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‘evidence that the applicant (1) made an affi rmative 
misrepresentation of material fact, failed to disclose 
material information, or submitted false material 
information, and (2) intended to deceive’” the USPTO 
during prosecution.10 The burden is on the party asserting 
the defense to demonstrate, by clear and convincing 
evidence, at least a threshold level of both an intent to 
deceive and the materiality of the deception.11 If, but only 
if, these burdens are met, the trial court then performs 
an equitable balancing of the levels of materiality and 
intent to determine whether the patentee’s conduct was 
suffi ciently egregious to warrant rendering the entire 
patent unenforceable.12 In this regard, although “a greater 
showing of one factor allow[s for] a lesser showing of the 
other,”13 materiality and intent are independent elements, 
both of which must be proved, and an insuffi cient 
showing of one cannot be overcome no matter how strong 
the evidentiary showing with regard to the other.14

Nevertheless, several Federal Circuit panel decisions 
had raised questions as to the limits of the inequitable 
conduct defense.15 For example, in Ferring B.V. v. Barr 
Labs., Inc., the court held that a patentee’s failure to 
disclose his or her prior business relationships with 
declarants who, during prosecution, had provided 
affi davits in support of patentability constituted material 
misrepresentations, and a conclusion that the applicant 
“knew or should have known” that the undisclosed 
relationships were material satisfi ed the intent element.16 
Notably, in Kingsdown the court had previously rejected 
the notion that intent could be established by a fi nding 
of “gross negligence,”17 such as where a patentee 
“should have known” of the materiality of undisclosed 
information.18

The same year Ferring was decided (2006), in Digital 
Control, Inc. v. Charles Mach. Works,19 the Federal Circuit 
reaffi rmed the relevance of the broad scope of materiality 
embodied in prior Rule 56—which had provided that 
information is material “where there is a substantial 
likelihood that a reasonable examiner would consider it 
important in deciding whether to allow the application 
to issue as a patent”20—even though Rule 56 had been 
modifi ed following Kingsdown to replace the reasonable 
examiner standard with one that was more objective and 
specifi c.21 And, the year following the Digital Control and 
Ferring decisions, the Federal Circuit held in McKesson 
Information Solutions, Inc. v. Bridge Medical, Inc.22 that the 
rejection of claims during prosecution of one patent is 
information that is material to the prosecution of a related 
application, even if the pertinent claims of the copending 
applications are not “substantially similar,”23 provided 
that “‘a reasonable examiner would substantially likely 

I. Introduction
In May 2011, the Federal Circuit issued a landmark 

en banc ruling in Therasense, Inc. v. Becton, Dickinson & 
Co. that redefi ned the doctrine of inequitable conduct.1 
A judge-made doctrine that evolved from the principle 
of unclean hands to deny patent rights to those who 
engaged in deceptive misconduct in obtaining patents,2 
the doctrine of inequitable conduct had become so 
commonly invoked as a defense in patent litigation that 
in 1988 the Federal Circuit famously stated that it had 
become “an absolute plague.”3 

One benefi t of succeeding on such a defense is that 
a fi nding of inequitable conduct as to even one claim 
renders an entire patent unenforceable, irrespective of 
its validity, a consequence that may also befall other 
members of the patent’s family within a portfolio,4 
leading the Federal Circuit to note that “the remedy for 
inequitable conduct is the ‘atomic bomb’ of patent law.”5 

Prior to its ruling in Therasense, not since its 1988 
decision in Kingsdown Med. Consultants, Ltd. v. Hollister 
Inc. had the Federal Circuit issued a decision en banc 
in an attempt to limit invocation of the doctrine to 
cases in which it was most appropriate.6 Nevertheless, 
the percentage of patent lawsuits in which inequitable 
conduct is pled has risen, particularly over the past 
decade, perhaps due to expansion of the doctrine’s scope 
in several post-Kingsdown Federal Circuit decisions.7

