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This Article examines the dramatic constriction of the inequitable conduct defense to patent infringement accomplished in
2011 by the issuance of the Federal Circuit’s decision in Therasense, Inc. v. Becton, Dickinson & Co. and the enactment of
the America Invents Act (AIA). The Article argues that Therasense and the AIA have unduly narrowed the inequitable
conduct defense and thus undermined core goals of United States patent law. The Article concludes that Therasense and
specific features of the AIA, particularly its adoption of new post-issuance review proceedings and a new best mode
amendment, will operate in tandem to sharply curtail the availability of the inequitable conduct defense and impair the
operation of the U.S. patent system. Simultaneously, Therasense will operate to overly constrict the opportunity for parties to
assert Walker Process antitrust claims. In short, the cure has been worse than the plague on the patent system that critics
have commonly attributed to the inequitable conduct doctrine.
This Article examines the severe constriction of the inequitable conduct defense to patent infringement accomplished in
2011 by the issuance of the Federal Circuit’s decision in Therasense, Inc. v. Becton, Dickinson & Co. (Therasense) 1 and the
enactment of the America Invents Act (AIA). 2 The Article argues that Therasense and the AIA have unduly narrowed the
inequitable conduct doctrine and thus undermined core functions of United States patent law. Those core functions include
(1) fostering and rewarding innovation, (2) promoting full and early disclosure of inventions, to promote further innovation
and to permit the public to practice the inventions once the patents expires, (3) avoiding monopolies that unnecessarily stifle
competition, and (4) assuring that ideas in the public domain remain there for free use by the public. 3 The Article concludes
that Therasense and specific features of the AIA, particularly its adoption of new post-issuance review proceedings and a
new best mode amendment, will operate in tandem to sharply curtail the availability of the inequitable conduct defense and
thereby impair the operation of the U.S. patent system. Simultaneously, Therasense will unduly limit the opportunity for
parties to assert Walker Process antitrust claims. In short, the cure has been worse than the plague on the patent system that
critics have commonly attributed to the inequitable conduct doctrine.
I.

THE ORIGIN AND DEVELOPMENT OF INEQUITABLE CONDUCT

Inequitable conduct in procuring a patent before the U.S. Patent and Trademark Office (PTO) is a judicially created
defense to patent infringement that has been described as the key gatekeeper policing the integrity of the U.S. patent system. 4
No federal statute expressly provides for the defense, although 35 U.S.C. § 282 does mandate the availability of a defense of
unenforceability in any action involving the validity or infringement of a patent. 5 The 1952 Patent Act (the last major
revision of U.S. patent law prior to the AIA) 6 and its legislative history are both silent concerning the grounds and standard of
proof for an inequitable conduct defense. 7
Instead, the non-statutory doctrine evolved from the equitable defense of unclean hands, 8 which is based on the equitable
maxim that he who comes into equity must come with clean hands. 9 The defense of unclean hands was applied in a trilogy of
pre-1950 Supreme Court patent cases -- Precision Instrument Mfg. Co. v. Auto. Maint. Mach. Co. (Precision), 10 Hazel-Atlas
Glass Co. v. Hartford Empire Co., 11 and Keystone Driller Co. v. Gen. Excavator Co. 12 -- involving clear-cut scenarios of
perjury, the manufacture of false evidence, and the suppression of evidence. The doctrine of inequitable conduct was first
clearly articulated by the Supreme Court in Precision, which held that courts could dismiss patent infringement suits based
on inequitable conduct committed during the patent’s prosecution. 13
The Supreme Court in Precision and the Federal Circuit in Therasense confirmed that the inequitable conduct doctrine
serves multiple important policy objectives, and scholars are in accord. These objectives include protecting the integrity of
the patent system by ensuring applicant candor, encouraging patent applicants to internalize costs of the patent system,
avoiding patent monopolies that stem from inequitable conduct, and punishing patentees who behave inequitably toward the
public during the patent acquisition process. 14
A.

Elements of the Inequitable Conduct Defense

Traditional inequitable conduct analysis in patent cases involves two elements. The accused patent infringer must show by
clear and convincing evidence that: (1) an individual associated with the filing and prosecution of a patent application made

an affirmative misrepresentation of a material fact, failed to disclose material information, or submitted false material
information to the PTO; and (2) did so with the intent to deceive the PTO. 15 If both showings are made, the trial judge has
the discretion to declare the subject patent unenforceable. An unenforceable patent is effectively useless to the patentee.
Because only the patent holder possesses the right to enforce a patent against infringement, 16 the inequitable conduct doctrine
operates solely against the patent holder. 17
The defense of inequitable conduct is entirely equitable in nature and thus a matter for the court to decide. 18 Prior to
Therasense the Federal Circuit commonly followed PTO Rule 56, 19 which was originally adopted as part of the Rules of
Practice in 1949 and then substantially reformulated in 1977 and 1992, in determining whether information was material. 20
Rule 56 imposes on each individual associated with the filing and prosecution of a patent application a duty of candor to the
PTO, including a duty to disclose to the PTO all information known to that individual to be material to patentability. 21
While courts typically followed Rule 56, five different standards of materiality emerged 22 and the judiciary vacillated on
which standard to use. 23 As noted in Therasense, the proliferation of materiality standards produced uncertainty and
inconsistency in the development of the inequitable conduct doctrine. 24 But in recent years the choice of standards often
narrowed to those reflected in the 1977 and 1992 amendments. The remaining three standards were reflected in case law
developed before the Federal Circuit, the near-exclusive appellate court for patent cases, 25 was formed in 1982 primarily to
instill uniformity in patent law and permit more expert review of patent appeals by a specialized court. 26
Rule 56 as originally adopted prohibited fraud but said nothing about inequitable conduct. The original version, adopted
in 1949 (several years after the Supreme Court decided Precision), stated that “any application fraudulently filed or in
connection with which any fraud is practiced or attempted on the PTO, may be stricken.” 27 The definition of fraud in this
context was unclear. 28
The 1977 amendment transformed Rule 56 from a provision enabling the PTO to strike applications for fraud to one that
formally established a duty of candor and good faith by patent applicants and their attorneys to disclose information they
were aware of that was material to the examination of the application. The 1977 amendment adopted a “reasonable
examiner” standard by defining information as “material” if there was a substantial likelihood that a reasonable examiner
would consider it important in deciding whether to allow the application to issue as a patent. 29 In making this change the
PTO stated that the amendment “codifie[d] the existing Office policy on fraud and inequitable conduct, which is believed
consistent with the prevailing case law in the federal courts.” 30 In the ensuing years the Federal Circuit regularly referred to
this standard as the one to use in cases raising claims of inequitable conduct. 31 Pursuant to the 1977 amendment a false
statement or nondisclosure could be material for purposes of an inequitable conduct determination even if the invention in
question would otherwise be patentable. 32
The PTO amended Rule 56 in 1992 in response to criticism that the reasonable examiner standard was vague and bore no
relation to any concept applied in other areas of patent law. 33 The 1992 amendment continued to impose a duty to disclose
material information, but it provided a more refined definition of materiality. The amended Rule 56, which remained in
effect for the next two decades, imposed a duty on individuals 34 associated with the filing and prosecution of an application
to disclose to the PTO all information known to be material to patentability as defined in the rule. Information was material
if it was not cumulative to information already of record or made of record in the patent application and it either established,
by itself or in combination with other information, a prima facie case of unpatentability of a claim or refuted, or was
inconsistent with, a position the applicant took in opposing an argument of unpatentability relied upon by the PTO or
asserting an argument of patentability. 35
When it adopted the 1992 amendment the PTO considered and rejected the adoption of a but-for test of materiality. It did
so because it concluded that use of such a narrow standard would not enable the PTO to obtain the information it required to
properly evaluate patentability. 36 Rule 56’s materiality standard, as adopted in 1977 and refined in 1992, also was consistent
with the materiality standard applied in a range of analogous contexts. As the Therasense dissent noted, 37 the use of a but-for
standard has been rejected in the context of, inter alia, fraudulent registration of copyrights and trademarks, 38 proxy
solicitations regulated under section 14(a) of the Securities Exchange Act of 1934, 39 criminal prosecutions under the federal
mail and fraud statutes, 40 and the element of materiality in common law fraud. 41
The amended Rule 56, consistent with the 1949 and 1977 versions, continued to omit use of the term “inequitable
conduct.” The PTO has justified this continuing omission on the ground that inequitable conduct covers too broad a
spectrum of conduct to be subject to mandatory striking of a patent application. 42 The 1992 version of Rule 56 was never
fully embraced by federal courts, 43 and until Therasense was decided the Federal Circuit continued to cite the reasonable
examiner standard for materiality that was set forth in the 1977 version. 44 Indeed, post-Therasense federal courts continue to
cite the reasonable examiner standard. 45
The other element of inequitable conduct is intent. In Precision, the Supreme Court’s only major discussion of inequitable
conduct, the Court failed to delineate the requisite level of intent, although it did refer to, inter alia, willful conduct. 46 The
requisite level of intent has varied considerably since Precision, ranging on the spectrum from negligence to gross negligence
to recklessness to specific intent. 47 Because direct evidence of intent to deceive is rare, a finding of intent pre-Therasense
was often based on the totality of the circumstances, including circumstantial evidence. 48

