. Star Scientific’s Requirement of Clear and Convincing Evidence Before Shifting the Burden 

In the same mold as Judge Newman’s Ferring dissent and Judge Linn’s Larson Manufacturing concurrence, the panel’s 
decision in Star Scientific, Inc. v. R.J. Reynolds Tobacco Co. explicitly held that “[t]he patentee need not offer any good faith 
explanation unless the accused infringer first carried his burden to prove a threshold level of intent to deceive by clear and 
convincing evidence.”107 Star Scientific involved a piece of potentially material information that was not disclosed due in part 
to a change of law firms.108 The alleged infringer accused Star Scientific of changing law firms during the prosecution of the 
patent in order to deliberately prevent the original firm from disclosing the Burton letter, which contained potentially material 
information.109 Star Scientific’s witnesses testified that they changed law firms because a key partner passed away and 
another attorney at the firm had performed unsatisfactorily.110 However, the district court deemed this testimony not to be 
credible, and the determination of no credibility provided a major basis for its finding of deceptive intent.111 
  
On appeal, the Star Scientific panel noted that the alleged infringer “failed to elicit any testimony or submit any other 
evidence indicating that Star knew what the Burton letter said” prior to changing firms, “or that the letter was a reason for 
changing firms.”112 Furthermore, contrary to the defendant’s “quarantine” theory, the inventor’s unchallenged testimony 
stated that he had never even seen the Burton *286 letter prior to the litigation.113 Without clear and convincing evidence of 
deceptive intent, the Federal Circuit held that “RJR [could not] carry its burden simply because Star failed to prove a credible 
alternative explanation.”114 Accordingly, the Federal Circuit held that the district court’s finding of deceptive intent was 
clearly erroneous and reversed the holding of inequitable conduct.115 
  

D. Adopting the “Single Most Reasonable” Inference Rule 

As recognized in many inequitable conduct cases, including Star Scientific and Ferring, the difficulty with proving intent is 
that direct evidence is rarely available.116 Thus, intent or lack thereof is typically inferred from the facts and circumstances 
surrounding the failure to disclose material information.117 The dependence on an inference from circumstantial evidence has 
undoubtedly contributed to a split. While some panels use evidence of materiality and negligence to infer intent,118 other 
panels require further evidence deemed to be independent from evidence of materiality and negligence.119 Further clouding 
the issue is that one set of facts can often support multiple reasonable inferences.120 Thus, it can be difficult to determine when 
an alleged patent infringer, asserting a defense of inequitable conduct, has in fact met its initial burden to establish intent to 
deceive. 
  
*287 The Federal Circuit panel in Scanner Technologies Corp. v. ICOS Vision Systems Corp. addressed the issue of multiple 
reasonable inferences, stating that “[w]henever evidence proffered to show either materiality or intent is susceptible of 
multiple reasonable inferences, a district court clearly errs in overlooking one inference in favor of another equally 
reasonable inference.”121 Building on Scanner Technologies, the panel in Star Scientific held that “the inference must not only 
be based on sufficient evidence and be reasonable in light of that evidence, but it must also be the single most reasonable 



 

 

inference able to be drawn from the evidence to meet the clear and convincing standard.”122 
  
To best adhere to the en banc precedent of Kingsdown, courts should adopt Star Scientific’s “single most reasonable” 
inference test. Courts should not find that parties alleging inequitable conduct have met their burden to show clear and 
convincing evidence of deceptive intent until they have at least established that the single most reasonable inference is 
deceptive intent. More clearly than other precedents, the rule articulates a baseline before evidence of deceptive intent can be 
determined to be clear and convincing. If deceptive intent is not the single most reasonable inference, it cannot be said that 
deceptive intent was “highly probable” and thus satisfied the requirement for clear and convincing evidence.123 Furthermore, 
the rule prompts a comparison between evidence of bad faith and evidence of good faith. Such a comparison keeps 
evidentiary analysis in line with Kingsdown’s requirement that “all the evidence, including evidence indicative of good 
faith,” be considered before the court finds “sufficient culpability to require a finding of intent to deceive.”124 
  