Finding that inequitable conduct had “metastasized” 
and had been “overused to the detriment of the public,”8 
the Federal Circuit determined that the time was ripe 
to again address the issue en banc in order to stem the 
“resurgence of the plague that Kingsdown had intended to 
cure.”9

This article discusses the holding in Therasense in the 
context of other pertinent decisions and the effect the 
holding may have on patent practice. Part II is a general 
overview of the elements of inequitable conduct—i.e., 
materiality and intent. Parts III and IV discuss the Federal 
Circuit’s articulation in Therasense of the standards for 
materiality and intent, respectively, demonstrating how 
the decision is expected to engender a greater degree of 
stringency in subsequent analyses of inequitable conduct 
claims. Part V discusses the possible consequences of 
Therasense, with attention to issues that remain to be 
settled.

II. The Core Elements of Inequitable Conduct: 
Materiality and Intent

To successfully assert the defense of inequitable 
conduct, the alleged infringer “must present 
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to be too broad.40 Rule 56 also holds that information 
is material if “’[i]t refutes, or is inconsistent with, 
a position the applicant takes’’” in arguing for 
patentability or against unpatentability.41 The court 
rejected this formulation on the ground that it “broadly 
encompasses anything that could be marginally relevant 
to patentability.”42 Because the materiality element of the 
inequitable conduct holding under review in Therasense 
had been analyzed in accordance with current Rule 56, 
the Federal Circuit reversed the inequitable conduct 
holding and remanded the case to the district court for 
a determination of whether the nondisclosed material 
satisfi ed the new “but-for materiality” test.43

IV. Intent to Deceive Must Be “Knowing and 
Deliberate”

The Federal Circuit emphasized in Therasense that 
sustaining the intent element of inequitable conduct 
requires the alleged infringer to “prove by clear and 
convincing evidence that the applicant knew of the 
reference, knew that it was material, and made a 
deliberate decision to withhold it.”44 In this regard, the 
court reiterated that a mere showing of gross negligence 
or that an applicant should have known of the materiality 
of undisclosed information does not establish that the 
patentee acted with the specifi c intent to deceive the 
USPTO.45 Acknowledging that “direct evidence of 
deceptive intent is rare,” however, the court reaffi rmed 
that “a district court may infer intent from indirect and 
circumstantial evidence.”46 

To meet the clear and convincing evidentiary 
standard in such a case, the court cautioned that 
“the specifi c intent to deceive must be ‘the single 
most reasonable inference able to be drawn from the 
evidence,’”47 and “the evidence ‘must be suffi cient to 
require a fi nding of deceitful intent in the light of all 
the circumstances.’”48 Finally, because the burden of 
proof lies on the party asserting inequitable conduct, 
the patentee must provide a good-faith explanation for 
withholding a material reference only in rebuttal, where 
an intent to deceive has fi rst been demonstrated by clear 
and convincing evidence.49 In that regard, because the 
district court’s fi nding of intent to deceive was premised 
on the “should have known” standard and “the absence 
of a good faith explanation for failing to disclose” the 
briefs in question, the Federal Circuit directed the trial 
court, on remand, to “determine whether there is clear 
and convincing evidence that [the patentees] knew of the 
[European Patent Offi ce] Briefs, knew of their materiality, 
and made the conscious decision not to disclose them in 
order to deceive” the USPTO.50

V. Conclusion
The Federal Circuit now requires a showing, by the 

preponderance of the evidence, that a claim would not 
have been allowed had undisclosed information been 
disclosed—i.e., a “but-for materiality” test—and, by 

consider [such information] important in deciding 
whether to allow an application to issue as a patent.’”24

III. Therasense: “But-for Materiality”
The patentee in Therasense brought a patent 

infringement suit against competitors, who responded 
with a defense of inequitable conduct pertaining to 
assertions made to the USPTO during prosecution of the 
patent in suit.25 The patentee had argued that contested 
language of one of its prior patents did not disclose an 
essential limitation of the patent in suit.26 However, 
during prosecution of the European counterpart of 
the prior patent, the patentee had submitted briefs 
that seemed to argue that it did teach such a limitation 
and did not disclose these briefs to the USPTO during 
examination of the patent in suit.27 The trial court found 
that the nondisclosure amounted to inequitable conduct 
and held the patent unenforceable.28 A panel of the 
Federal Circuit affi rmed, and the patentee petitioned for 
rehearing en banc.29