B. Effects of the Inequitable Conduct Defense
The inequitable conduct defense has been described as a “critical part of the complicated system of checks and balances
that constitutes U.S. patent law.” 49 Specifically, the defense can help correct for: (1) the PTO’s limited ability to carefully
review all material potentially relevant to patentability; (2) the strong incentive for deception provided by an issued patent’s
presumption of validity in litigation, and (3) the absence of procedures to challenge the validity of patent rights that are as
robust as those found in Japan and the European Union. 50 The defense is especially important because patent prosecution in
the U.S. is generally ex parte.
But the defense has an army of critics. It has frequently been referred to as the “atomic bomb” of patent law 51 because its
success renders the entire patent permanently unenforceable, even if the undisclosed information was material to only a
single claim, 52 and may also render related patents unenforceable. 53 Inequitable conduct may also generate claims under the
antitrust and securities laws, 54 either as counterclaims or in follow-on cases, such as antitrust class actions filed by direct and
indirect purchasers. 55 The defense, insofar as it focuses on the moral turpitude of the patentee, can have ruinous
consequences for the prosecuting attorney and thereby deter settlements. 56 In other cases assertion of the defense can
multiply the cost of litigation, 57 particularly by expanding discovery, and thereby have a coercive effect on settlements. 58
The draconian nature of the defense, in combination with its pre-Therasense low threshold of proof, made it appealing to
accused patent infringers. One study, cited by Therasense, 59 estimated that 80% of patent infringement suits contain an
allegation of inequitable conduct. 60 But other estimates of the frequency with which the defense is asserted are considerably
lower, ranging from less than 20% 61 to approximately 25% 62 to 16–35% 63 to 40%, 64 and appeals involving inequitable
conduct are not frequent. One survey found that the annual number of cases appealed on inequitable conduct rose from
thirteen to thirty between 2004 and 2007, and then declined to twenty-six in 2008. 65 Inequitable conduct is rarely a
successful defense, 66 but the common perception that the doctrine is asserted to excess in patent litigation is “empirically
unverified.” 67
Patent applicants often attempt to negate the defense by providing the PTO with voluminous prior art 68 references—many
of which are trivial or useless 69—and concurrent patent applications for the same technology in other countries. 70 This
purported deluge may have contributed to the PTO’s backlog of pending patent applications. Approximately 500,000 patent
applications are filed every year with the PTO, 71 and in September 2012 approximately 608,000 applications were awaiting
their first action. 72 This backlog shows few signs of abating. The average pendency of U.S. patent applications exceeded
three years each year during the period 2009-2013. 73
Notwithstanding the foregoing, the oft-criticized deluge of prior art references is suspect for multiple reasons. First, there
is remarkably little empirical evidence supporting the rote argument -- highly persuasive to the Therasense majority 74 -- that
a deluge has occurred. 75 What evidence does exist tends to rebut the point by demonstrating that a small sliver of patents
accounts for the bulk of voluminous prior art references. In 2012 the average patent cited 43 references and only 8% of
patents cited more than 100 references. 76 The median submission was a mere eight references 77 and more than two-thirds of
the seven million prior art citations in the data set were associated with just 10% of the patents. 78 Moreover, there is no
significant upward trend in recent years. During the period 2005-2011 the median number of references increased from 13 to
just 17. 79
Second, recent empirical research indicates that the inequitable conduct defense is working in practice as it is supposed to
work in theory. Those patents found unenforceable have statistically significantly fewer citations to prior art than patents in
other similarly tested groups. 80 The authors conclude: “The doctrine seems to be working as expected. . . . [E]liminating the
doctrine of inequitable conduct may be a mistake.” 81 Third, while patent examiners have a duty to consider all prior art
references, 82 evidence suggests that examiners use the results of their own prior art searches, rather than the purportedly
voluminous references provided by applicants. 83 Such evidence weakens the link between preemption of the inequitable
conduct defense and delay at the PTO.
In short, the negative and unintended consequences of the inequitable conduct doctrine have been exaggerated – perhaps
significantly so. But a dearth of damning empirical evidence has not discouraged critics from frequently describing the
doctrine as an absolute plague on the courts and the United States patent system. 84
To date the plague has not moved the Supreme Court, which has provided no guidance concerning inequitable conduct
since it issued its opinion in Precision almost 70 years ago. The lower courts have grappled with the contours of the defense
in this vacuum. Therasense represented the Federal Circuit’s second attempt in two decades to reduce inequitable conduct
claims in patent cases. The court’s prior attempt to reduce inequitable conduct claims occurred in Kingsdown Med.
Consultants, Ltd. v. Hollister, Inc. 85 In that case the court did not address materiality, but it overturned precedent 86 which
held that a showing of gross negligence was sufficient to establish the intent prong of the defense. Kingsdown held that the
patentee’s conduct must indicate sufficient culpability to require a finding of intent to deceive. 87 In subsequent years,
however, Federal Circuit panels routinely ignored the case 88 and the requisite culpability was watered down to a “should have
known” standard, which was tantamount to gross negligence.
Until Therasense, some courts also employed a sliding scale approach to materiality and intent that allowed a lesser
showing of either element based on a stronger showing of the other. 89 In theory, use of a sliding scale was restricted to

situations in which there was clear and convincing proof of both materiality and intent. But in practice, use of the scale
sometimes produced findings of inequitable conduct with little or no independent support for a finding of intent. 90 As noted
by the Federal Circuit, use of a sliding scale conflated and diluted the standards for both intent and materiality. 91 The
foregoing factors prompted the Federal Circuit to consider Therasense en banc.
II.

THERASENSE

The Federal Circuit’s decision in Therasense imposed significant limitations on potential use of the inequitable conduct
defense. These limitations included, but were not restricted to, the adoption of elevated standards for intent and materiality.
A.