IV. The Conflation of Materiality and Intent 

A. The History of the “Sliding Scale” of Materiality and Intent 

Prior to the formation of the Federal Circuit, there were multiple standards regarding the interplay of materiality and intent. 
The Seventh Circuit clearly separated its analysis of these two elements. In Scott Paper Co. v. Fort Howard Paper Co., the 
patentee had not disclosed to the Patent Office two pieces of known prior *288 art, which were later held at trial to invalidate 
the patent as obvious.125 Without “clear, unequivocal and convincing evidence” of a deliberate misrepresentation, the Seventh 
Circuit refused to find that the Patent Office had been defrauded despite the high materiality of the withheld information.126 
On the other hand, the First Circuit considered the analysis of materiality and intent to be directly related.127 The First 
Circuit’s decision in Digital Equipment Corp. v. Diamond specifically stated that “‘materiality’ and ‘culpability’ are often . . . 
intertwined, so that . . . a greater showing of the materiality of withheld information would necessarily create an inference 
that its nondisclosure was ‘wrongful.”’128 
  
Soon after the formation of the Federal Circuit in 1982, the court’s holding in American Hoist & Derrick Co. v. Sowa & 
Sons, Inc. adopted the First Circuit’s view that the analyses of materiality and intent were interrelated.129 American Hoist 
suggested that where materiality was high, evidence lower than that of gross negligence may be sufficient to infer deceptive 
intent.130 But where “a reasonable examiner would merely have considered particular information to be important but not 
crucial” to patentability, a showing of “more than gross negligence or recklessness may be required.”131 As illustrated below, 
the subsequent application of a sliding scale between materiality and intent has raised questions of whether the analysis of 
materiality has been overemphasized, to the exclusion of an independent analysis of intent to deceive.132 
  

B. Aventis’s Use of the “Sliding Scale” 

The district court in Aventis Pharma S.A. v. Amphastar Pharmaceuticals, Inc. used a sliding scale for materiality and intent, 
stating that “[t]he quantum of proof required to show intent is tied to materiality; the ‘more material the omission or the 
misrepresentation, the lower the level of intent required to establish inequitable *289 conduct.”’133 The case involved a 
submission of misleading information comparing a drug compound claimed in the patent application to a prior art drug 
compound.134 Dr. Uzan, an employee of Aventis, submitted information to the PTO comparing the half-life of the claimed 
drug compound to the half-life of the prior art.135 But Dr. Uzan’s submission failed to clearly indicate that different doses 
were used for the different compounds.136 Though Aventis did not dispute that Dr. Uzan knew of the different dose levels, it 
did dispute the assertion that Dr. Uzan withheld the dose information with an intent to mislead, instead of by an inadvertent 
mistake.137 
  
The finding of intent turned on whether there was a legitimate reason for the different-dose information to be submitted in the 
first place.138 Dr. Uzan claimed that the different-dose half-life comparison was reasonable because it addressed an 
obviousness rejection by showing different properties of the different drug compounds at their respective clinically and 
therapeutically relevant doses.139 But the district court found Dr. Uzan’s clinical justification for the different-dose 
comparison to be unreasonable because the justification presumed compositional differences, and with respect to a prior art 
anticipation rejection, “the [patent examiner] was concerned precisely with the open question of compositional difference.”140 
And to establish compositional difference, the properties of compounds must be compared at the same dose.141 Furthermore, 
the district court noted that only the forty mg dose (and not the twenty mg, sixty mg, or eighty mg dose) of the claimed *290 



 

 

drug compound showed a statistically significant half-life difference over the prior art compound at sixty mg, and the 
disclosure compared only the forty mg dose of the claimed drug to the unlabeled sixty mg dose of the prior art drug.142 The 
district court did not believe the “magnitude of [this] coincidence,” and thus inferred that Aventis and Dr. Uzan had 
“‘cherry-picked’ the one dose permitting a favorable comparison” to the prior art.143 
  
The district court used the three-prong test from Ferring, inquiring whether (1) the applicant failed to supply highly material 
information; (2) the applicant knew of the information, and knew or should have known of the information’s materiality; and 
(3) the applicant did not provide a credible explanation.144 Applying the test, the court concluded that a “finding of deceptive 
intent is legitimate” because “[t]he elements of nondisclosure and high materiality have been admitted, and no credible 
excuse demonstrated.”145 But the Federal Circuit’s en banc holding in Kingsdown requires that “the involved conduct, viewed 
in light of all the evidence, including evidence indicative of good faith, must indicate sufficient culpability to require a 
finding of intent to deceive.”146 On appeal, Judge Rader, in dissent, highlighted evidence of good faith that the district court 
and the affirming majority at the Federal Circuit failed to take into account.147 
  