Recognizing the problems that unfettered inequitable 
conduct litigation imposes on the courts and patent 
practice and the failure of the Kingsdown decision to 
fully remedy the situation by addressing only the intent 
element, the en banc court in Therasense articulated a 
more stringent materiality standard.30 By analogy to 
other areas of intellectual property law,31 the court held 
that an undisclosed prior art reference is material only 
if the USPTO “would not have allowed a claim had it 
been aware of the undisclosed prior art.”32 To conduct 
this analysis, a court is to give claims their broadest 
possible interpretation, and the alleged infringer must 
demonstrate “but-for materiality” by a preponderance 
of the evidence.33 The Federal Circuit noted that because 
of the higher burden of proof required to invalidate 
claims, a district court’s invalidation of a claim on the 
basis of a deliberately withheld reference is suffi cient, 
but not necessary, to demonstrate the reference’s but-for 
materiality.34 The court also noted an exception to the 
requirement of but-for materiality, specifi cally for cases 
of “affi rmative egregious misconduct.”35 For example, as 
opposed to mere nondisclosure of a prior art reference,36 
“the fi ling of an unmistakably false affi davit” can 
constitute such egregious misconduct as to obviate a but-
for materiality determination.37 

Furthermore, in declining to “abdicat[e] its 
responsibility to determine the boundaries of inequitable 
conduct” by deferring to the USPTO’s rules, the Federal 
Circuit explained that a defi nition of materiality 
as any violation of current Rule 56 would be too 
broad.38 Rule 56 currently holds that noncumulative 
information is material if “’[i]t establishes, by itself or 
in combination with other information, a prima facie 
case of unpatentability.’”39 Because this formulation 
encompasses even information the patentee might 
have been able to render irrelevant through subsequent 
argument or explanation, the Federal Circuit found it 
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clear and convincing evidence, that such information 
was withheld with the specifi c intent of deceiving the 
USPTO—i.e., a “knowing and deliberate” test for intent.51 
By “tighten[ing] the standards for both intent and 
materiality,”52 Therasense, together with another recent 
holding requiring that inequitable conduct be pled in 
accordance with the heightened particularity standards 
of FED. R. CIV. P. 9(b),53 has the potential to stem the 
untoward tide of inequitable conduct litigation. Indeed, 
the Federal Circuit has already reversed a district court’s 
fi nding of inequitable conduct for failure to apply the 
“but-for materiality” and intent analyses articulated in 
Therasense.54 Another consequence of the holding, which 
was alluded to in Therasense, may be a reduction in the 
prolixity of references with which applicants have felt 
compelled to “deluge” the USPTO during prosecution 
because of the “shadow of the hangman’s noose” cast 
by an overly broad inequitable conduct doctrine, with a 
potential to streamline the examination process.55

However, the holding’s impact may well depend on 
whether the Supreme Court hears an appeal from the 
Federal Circuit’s decision, believed by many to be likely.56 
Another pending issue is whether, in light of the Federal 
Circuit’s expression in Therasense of an unfavorable 
view of Rule 56,57 the USPTO will alter the rule so 
as to bring applicants’ duty to disclose information 
during examination in line with the but-for materiality 
standard. Indeed, the USPTO proposed an amendment 
to Rule 56 that would explicitly adopt the defi nition of 
materiality articulated in Therasense.58 Another issue, 
faced by the applicants in Therasense59 as well as in cases 
such as McKesson,60 is what information pertaining to 
the examination of one application should be disclosed 
to the USPTO during examination of another. Although 
the holding in Therasense suggests that the substantive 
burden involved in making such decisions may now be 
less problematic, the corresponding procedural issues 
pertaining to application processing at the USPTO have 
yet to be fully settled.61 
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