Procedural History of Therasense

Therasense owned U.S. Patent No. 5,820,551 (the ’551 patent), which involves disposable blood-glucose test strips for
diabetes management. Therasense had prosecuted the original application for the patent for more than 13 years, beginning in
1984, during which time it was repeatedly rejected over U.S. patent No. 4,454,382 (the ’382 patent), also owned by
Therasense. Following amendment of the claim, the examiner finally allowed the ’551 patent to issue. In March 2004,
Therasense sued several defendants, including Becton, Dickinson & Company, alleging infringement of the ’551 patent.
Following trial, the federal district court held that the ’551 patent was unenforceable due to inequitable conduct because
Therasense did not disclose to the PTO allegedly inconsistent statements that had previously been made to the European
Patent Office regarding the European counterpart to the ’382 patent. 92
Therasense appealed to the Federal Circuit, where a three-judge panel affirmed the holding of unenforceability due to
inequitable conduct. 93 Therasense then successfully petitioned for rehearing en banc. Eleven judges participated in the
decision, which was 6–1–4 (four dissenting votes and one concurrence). The majority opinion, which vacated the judgment
and remanded for further proceedings 94 noted that the court granted en banc review because it recognized the problems
created by the expansion and overuse of the inequitable conduct doctrine. 95
B. Majority Opinion
The majority opinion highlighted four key points. First, to prevail on its inequitable conduct defense, an accused infringer
must show by clear and convincing evidence a specific intent to deceive, which requires proof that the applicant knew of the
reference, knew that it was material, and made a deliberate decision to withhold it. 96 There is no requirement that intent be
shown by direct evidence, 97 but in the absence of such direct evidence a specific intent to deceive must be the single most
reasonable inference able to be drawn from the circumstantial evidence. 98 The intent requirement is not satisfied by a finding
that a misrepresentation or omission constitutes negligence or even gross negligence. 99 All eleven judges agreed on this last
point.
Second, as a general rule, the materiality required to establish inequitable conduct is “but-for” materiality. 100 In making
this materiality determination courts must apply the preponderance of evidence standard and give claims their broadest
reasonable construction. 101 An undisclosed reference is material if the PTO would not have allowed a claim had it been
aware of the undisclosed prior art. 102 This new but-for standard set a higher bar for establishing materiality than the PTO’s
own definition under Rule 56. 103 Indeed, the Federal Circuit specifically declined to adopt the then-current version of Rule
56 in defining inequitable conduct because, according to the court, reliance on that standard had resulted in the precise
problems the court sought to address by taking the case en banc. 104 Only six of the eleven judges coalesced behind this new
but-for standard. The Federal Circuit noted that materiality is often congruent with a validity determination – if a claim is
invalidated based on prior art that was intentionally withheld, then that reference is necessarily material. This is because a
finding of invalidity requires clear and convincing evidence, a more onerous evidentiary burden than that used in patent
prosecution at the PTO. 105 Post-Therasense the Federal Circuit has reinforced the idea that but-for materiality is intertwined
with invalidity. A finding of invalidity based on withheld references renders them material 106 and conversely a finding of
validity ordinarily precludes a finding of materiality. 107
Third, there is an exception to but-for materiality in cases of affirmative acts of egregious misconduct, such as the filing of
an unmistakably false affidavit. 108 In these cases the misconduct is material regardless of the effect it had had on the PTO. It
is effectively per se material, 109 possibly regardless of the triviality of the misrepresentation. 110 The Therasense majority
noted that this exception to the but-for requirement is consistent with the Supreme Court’s early trio of unclean hands cases
(Precision, Hazel-Atlas, and Keystone). 111
Fourth, intent and materiality are distinct requirements and district courts should not use a sliding scale to determine the
existence of inequitable conduct. Instead, courts should assess the evidence of materiality independent of their analysis of
intent. 112 All eleven judges also agreed on this fourth point. 113

Therasense also reaffirmed that a district court’s factual findings concerning materiality and intent are subject to appellate
review for clear error, and a district court’s ultimate determination as to inequitable is reviewable on appeal for abuse of
discretion, and subsequent cases have agreed. 114
C.

PTO Proposed Rulemaking

Two months after the Federal Circuit issued its decision in Therasense the PTO, which had opposed a but-for materiality
standard in the en banc proceeding, 115 issued a notice of proposed rulemaking with respect to Rule 56. The proposed
amended rule modified the duty of disclosure by limiting the scope of materiality in a manner consistent with the but-for
standard announced in Therasense. The proposed amended rule provided that information is material to patentability if it is
material under the standard set forth in Therasense, and information is material to patentability under Therasense if: (1) the
PTO would not allow a claim if it were aware of the information, applying the preponderance of the evidence standard and
giving the claim its broadest reasonable construction; or (2) the applicant engages in affirmative egregious misconduct before
the PTO as to the information. 116 The PTO noted that it was not required to harmonize the materiality standards underlying
Rule 56’s duty of disclosure and the inequitable conduct doctrine, and then identified harmony and simplicity within the U.S.
patent system as the primary justifications for its proposed revision. 117 The proposed amended rule, like Therasense itself,
gives patentees additional leeway to withhold information from the PTO during the examination process. 118
D.

Negative Impact of Therasense

Therasense and amended Rule 56 are likely to restrict the availability of the inequitable conduct defense in patent
infringement actions to a degree that undermines the goals of the U.S. patent system. The most significant aspect of the case
is the elevation of materiality to a but-for standard. As indicated, the new standard means that prior art is but-for material
only if the PTO would not have allowed the claim if it had been aware of the undisclosed art. This rejection of Rule 56
constituted the critical disagreement between the Therasense majority of six judges and the dissent of four. As noted by the
dissent, the majority’s adoption of a “[d]raconian” 119 new materiality standard departed from both principles of materiality
commonly applied by courts in other contexts and the line of Supreme Court precedent set forth in the trilogy of Precision,
Hazel-Atlas and Keystone. 120 In that trilogy the Supreme Court recognized the importance of both uncompromising candor
to the PTO by patent applicants and a flexible approach to equitable claims 121—something that is wholly lacking in but-for
materiality.
The Supreme Court has emphasized equity’s flexible nature in numerous other cases as well, 122 and it has repeatedly
emphasized the importance of discretionary standards in patent law. It reversed the Federal Circuit for adopting an absolute
bar to the application of the doctrine of equivalents, 123 for adopting a rule that patentees were automatically entitled to
injunctive relief, 124 for establishing an exclusive test for declaratory judgment jurisdiction, 125 for holding that method patents
could never be exhausted, 126 for relying exclusively on a single test for proving obviousness, 127 and for utilizing a bright-line
test for patentable subject matter. 128 The Federal Circuit’s adoption of but-for materiality in Therasense as a response to
doctrinal uncertainty regarding inequitable conduct eschews both the Supreme Court’s heavy emphasis on the use of
discretionary standards in patent law and traditional notions of equitable flexibility. 129
The “egregious misconduct” exception was designed by the Therasense majority to mitigate the harshness of its new
materiality standard. The court explained that by creating an exception to punish affirmative egregious acts without
penalizing the failure to disclose information that would not have changed the patent issuance decision, it was striking the
necessary balance between encouraging honesty before the PTO and preventing unfounded accusations of inequitable
conduct. 130 But the exception has no clear definition and applies only to affirmative misrepresentations. 131 It does not apply
in cases of nondisclosure or failure to mention prior art references in an affidavit. 132 Neither of these events renders an
affidavit unmistakably false—the one specific example of egregious misconduct that the court provided. 133 In short, the
exception will be rare, 134 and will do little to mitigate the rigidity of the new but-for standard.
Moreover, the exception, similar to the general standard, eschews both traditional notions of equity and the Supreme
Court’s endorsement of the use of discretionary standards in patent law. The carve-out to but-for materiality only applies if
the rigid threshold of egregious affirmative misconduct is met. Such rigidity permits no opportunity for courts to exercise
their equitable discretion.
Difficulty in establishing materiality post-Therasense is not the only obstacle confronted by accused patent infringers
seeking to utilize the inequitable conduct defense. Another obstacle is presented by Therasense’s holding about intent. Direct
evidence of intent to deceive the PTO is scarce, 135 primarily because the decision to refrain from disclosure is rarely
documented. In the absence of direct evidence a court may find specific intent to deceive the PTO only if it is the single most
reasonable inference to be drawn from the circumstantial evidence. If multiple reasonable inferences can be drawn, intent to
deceive cannot be found. 136
The foregoing requirements have at least two negative effects. First, they bar numerous potentially meritorious claims.
Post-Therasense courts have been very reluctant to infer intent based on circumstantial evidence. In the first six months after