In his dissent, Judge Rader criticized how “the judicial process has too often emphasized materiality almost to the exclusion 
of any analysis of the lofty intent requirement for inequitable conduct.”148 Vital to Judge Rader’s dissent were three points 
suggesting that Dr. Uzan lacked deceptive intent. First, Dr. Uzan merely assembled data supplied by other scientists, and 
some of the data he received did not have the dosage information.149 Thus he did not “conceal data that were otherwise *291 
present.”150 Second, “the absence of a dosage in subsection 3 [was] blatantly obvious” when viewed in connection with 
subsections 1, 2, and 4, which all contained indications of dosage.151 Such a conspicuous omission suggests an inadvertent 
error more than an intent to deceive.152 Finally, with a “candor [that] is inconsistent with deceptive intent,” Dr. Uzan himself 
revealed the error in a later submission.153 Judge Rader concluded that while Dr. Uzan’s omission may have been negligent, 
his actions “[did] not rise to the level of intent to deceive, particularly in comparison with Kingsdown.”154 
  
Though the determination of the case in Kingsdown was a panel decision and not en banc like the “Resolution of Conflicting 
Precedent” section, the case still provides a useful reference to compare to the facts of Aventis. The patentee in Kingsdown 
filed a continuation application, and in the process of copying twenty-two claims that had been previously allowed, he 
mistakenly copied the rejected preamendment version of one of the claims.155 The Federal Circuit deemed this negligent act to 
lack deceitful intent.156 Important to the court’s analysis was the fact that the act seemed to be a mere “ministerial act” 
involving two claims in which the differences were easy to overlook.157 
  
*292 In the Aventis dissent, Judge Rader relies on evidence of good faith to suggest a lack of culpability.158 Particularly 
noteworthy is that Dr. Uzan merely submitted data that he had gathered, and did not conceal evidence that was otherwise 
already there.159 While Dr. Uzan’s omission was not as easy to overlook as the error in Kingsdown, Judge Rader concluded 
that if Dr. Uzan had intended to deceive, he would not have made the omission so conspicuous.160 This evidence suggests that 
Dr. Uzan’s omission was a ministerial error like the one in Kingsdown.161 
  
While the district court considered circumstantial evidence surrounding the different dosage levels to support its finding of 
deceptive intent, its conclusion on intent still indicates a heavy reliance on materiality. Illustrating the importance placed on 
the materiality of the dosage information, the court noted that “[d]osage was the fulcrum on which Aventis’ entire case for 
patentability turned.”162 Furthermore, in its conclusion on the element of intent, the court found that “[t]he elements of 
nondisclosure and high materiality have been admitted, and no credible excuse demonstrated.”163 But this finding shifted the 
burden to Aventis based on the elements of nondisclosure and the high materiality, regardless of other circumstantial 
evidence.164 This reliance on materiality does not comport with the district court’s and the Federal Circuit’s statements that 
materiality does not presume intent.165 
  

C. The Expansion of the Sliding Scale Standard 

The Federal Circuit’s affirmation in Aventis, ignoring the fact that the PTO had since reissued the patent without depending 
on the allegedly highly material information, shows that the sliding scale standard has expanded beyond its origins. When the 
Federal Circuit first adopted the sliding scale in American Hoist, it considered *293 different tests for materiality ranging 
from the objective “but for” standard to the “reasonable examiner” standard.166 Under the objective “but for” standard, the 
“misrepresentation was so material that the patent should not have issued,” and under the “reasonable examiner” standard, 
information was material if “there [was] a substantial likelihood that a reasonable examiner would consider it important.”167 
American Hoist suggested that where the “but for” inquiry for materiality was satisfied, a showing of less than gross 



 

 

negligence may be sufficient to infer deceptive intent.168 But where “a reasonable examiner would merely have considered 
particular information to be important but not crucial” to patentability, a showing of “more than gross negligence or 
recklessness may be required, and good faith judgment or honest mistake might well be a sufficient defense.”169 Despite the 
distinction made in American Hoist, the Federal Circuit has shifted over time toward exclusive use of the lesser “reasonable 
examiner” standard.170 This shift toward the lesser standard for materiality expands the sliding scale if the lesser standard for 
materiality is not accompanied by a more rigid standard for deceptive intent. 
  
As stated in Judge Rader’s dissent in Aventis, before Aventis filed the infringement suit against the defendants, the company 
filed for a reissue of the patent without the half-life data that became controversial at trial.171 The Patent Office subsequently 
reissued the patent with all of its original independent claims.172 Thus, while the half-life information may have been material 
under the “reasonable examiner” standard, it is evident that the half-life data was not necessary for patentability and would 
not have satisfied the objective “but for” standard for materiality. 
  