the en banc Therasense decision was issued, district courts rendered final decisions in fourteen cases involving inequitable
conduct. These courts found the specific intent required by Therasense in only one of the cases, and they found inequitable
conduct in none of them. 137
Second, they create a roadmap to success for dishonest patent applicants and thus encourage misconduct. PostTherasense a dishonest patent applicant is less likely to be found to have engaged in inequitable conduct if it makes no
disclosure of prior art than if it makes selective disclosure. If it makes no disclosure then there is likely to be no written
evidence of intent to deceive and therefore immunization of inaction. Conversely, if the applicant makes selective disclosure
there is some written evidence that it made the deliberate decision to disclose some art while withholding other references.
Therasense thus creates a perverse incentive to withhold material information from the PTO.
Therasense’s elevated standards concerning materiality and intent do not apply only at trial. The standards also apply at
the summary judgment stage, 138 where the burden of proving inequitable conduct is particularly onerous. 139 The standards
also operate to effectively raise the standard for pleading inequitable conduct. The current strict pleading standard was
established by the Federal Circuit two years prior to Therasense, when it held in Exergen Corp. v. Wal-Mart Stores, Inc. 140
that inequitable conduct must be pleaded with particularity under Rule 9(b) of the Federal Rules of Civil Procedure 141 by
identifying the specific who, what, when, where, and how of the material misrepresentation or omission committed before the
PTO. 142
The Federal Circuit applied its own law to determine the appropriate standard, but it adopted the approach for pleading
fraud previously articulated by the Seventh Circuit. 143 This adoption disregarded both the text of Rule 9(b), which expressly
requires particularity only when pleading fraud or mistake, 144 and the law of inequitable conduct, which does not include
reliance as an element and thus is broader than common law fraud. 145 Prior to Exergen the Federal Circuit underscored that
inequitable conduct is a lesser offense than common law fraud. 146 In Exergen the court substantially raised the standard for
pleading inequitable conduct, whether as a counterclaim or as an affirmative defense, 147 by importing the inapposite standard
for pleading fraud. 148
Exergen’s “who” requirement requires identification of the specific individual(s) alleged to have engaged in inequitable
conduct. General references to categories of persons, such as inventors or corporate entities, do not suffice. 149 The “what”
requirement involves both the nature of the inequitable conduct (for example, whether there was a material omission or
material misrepresentation) and the relevance of that conduct to specific patent claims. 150
Compliance with Exergen’s “where” requirement is a function of the nature of the alleged inequitable misconduct. If the
conduct involves a failure to disclose prior art, then defendant is required to specifically identify the location of the material
information within the reference. 151 If the conduct involves a failure to disclose relevant sales, offers for sales, or litigation,
then defendant is required to specifically identify the location of the activity. A general identification is insufficient. 152
Compliance with Exergen’s “when” requirement similarly is a function of the nature of the alleged conduct. A simple
allegation that inequitable conduct occurred during patent prosecution may suffice in some cases, but in many other cases
defendants may be required to identify the publication dates of references, press release issue dates, and contract execution
dates. 153
Compliance with the “how” requirement entails an explanation of how an examiner would have used the withheld
information in assessing the patentability of the claims. 154 The pleading must explain the manner in which the information is
material and not cumulative. The controlling inquiry is whether the allegations put plaintiffs on notice as to what information
defendants contend should have been provided to the examiner but was not, and how that information would have changed
the examiner’s decision. 155 Exergen also imposes a separate “why” requirement, but it is not clear that Rule 9(b), which
provides the basis for Exergen’s holding, mandates such a showing. In any event, a pleading which satisfies the “how”
element likely also satisfies the “why” element. 156 As in the case of “how,” satisfaction of the “why” element requires
pleading with particularity that the withheld information is not cumulative of the information actually disclosed during
prosecution. 157
Technical compliance with the foregoing stringent requirements does not end the inquiry. The facts must also permit at
least a reasonable inference of knowledge and an intent to deceive. 158 An inference is reasonable if it is plausible and flows
logically from the facts alleged, including any objective indications of candor and good faith. 159 Post-Therasense some
district courts have applied Exergen even more rigidly. These courts have held that Therasense tightened the standard for
pleading such that specific intent to deceive must be the single most reasonable inference able to be drawn from the
evidence. 160
The foregoing combination of pleading requirements has often proved insurmountable. In the last six months of 2011, 17
of 19 district court rulings on the pleadings resulted in the dismissal of inequitable conduct claims, 161 although claimants
fared somewhat better in the first half of 2012. 162
Therasense did not specifically address the pleading requirements for an inequitable conduct defense, 163 and by March
2013 no federal decision pre- or post-Therasense held that facts in a pleading alleging inequitable conduct must meet the
clear and convincing standard. 164 But Therasense did raise the hurdle in substance insofar as all of the elements of the new
inequitable conduct standard now must be pled with particularity, 165 and if they are not an inequitable conduct counterclaim
must be dismissed and an inequitable conduct defense stricken. 166 Accordingly, while Exergen alone had no significant

downward impact on the number of cases alleging inequitable conduct, 167 Exergen in combination with Therasense will have
a substantial chilling effect. The heightened pleading burden in tandem with the heightened substantive burden will operate
to deter and foreclose many assertions of the inequitable conduct defense, particularly because Federal Circuit law controls
with respect to both the pleading 168 and the proof 169 of inequitable conduct.
Moreover, there is no effective substitute for the defense. The doctrine of unclean hands, from which inequitable conduct
derives, and which remains intact post-Therasense, 170 is a distinct doctrine with its own considerations. 171 Unclean hands
generally cannot be raised by a party who is foreign to the alleged unclean conduct at the time of its occurrence. 172 And
whereas application of the inequitable conduct doctrine results in the unenforceability of the entire patent, the unclean hands
defense merely allows courts to dismiss complaints filed by plaintiffs suing in bad faith. 173
Until they are addressed by the Supreme Court, the Federal Circuit’s harsh restrictions on use of the inequitable conduct
defense will be operative for the foreseeable future. These restrictions, particularly Therasense’s adoption of but-for
materiality, will have numerous negative effects. First, they will function to reduce the incentive for patent applicants to be
candid with the PTO and thereby undermine one of the primary goals of the U.S. patent system. 174
Second, the restrictions will reduce patent quality, 175 insofar as the duty of candor owed by patent applicants to the PTO
helps ensure quality patents. Critics have long complained that the PTO, which in 2011 granted 244,430 patents, 176 grants far
too many low-quality patents. 177 According to one frequently-cited study, courts have found invalid 46% of patents litigated
to judgment. 178 Patent quality is a function of multiple factors. One such factor is time – patent examiners average a mere 18
hours per patent application 179 and this short window has undermined the PTO’s ability to provide adequate examinations. 180
A second factor is money. Some recent evidence suggests that the PTO, whose budget is largely derived from patent
examination and post-allowance fees, 181 is biased toward granting patents. Specifically, the PTO preferentially grants patents
on technologies with high renewal rates and patent applications filed by large entities, because such patents generate the most
revenue. 182
A third critical factor is the scope of disclosure to the PTO. Rule 56 underscores the point: “[T]he most effective patent
examination occurs when . . . the [PTO] is aware of and evaluates the teachings of all information material to
patentability.” 183 Pre-Therasense, the inequitable conduct doctrine addressed the patent-quality problem by increasing the
flow of information to examiners. 184 Post-Therasense, with the incentive for candor diminished by the Federal Circuit and
the corresponding revision of Rule 56, the PTO will tend to become even more poorly informed about inventions and
relevant art than it is already. 185 This cannot help but to further erode patent quality, with predictable negative consequences.
Society benefits when the PTO grants high-quality patents, and it suffers when the PTO grants low-quality patents. The
issuance of valid patents creates incentives for innovation and promotes the commercialization of beneficial technical
advances, 186 whereas bad patents (with their presumption of validity) tend to block innovation.
As will be shown below, the adoption of the AIA will serve to exacerbate the foregoing negative effects of the Therasense
decision. The combination of Therasense and AIA will substantially limit the use of the inequitable conduct defense. There
will be a significant reduction in both the assertion of the defense 187 and the successful assertion of the defense. In the first
year after Therasense was decided, federal district courts granted 11 motions for summary judgment seeking a finding of no
inequitable conduct, while denying only three such motions. In the same time period federal district courts issued 13 posttrial opinions finding no inequitable conduct and only three opinions finding such conduct. 188 More recently, district court
dismissals of inequitable conduct claims continue to rise. 189
E. Walker Process Antitrust Claims
Beyond its negative impact on the use of the inequitable conduct defense, Therasesense also will significantly limit the
opportunity for alleged patent infringers to assert Walker Process antitrust claims. A patent is a monopoly by nature 190 and a
patent-holder can generally enforce its rights under an unexpired patent without fear of antitrust liability under an exception
to antitrust law. 191 However, the Supreme Court held in Walker Process Equipment, Inc. v. Food Machinery & Chemical
Corp. 192 that if a patent-holder obtained its patent by knowingly and willfully misrepresenting facts to the PTO, such
behavior may be sufficient to strip it of its exemption from the antitrust laws. 193 The Supreme Court cited the same early
unclean hands cases that are the foundation of inequitable conduct law – Keystone, Hazel-Atlas, and Precision. 194
Walker Process claims are increasingly common. 195 Such a claim, which has been described as a more egregious version
of inequitable conduct, 196 is typically, but not always, asserted as a counterclaim by a defendant in a patent infringement
suit. 197 Direct purchasers of patented products also have standing to bring Walker Process claims, even if they lack standing
to bring declaratory judgment actions to invalidate the patents. 198 In order to succeed, the complaining party must show the
patent-holder both (1) procured its patent by knowingly and willfully misrepresenting facts to the PTO or (in the case of an
assignee) maintained and enforced the patent with knowledge of the fraudulent manner in which it was procured, and (2)
monopolized or attempted to monopolize the relevant market, in violation of the Sherman Act. 199 If the party can make both
showings, it can establish antitrust liability and obtain treble damages under section four of the Clayton Act, 200 equitable
relief under section 16 of the Clayton Act, or both. 201 Whether conduct in procuring or enforcing a patent suffices to strip a
patentee of its immunity from antitrust laws is decided under Federal Circuit law, whereas regional circuit law applies to the

other elements of antitrust law (for example, market power). 202 State antitrust law frequently closely tracks the language of
the Sherman Act, so antitrust claims asserted under state statutes in patent infringement cases are typically analyzed under the
same rules and case law applicable to Sherman Act claims. 203 At least one federal court has held that plaintiffs may assert
state law Walker Process-type antitrust claims predicated on fraudulent conduct before the PTO. 204
Walker Process fraud must be pled with particularity under Rule 9(b). 205 To plead and prove the first prong (fraud on the
PTO), a party asserting a Walker Process claim must establish each of the following elements: (1) the patentee obtained a
patent by knowingly and willfully misrepresenting material facts to the PTO (or omitting to state material facts), (2) the
patentee acted with intent to deceive the PTO, (3) the PTO justifiably relied on the misrepresentation or omission, and (4) the
patent would not have issued but-for the misrepresentation or omission. 206
A principal distinction between inequitable conduct and Walker Process claims is temporal. Whereas inequitable conduct
generally refers to actions and states of mind that occur during the patent prosecution process, Walker Process refers to
actions and states of mind at the time a patent infringement action is commenced, which can be many years post-issuance. 207
A more important distinction concerns proof. Prior to Therasense a party seeking to establish Walker Process fraud
confronted a more onerous burden than a party seeking to establish inequitable conduct, insofar as Walker Process fraud
required a higher showing of both intent and materiality. 208 Under Walker Process, there must be clear and convincing
evidence of intent to deceive the examiner and thereby cause the PTO to issue an invalid patent. 209 With respect to fraudulent
omissions, there must be evidence of intent separable from the simple fact of the omission. 210 The intent element, which
apparently requires specific intent, 211 sets a high bar that often results in summary judgment in favor of Walker Process
defendants. 212 Walker Process fraud also requires but-for materiality, 213 whereas inequitable conduct pre-Therasense did not.
Finally, use of a sliding scale to balance materiality and intent was authorized by the Federal Circuit pre-Therasense in
inequitable conduct cases, 214 whereas no such scale has been approved for use in Walker Process cases. 215
The differing burdens meant that pre-Therasense a finding of inequitable conduct did not by itself suffice to support a
finding of Walker Process fraud, 216 and, conversely, a finding that the patentee did not engage in inequitable conduct mooted
a Walker Process claim. 217 In short, Walker Process fraud could not be found in the absence of inequitable conduct. 218 The
Federal Circuit has explained the proposition this way: parties in patent infringement litigation seeking unenforceability on
the ground of inequitable conduct raise a shield, parties seeking antitrust damages raise a sword, 219 and parties break their
Walker Process swords when they fail to first establish inequitable conduct. 220
Given the opportunity to moot antitrust claims, courts often conclude that the goals of convenience, efficiency, judicial
economy, and the avoidance of juror confusion are best served by bifurcating under Rule 42(b) of the Federal Rules of Civil
Procedure 221 and deciding the inequitable conduct defense first, before the antitrust claim is presented to a jury. 222 The
Federal Circuit has described the bifurcation for trial of patent issues and Walker Process issues as “now-standard
practice.” 223 Bifurcation also has occurred at the discovery stage, 224 in recognition of the substantial expense and burden
associated with discovery in antitrust cases. 225
In Therasense the Federal Circuit provided no indication that the elements of Walker Process fraud have changed. 226
None of the opinions in the en banc decision even considers the implications of the decision for Walker Process litigation.
But the court’s dramatic revision in Therasense of the standard for proving inequitable conduct has realigned the doctrine to
make it “virtually congruent with intentional fraud under Walker Process.” 227 This realignment has major implications for
Walker Process claims. Even prior to Therasense successful Walker Process claims were “few and far between,” 228 with
many such claims being dismissed on summary judgment motions. 229 Successful antitrust claims post-Therasense will be
even rarer. As noted, Walker Process claims cannot proceed in the absence of inequitable conduct. Because the combination
of Exergen and Therasense has made it so difficult to plead and prove inequitable conduct, many defendants who in the past
might have been able to prosecute Walker Process claims will be barred from doing so, at the same time that inequitable
conduct claims are more likely to provide a sound basis for Walker Process claims than ever before. 230 The Walker Process
standard has not changed, but the high hurdles to advancing to the antitrust phase of bifurcated patent litigation have been
raised even higher. 231
The expected reduction in Walker Process litigation is likely to further reduce the incentive for patent applicants to make
full disclosure to the PTO and may invite fraud. The minimized prospect of facing an award of treble damages under the
Clayton Act may encourage applicant fraud by rendering misconduct before the PTO cost-beneficial. 232
The virtual alignment of inequitable conduct and Walker Process fraud that was accomplished by Therasense also
increases the likelihood that the Seventh Amendment 233 right of Walker Process claimants to have their antitrust claims tried
by a jury will be infringed. Parties asserting antitrust claims have an undisputed right to a jury trial, 234 but parties asserting a
defense or affirmative claim of inequitable conduct have no Seventh Amendment right, because the latter assertions seek
relief pursuant to the court’s equitable powers. 235 Complications arise when bifurcation occurs. Rule 42(b) expressly
instructs that a court considering bifurcation must “always preserv[e] inviolate the right of trial by jury as declared by the
Seventh Amendment to the Constitution or as given by a statute of the United States.” 236 If inequitable conduct and antitrust
issues are bifurcated an initial bench determination that inequitable conduct did not occur may operate to preclude a
subsequent jury trial on a Walker Process antitrust claim and thus violate the Seventh Amendment.

Prior to Therasense at least one federal district court acknowledged the Seventh Amendment issue and refused to bifurcate
inequitable conduct and Walker Process claims. 237 But many other pre-Therasense courts chose to ignore the issue and
granted bifurcation requests. 238 Although it is unclear why the issue was routinely ignored, courts (and litigators) may have
assumed that a bench determination that no inequitable conduct occurred necessarily meant that no reasonable jury could find
that Walker Process fraud occurred, given the more stringent requirements of the antitrust claim. 239
The Seventh Amendment issue is likely to loom even larger post-Therasense, following the virtual alignment of the
standards for proving inequitable conduct and Walker Process fraud. 240 This realignment makes it increasingly likely that
Walker Process claimants will be deprived of trials, because significantly fewer inequitable conduct claims will survive. The
court explained in Metris U.S.A., Inc. v. Faro Tech., Inc. 241 in 2011: “If a judge’s determination of no inequitable conduct
precluded a jury from later finding Walker Process fraud as a matter of law, then a viable argument could be made that the
doctrines would collide with the protections afforded Walker Process claimants by the Seventh Amendment.” 242
In summary, Therasense will constrict the availability of the inequitable conduct defense, and the new congruence of the
standards for inequitable conduct and Walker Process fraud is likely to simultaneously constrict the availability of the
antitrust claim and infringe the Seventh Amendment jury trial rights of Walker Process litigants.
III.

AMERICA INVENTS ACT

Congress enacted the AIA several months after the Federal Circuit issued its en banc decision in Therasense. The AIA,
signed into law on September 16, 2011 and fully in effect in March 2013, is the most significant revision to the U.S. patent
regime since the 1952 enactment of the Patent Act, which recodified the entirety of U.S. patent law. 243 The AIA may be the
most significant change to U.S. patent laws since the 1836 Patent Act, which established the modern American system of
patent examination.
The AIA was the culmination of efforts to reform the U.S. patent system that had been under way since the early 2000s.
The first version of what became the AIA was introduced in June 2005 and subsequent versions were introduced in the
following years. 244 The failure of these early efforts resulted in frequent intervention by the Federal Circuit and Supreme
Court to resolve significant patent issues. In addition to Exergen in 2009 and Therasense in 2011, the intervention
encompassed the Federal Circuit decision in In re Seagate Technology, LLC in 2007 (raising the standard for finding willful
patent infringement), 245 as well as Supreme Court decisions reformulating the standards of non-obviousness, 246 injunctive
relief, 247 patent exhaustion, 248 and damages. 249
While the AIA does not expressly address inequitable conduct, several of the statute’s provisions may operate to
significantly restrict use of the defense. These provisions relate to post-issuance review and the best mode of using the
invention. Both changes are discussed below, along with their adverse implications for the inequitable conduct defense.
A.