*294 However, the district court in Aventis analyzed the issue of intent assuming the information was highly material, going 
so far as to assert that “[d]osage was the fulcrum on which Aventis’ entire case for patentability turned.”173 The Federal 
Circuit held that the district court correctly “relied on the well-settled principle . . . that a reissue proceeding cannot 
rehabilitate a patent held to be unenforceable due to inequitable conduct.”174 But regardless of whether the original patent can 
be rehabilitated, the reissue itself is evidence that the controversial half-life data in the original patent application was not 
highly material. At the most, the half-life data can be characterized as material under the lower “reasonable examiner” 
standard. Thus, while the courts were correct to analyze intent based on the conduct associated with the original patent 
application, they should have done so in the context of a low level of materiality rather than the high level of materiality that 
seemed apparent prior to the reissue. 
  
Still, the district court in Aventis analyzed the issue of intent in the context of a highly material omission.175 Specifically, the 
district court stated that it “may consider what he who failed to supply highly material information should have known about 
the information’s materiality.”176 As previously discussed, the “should have known” language represents a negligence 
standard.177 Furthermore, when considering the evidence of good faith discussed in Judge Rader’s dissent, Dr. Uzan’s actions 
appear to be limited to gross negligence rather than a deliberate attempt to mislead.178 Thus, by upholding the district court’s 
finding of inequitable conduct, the Aventis majority arguably endorsed a sliding scale standard where inequitable conduct 
can be found based on the combination of gross negligence and a low level of materiality. 
  
As shown, Aventis expands the application of the sliding scale standard past the limits of American Hoist, which required a 
showing of “more than gross negligence” if a reasonable examiner merely would have considered the information to *295 be 
“important but not crucial” to patentability.179 Given the Federal Circuit’s use of the “should have known” standard for 
inferring deceptive intent and the shift toward exclusive use of the broad “reasonable examiner” standard for materiality, this 
expansion seems likely to continue. 
  

D. Alternative Method of Balancing Materiality and Intent 

In contrast to Aventis, the Federal Circuit’s decision in Star Scientific stressed a cleaner separation of the elements of 
materiality and intent and provided firm support to the rule that “materiality does not presume intent, which is a separate and 
essential component of inequitable conduct.”180 Consistent with this rule, Star Scientific required that the sliding scale 
between materiality and intent must not be applied until after the threshold level of both materiality and intent have been 
individually established by clear and convincing evidence.181 Only after “the facts of materiality and intent to deceive [have 
been] proven” may the district court “balance the substance of those now-proven facts and all the equities of the case to 
determine whether the severe penalty of unenforceability should be imposed.”182 “It is this balancing that is committed to the 
district court’s discretion.”183 
  
To combat the expansion of the doctrine of inequitable conduct seen in Aventis, the Federal Circuit should rigidly uphold 
Star Scientific’s requirement that the sliding scale between materiality and intent must not be applied until after the threshold 
level of both materiality and intent have been individually established by clear and convincing evidence. 
  

V. Conclusion 



 

 

The difficulty with proving intent is that direct evidence is rarely available, and thus intent must be inferred from indirect and 
circumstantial evidence.184 *296 Without direct evidence, there will always be the danger of inferring too much on the one 
hand and the danger of inferring too little on the other hand. But unlike other areas of the law that require an inference of 
intent, patent law has a backstop when it comes to inequitable conduct and the unenforceability of a patent. Court decisions 
involving withheld material information may also hold that a patent is rendered invalid if the withheld information shows the 
patent to be anticipated or made obvious by prior art. A study of patent cases between 1995 and 2004 shows that where 
inequitable conduct was held, and a ruling on validity was made, a staggering 89% of inequitable conduct holdings were 
accompanied by invalidity holdings.185 This data suggests that in cases where highly material information was withheld, 
patentees were likely to lose patent rights regardless of the holding on inequitable conduct. Thus, there is room to combat the 
“plague” by rigidly enforcing the accuser’s burden of proof to establish deceptive intent with clear and convincing evidence 
without substantially weakening the deterrent value of the threat of losing patent rights.186 
  
In this light, the Federal Circuit should abandon the three-prong test of Ferring, which allows the court to shift the burden of 
proof to the defendant based solely on a high level of materiality and a finding that the patentee should have known of that 
materiality. To better comply with Kingsdown and to defend against the “plague” that Kingsdown was designed to address, 
the court should fully adopt the rigid standards of Star Scientific. Adopting the “single most reasonable” inference test would 
ensure that an analysis of intent complies with Kingsdown’s mandate that all evidence, including evidence of good faith, is 
considered. Furthermore, requiring evidence of a deliberate decision to mislead the PTO would ensure that the analysis of 
intent is not unduly influenced by materiality and that a loss of patent rights under the doctrine of inequitable conduct is 
based on sufficient culpability rather than minor missteps made during prosecution. 
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