Post-Issuance Review

The first set of AIA provisions affecting inequitable conduct pertains to post-issuance review. These provisions include
post-grant review (PGR), inter partes review (IPR), and supplemental examination.
1. Background
The proceedings available after the grant of a patent are conducted through the PTO to reconsider issued patents and can
result in confirmation, cancellation, withdrawal, or modification of patent claims. Prior to passage of the AIA the only postissuance review options were ex parte reexamination (adopted in 1980) 250 and inter partes reexamination (adopted in
1999). 251 Prior to 1980, there was no non-judicial proceeding that enabled a third party to challenge the validity of a
patent. 252 Ex parte reexamination is available for any patent during the period of its enforceability, which is typically the
term of the patent plus six years. 253 In both ex parte reexamination and inter partes reexamination the PTO Director could
order a reexamination after a requester raised a substantial new question (SNQ) of patentability for any of the claims of the
patent for which it sought reexamination. 254 This amorphous standard borrowed from the reasonable examiner standard used
intermittently for many years to determine materiality under Rule 56. 255 The ambiguity contributed to rubber-stamping of
requests. Approximately 92% of ex parte reexamination requests and 94% of inter partes reexamination requests were
granted through June 2012. 256 The Director’s determination of a SNQ was final and non-appealable. 257
The two review options have been criticized on multiple grounds. One ground is lack of timeliness and resulting
uncertainty. Ex parte reexaminations take an average of two years and pre-AIA the average pendency of an inter partes
reexamination was more than three years. 258 A second ground is perceived bias. 259 Patent owners had no right to initiate
inter partes examination, whereas both owners and third-parties can request ex parte reexamination. In recent years
approximately 90% of ex parte reexamination requests were filed by third-parties, 260 but the requester does not participate in
such proceedings unless she is the patentee. The third party’s nominal role is restricted to presenting a substantial new
question of patentability to the PTO for resolution. If reexamination is granted the third-party has no further involvement.

This defect is magnified by the PTO’s susceptibility to “well-recognized externalities that favor sustaining patent claims.” 261
An additional relevant factor is that until a few years ago it was common practice for the same examiner who originally
issued the patent to be assigned to the ex parte reexamination. 262 Not surprisingly then, during the period July 1981–June
2012 all claims were canceled in ex parte reexaminations only 11% of the time. 263 By comparison, during the period
November 1999-June 2012 all claims were canceled (or disclaimed) in inter partes reexaminations 42% of the time. 264
A third ground is that both options had limited scope. Inter partes reexamination allowed challenges only on grounds of
novelty or non-obviousness, 265 and in both proceedings only patents and printed publications could be used to contest the
patent. 266 This is a limiting factor because an argument of invalidity often is based on unprinted prior art. 267 Fourth, inter
partes reexaminations were subject to strong estoppel provisions that operated as a major disincentive to use the proceedings,
especially when coupled with the inability of a third-party requester to cross-examine the patentee. 268
The foregoing disadvantages, primarily imposed on third-party challengers, combine to explain the limited use of the
proceedings. 269 Nearly 4,500 patents are issued every week, whereas ex parte reexamination has applied, on average, to only
380 patents per year 270 and the PTO received only 1,659 requests for inter partes reexamination during the period November
1999 to June 2012. 271
The pre-AIA regime of post-issuance review has been substantially modified with the introduction of a series of new
procedures designed to minimize litigation costs and increase certainty. The new procedures took effect on September 16,
2012, one year from the date of enactment of the AIA. Ex parte reexamination procedures remain almost entirely unchanged,
notwithstanding their various defects, 272 but they have become much less important compared to the new post-issuance patent
review proceedings (post-grant review and supplemental examination) described below. In addition, inter partes
reexamination has been substantially altered and re-designated as “inter partes review.” PGR and IPR have become the
primary vehicles for litigating patentability at the PTO. Each of the foregoing proceedings is examined below.
2. Post-Grant Review
Post-grant review can be requested no later than nine months following the grant of a patent or re-issuance of a patent
issued from applications filed after March 16, 2013 under the AIA’s new first-to-file rules. 273 Given that in fiscal year 2012
it took an average of 32.4 months for a patent application to issue as a patent or be abandoned, 274 PGR might not be
commonly used before 2016 or 2017.
A petitioner may request to cancel as unpatentable one or more claims of a patent on any ground for invalidity under 35
U.S.C. § 282, any requirement of 35 U.S.C. § 112 (except for failure to disclose the best mode), and any requirement of 35
U.S.C. § 251. PGR thus permits attacks based on, inter alia, invalidating prior art, prior public use, lack of enablement, lack
of written description, lack of utility, lack of obviousness, lack of novelty, or prior sale or offer for sale. 275 This is a
considerably broader array of grounds than is available to challenge patents in reexaminations.
Formerly, a party seeking inter partes reexamination was required to show that cited prior art raised a SNQ of
patentability. Under the AIA, a petition for PGR may be granted if (1) the information therein, if unrebutted, makes it more
likely than not that at least one of the claims challenged in the petition is unpatentable, 276 or (2) the petition raises novel or
unsettled legal questions that are important to other patents or applications. 277 It is unclear what constitutes such a question
and whether petitioner must establish that at least one claim is unpatentable if such a question exists.
On its face the new PGR standard is higher than the SNQ previously required for initiating an inter partes reexamination.
But once initiated, the preponderance of evidence standard will be used to determine the patentability of claims, as it is in ex
parte reexaminations. Accordingly, a petitioner seeking PGR will ultimately confront the same burden to prove that a claim
is invalid as petitioners previously did in inter partes reexaminations.
A party may seek PGR (or IPR) or instead opt to sue in district court, but neither PTO proceeding may be instituted by a
party or a party’s real party in interest if that entity previously contested the validity of a claim of the patent in civil
litigation. 278 The PTO’s decision whether to open a PGR is final and non-appealable. PGRs are adjudicated by three-judge
panels of the new Patent Trial and Appeal Board (PTAB), which replaces the back-logged Board of Patent Appeals and
Interferences (BPAI) within the PTO. 279
Inter partes reexamination had no discovery component, 280 but PGR and IPR both permit limited discovery with poorly
defined boundaries. Discovery in both PGR and IPR will be narrower than discovery in federal district court, and discovery
in IPR will be narrower than it is in PGR. In post-grant review the parties may take discovery directly related to factual
assertions advanced by either party, 281 whereas discovery in inter partes review is limited to depositions of witnesses who
submitted affidavits or declarations and what is “otherwise necessary in the interest of justice.” 282 PGR’s broader discovery
is appropriate, because the grounds for challenging a patent are more substantial in PGR than in IPR.
The new materiality standard established in Therasense may affect inequitable conduct allegations that a patent challenger
considers asserting in an infringement action filed after a post-grant review (or IPR). For example, a PGR that invalidates
some but not all claims may be used to prove the materiality of a reference that a patentee failed to cite in the original
prosecution of her patent. 283 How often will this occur? Pre-AIA approximately 1% of patents were litigated 284 and
litigation often proceeded concurrently with PTO proceedings. Approximately 70% of patents in inter partes reexamination

and 33% of patents in ex parte reexaminations also were in district court litigation, 285 even though the proceedings were
designed to be an alternative to litigation. Post-grant review presents the potential to shift numerous patent validity disputes
from the federal courts to the PTO, given the opportunity to challenge a patent based on any invalidity theory, a lower
standard of proof, the absence of any presumption of validity, and the fact that PGR may be much quicker than litigation.
Whereas the AIA provides for PGRs (and IPRs) to be decided by the PTAB within 12 months from institution of the
proceedings (with the possibility of an additional six-month extension for good cause), 286 the median time to trial in patent
litigation remained steady at approximately 2.5 years during the period 2005-2011. 287
Notwithstanding the foregoing, PGR is unlikely to be widely used, given the high cost of analyzing potential threats from
thousands of patents. 288 More likely, such review will be used in targeted fashion by companies focusing on emerging patent
portfolios of strategic competitors. The nine-month window for seeking PGR also is likely to restrict the use of review as a
non-litigation option, particularly for small and medium-size businesses that lack the infrastructure necessary to monitor the
issuance of competitors’ patents. 289
Perhaps the greatest disincentive to frequent use of post-grant review may be provided by its robust estoppel effect. The
AIA requires the PTAB to issue a final written decision concerning the patentability of any patent claim challenged by the
petitioner and any new claim added during PGR. 290 Issuance by the PTAB triggers PGR’s estoppel effect. If the decision is
adverse to the petitioner, she is estopped from asserting invalidity before the PTO, International Trade Commission (ITC), or
a federal court on any basis that was raised or reasonably could have been raised during the PGR. 291 This differs
considerably from the estoppel effect attaching to inter partes reexamination pre-AIA, which followed exhaustion of all
appeals. Under the AIA estoppel is attainable within 12 to 18 months, in contrast to the roughly six years an appeal from an
inter partes reexamination took to navigate the PTO and obtain a final decision from the Federal Circuit. 292 No doubt the
speed with which estoppel takes effect will weigh heavily in the decision calculus concerning pursuit of PGR (or IPR).
Adverse final PGR decisions estop petitioners, real parties in interest, or privies of the petitioner. They do not estop patent
owners. This lop-sided estoppel is likely to dissuade prospective petitioners from regarding PGR as an attractive substitute
for litigation. 293
The AIA’s robust estoppel effect also is present in IPR, but it could be particularly acute in PGR 294 where the grounds on
which a petitioner may assert invalidity are unrestricted and there is no exemption from the scope of estoppel for newly
discovered prior art. The lack of restriction offers significant opportunities to find that a basis for invalidity either was raised
or reasonably could have been raised, thereby triggering the estoppel effect. This broad estoppel is likely to operate as a
significant deterrent to the use of PGR by petitioners, except where the facts supporting invalidity are very strong.
As discussed below, the AIA’s new supplemental examination procedure offers a major opportunity for patentees to
prevent prior art references or other information from being used as the basis for subsequent allegations of inequitable
conduct. This opportunity makes it likely that patent owners will seek supplemental examination of patents for prior art
references cited in PGR or IPR, in order to immunize the patents from exposure to later charges of inequitable conduct if that
information was used by the PTAB to invalidate. 295
3. Inter Partes Review
The AIA’s new inter partes reviews will permit few if any occasions to bolster or assert an inequitable conduct defense.
IPR replaced inter partes reexamination on September 16, 2012 and applies to patents issued before, on or after that date—
not merely those patents issued on or after November 29, 1999, as in the case of inter partes reexamination. There are other
important differences between the two procedures. IPR allows the patentee to respond to the petition and explain why the
review should not proceed, whereas in inter partes reexamination a response by the patentee was only allowed after the
examiner instituted reexamination. Further, unlike inter partes reexamination, a petition for IPR may not be filed until nine
after the grant of a patent or issuance of a reissue patent 296 or after termination of a PGR, whichever happens later. 297 Inter
partes review thus is available to requesters seeking to challenge the validity of a patent after the nine-month window for
filing post-grant review has closed.
Inter partes review introduces a new standard to commence review that replaces the former SNQ standard. This standard
also differs from the new test applicable in PGRs. The presentation of a novel or unsettled legal question is not a valid
ground for granting IPR. Rather, the petitioner must show that the information presented in her petition, together with any
response from the patentee, establishes that there is a reasonable likelihood that the petitioner would prevail with respect to at
least one of the claims challenged in the petition. 298 Another difference between IPR and PGR is that in the former, a patent
may only be challenged on the ground that it lacks novelty in violation of 35 U.S.C. § 102 or that it was obvious in violation
of 35 U.S.C. § 103, and only on the basis of prior art patents and printed publications. 299
As in the case of PGR, the PTO’s decision whether to open an inter partes review is final and non-appealable. It is
unclear whether the petitioner can request that the Director review the PTO’s denial of an IPR, and what recourse, if any, the
petitioner has if IPR is granted for some but not all claims. IPRs are adjudicated by three-judge panels of the new PTAB. As
noted, discovery is available, 300 but it tends to significantly favor patentees, insofar as they generally receive priority and are
able to conduct discovery even before they file their responses to petitioners. This serves to makes the strong estoppel

provisions of IPR even stronger. Estoppel is triggered by the final written decision of the PTAB 301 and applies to all issues
that were raised or reasonably could have been raised in the review. 302 Given the availability of discovery, it is easy to
successfully argue that a wide range of issues could have been raised. 303 As with PGR, the robust estoppel effect applies to
other proceedings in the PTO, as well as civil actions and proceedings before the ITC. 304
PTAB decisions are appealable directly to the Federal Circuit. A party that loses an IPR is barred from returning to the
PTO for any proceeding, including ex parte reexamination and PGR. 305 Prior to enactment of the AIA, litigation did not
preclude inter partes reexamination and, absent a discretionary stay, the proceedings could advance in tandem. Inter partes
reexaminations were used by parties to create a record to bolster their positions in ongoing litigation. For example, litigants
would use the process to support an inequitable conduct defense. 306 The situation is different now. It may be more difficult
to obtain IPR than it was to obtain inter partes reexamination pre-AIA, because the standard for obtaining review has
changed. The prior SNQ standard was met in 95% of inter partes reexamination requests. The new standard may yield a
lower percentage.
There are at least two other limiting factors. First, IPR is unavailable where there is litigation concerning the patent and
either more than one year has passed since the petitioner (or someone in privity with the petitioner) was served with the
patent infringement complaint 307 or the petitioner filed a civil action challenging the validity of a claim of the patent before
filing the petition for IPR. 308 Second, the PTO Director has the authority to impose a limit on the number of IPRs that may
be instituted during each of the first four years of implementation. This limit has been projected at 270. 309 Inter partes
reexamination was rare pre-AIA. IPR is apt to be even rarer, 310 thus further restricting the option to litigants to bolster their
inequitable conduct defenses.
4. Supplemental Examination
The AIA’s new supplemental examination provisions are very likely to restrict the inequitable conduct defense as well.
Under the new procedures, a patent owner may request supplemental examination of a patent any time after its issuance to
consider, reconsider or correct information believed to be relevant to the patent. 311 The new provisions, set forth in amended
35 U.S.C. § 257 (Section 12 of the AIA), took effect in September 2012, 312 apply to any patent regardless of issue date, and
provide for reexamination if the Director concludes that the reference presented in the request presents a SNQ of
patentability. 313
If he so concludes, then reexamination proceeds primarily according to the current ex parte reexamination rules, with
some differences. The most important difference is that the current restriction limiting ex parte reexaminations to
consideration of prior art patents and printed publications is inapplicable in supplemental examinations and “information” is
not limited or defined by the AIA. Supplemental examinations can be based on any information believed relevant to the
patent. Accordingly, a patent owner can utilize supplemental examinations to call to the attention of the PTO prior art patents
and printed publications, as well as non-print prior art and non-prior art information held by the Federal Circuit to be material
in inequitable conduct cases prior to Therasense. 314 This is a much broader scope of information than the “patent and printed
publications” limitation of ex parte reexamination.
Supplemental examination is not available if allegations of inequitable conduct have been pled with particularity in a civil
action. 315 If defendant alleges in court that certain conduct constitutes inequitable conduct, the patentee loses the ability to
cure the defect through supplemental examination. But this exception is likely to have very limited application, because
evidence of inequitable conduct is frequently unavailable until discovery occurs and typically the timing of the onset of
litigation is within the patentee’s control. In most cases patentees can be expected to exercise such control by filing an
absolving request for supplemental examination prior to taking any action that might trigger a declaratory judgment action. 316
Moreover, the requirement that inequitable conduct be pled with particularity in order to trigger the exception likely entails
compliance with Exergen. For all of the reasons described supra, it is very difficult to satisfy Exergen’s pleading standard.
In the absence of the rare exception supplemental examination will permit a patentee to effectively inoculate a patent
against all but the most egregious forms of inequitable conduct, by resubmitting the patent for reexamination based on
corrected information. Once that corrected information is considered, the patent cannot later be held unenforceable on the
basis of conduct relating to such information. This is true even if a reexamination is not conducted. 317 The legislative history
of the AIA indicates that supplemental examination can serve to prevent a patent from subsequently being held invalid, 318
and the PTO has publicly stated that “[a] patent owner may use supplemental examination to forestall a subsequent
inequitable conduct challenge to the enforceability of the patent during litigation.” 319 This signaling effect alone may be
sufficient to ensure that inoculation occurs.
The proceeding is available only to patent owners, 320 who will be able to cure intentional failures to disclose prior art that
would otherwise be grounds for a finding of inequitable conduct. The AIA requires patentees to request and conclude
supplemental examination before attempting enforcement. 321 Where that occurs, examinations can be used as free passes by
patent owners who deceive the PTO. As such, supplemental examinations create a patent amnesty program. 322 Amnesty is
created not merely for issued patents. It also is created for any other patent that, if it had been examined in light of
information relevant to the patentability of the claimed invention reasonably available during the initial examination, might

not have been issued or might have been issued in a much narrower form. 323 This differs considerably from pre-AIA postgrant procedures, wherein the submission of information for consideration by the PTO was an effective admission of its
materiality. 324 The Federal Circuit has held that the submission of information during reexamination does not bar the
subsequent assertion of an inequitable conduct defense based on such information, and in fact can provide a basis for the
defense. 325
Post-grant review is unlikely to negate the powerful impact of supplemental examinations, because such examinations are
likely to affect a much broader body of patents. 326 Likewise, while the potential impact of the amnesty is reduced because the
Director must make a confidential referral to the U.S. Attorney General for possible prosecution if the Director becomes
aware during the course of a supplemental examination or related reexamination that material fraud may have been
committed on the PTO, 327 this reduction in impact is liable to be extremely limited. The AIA does not identify the
differences between inequitable conduct (which can be corrected) and fraud (which apparently cannot). Subsequent to
Therasense, the two are closer than they have ever been. The Director had the power to encourage prosecution of those who
engage in material misconduct long before the AIA was enacted, but the power was almost never exercised. 328 There is no
reason to assume the situation will change following enactment. Moreover, the AIA’s legislative history indicates that
Section 12 was not intended to expand the PTO’s investigatory duties, and even if the PTO makes a referral to the Attorney
General it must conclude the supplemental examination. 329
Finally, insofar as the statute of limitations for the criminal law most likely applicable (18 U.S.C. § 1001, which
establishes liability for false statements in matters involving the U.S government) 330 is five years, 331 measured from the date
each element of the crime has occurred, 332 prosecution for most material misconduct would be time-barred by the time a
patent is scrutinized in a supplemental examination or ex parte reexamination. In fiscal year 2012 it took an average of 32.4
months for a patent application to issue as a patent or be abandoned, even longer than the 32.2 months it took in fiscal year
2009. 333 Given this almost three-year lag, which shows no major signs of improvement, 334 it is likely that supplemental
examinations will not be requested until after five years has expired. 335
Supplemental examinations are overtly designed to reduce patentees’ exposure to inequitable conduct claims, 336
unnecessarily replicate the effect of Therasense, 337 and thereby threaten to make the inequitable conduct defense an historic
relic. 338 The overall outcome is likely to be more fraud before the PTO, 339 accompanied by a net increase in the cost of
competition, higher barriers to market entry, decreased innovation, lower-quality patents, and a decline in the economic
competitiveness of the U.S. 340
In summary, the AIA’s new provisions for supplemental examination and post-grant review, together with its modification
of inter partes review, will substantially constrict the inequitable conduct defense.
B. Best Mode
Similar to the AIA’s post-issuance review provisions, the AIA’s new best mode provision also will operate to constrain
the use of the inequitable conduct defense. At least since the 1800s U.S. patent law has required an inventor to disclose the
best mode associated with application of the principle of her invention. 341 This best mode requirement has applied to all
classes of inventions beginning with the 1952 Patent Act, 342 which in 35 U.S.C. § 112 requires the inventor seeking a patent
to disclose the “best mode . . . of carrying out her invention.” 343 The requirement does not require actual disclosure of the
best mode, but instead only adequate disclosure to enable someone of ordinary skill in the art to practice the best mode
without undue experimentation. 344 Under the 1952 Patent Act the failure to disclose best mode during patent prosecution
could result in rejection by the patent examiner. 345
Determining compliance with the best mode requirement is a two-prong inquiry. First, it must be determined whether, at
the time the patent application was filed, the inventor possessed a best mode for practicing the invention. This is a subjective
inquiry which focuses on the inventor’s state of mind at the time of filing. Second, if the inventor did possess a best mode, it
must be determined whether the written description disclosed the mode such that a person skilled in the art could practice it.
This is an objective inquiry which focuses on the scope of the claimed invention and the level of skill in the art. 346
There is some confusion as to whether invalidation based on a best mode violation requires that the inventor knew of and
intentionally concealed a better mode than was disclosed. The Federal Circuit has not been clear about this issue. In some
cases it seems to have required concealment, 347 but in other cases it has stated that intent to conceal is not an element. 348 In
still other cases the court has explained that it uses the term “concealment” as a shorthand way of inquiring about the
adequacy of the disclosure. 349 Section 112 does not on its face impose a concealment requirement. 350
Failure to disclose the best mode has furnished grounds for rejecting patent applications in the PTO and, more commonly,
for declaring the patents invalid or unenforceable in subsequent litigation. 351 Invalidity for failure to satisfy the best mode
requirement must be proven by clear and convincing evidence, 352 and compliance with the requirement is both a question of
fact 353 and often highly factual. 354 The Federal Circuit reviews findings of best mode disclosure violations for clear error. 355
The best mode requirement has several related justifications. The first justification is to ensure that the public is placed on
a level playing field with the patentee upon expiration of the patent. 356 The second is to compensate the public for the cost of
the monopoly created by a patent. 357 A third is to realize basic notions of fairness. 358

Best mode has endured in the U.S. despite being subject to criticism on several grounds. First, best mode has failed to
level the field because it is subjective—only the best mode contemplated by the inventor must be disclosed, even if the best
mode, in an objective sense, is not revealed to the public. 359 Second, best mode also fails to meet its goal because the rapid
pace of technological change may negate the best mode before the patent term ends. Third, best mode increases litigation
costs 360 while providing modest benefits, and, because the rule is virtually unique to the U.S. 361 it places at a disadvantage
foreign applicants who apply for patents in their home countries and then must amend their U.S. applications to comply with
the best mode requirement. 362 Finally, it has been argued that the best mode requirement has been applied inconsistently by
the courts. 363
Most of the foregoing points can be rebutted. First, while best mode is subjective, the inventor’s subjective intent may be
proven by inference from objective evidence, such as performance data for various embodiments of the invention. 364 Second,
there is little or no evidence definitively linking best mode to an increase in patent litigation costs, 365 and the AIA’s abolition
of failure to disclose best mode as a basis for finding invalidity or unenforceability will result in only modest savings and
may even increase costs, because the volume of discovery is not expected to decline. 366 Third, the notion that best mode is
unique to the U.S. is untrue. According to one survey, by 2005 at least twenty-four countries required best mode
disclosure, 367 and the global trend has reflected adoption. 368
The AIA did not substantively change the best mode requirement (except insofar as the requirement now encompasses the
best mode contemplated by the inventor or joint inventor). Amended Section 35 U.S.C. § 112 still requires patent applicants
to disclose a best mode if they know of one. 369 However, courts will no longer enforce this requirement, insofar as the AIA
amended 35 U.S.C. § 282 to eliminate failure to disclose the best mode as a ground for asserting invalidity of the patent,
unenforceability or cancellation of any or all claims in a patent. 370 Thus, under the AIA, patent applicants must disclose the
best mode to receive a patent, but if a patent is obtained despite a failure to so disclose, no challenge to the patent rights can
be made based on such a failure. The prohibition on invalidating a patent claim for failure to disclose best mode encompasses
ex parte reexamination and post-grant review. The foregoing mixed outcome appears to represent a compromise between
critics of best mode who wanted to abolish it entirely and proponents who wanted to preserve it in some fashion. 371
Prior to adoption of the AIA intentional best mode violations could be deemed inequitable conduct. 372 It is not entirely
clear whether inequitable conduct based on intentional concealment of the best mode remains a viable defense in civil
litigation post-AIA. Nothing in the statute explicitly excludes such a defense. The AIA only excludes failure to disclose the
best mode as a direct basis for invalidity or unenforceability, but defendants generally did not assert such a failure in pre-AIA
litigation. Rather, they asserted inequitable conduct before the PTO as the direct basis for a finding of unenforceability.
However, the foregoing distinction is unlikely to prevail, because the AIA does not distinguish between direct and indirect
bases for validity and unenforceability. Congress, when it enacted the AIA, was aware that best mode violations were
frequently styled as inequitable conduct claims, and this probably explains why the AIA excludes failure to disclose the best
mode as a basis for both invalidity and unenforceability. 373 The failure to disclose best mode almost certainly has been
eliminated as a direct and indirect basis for asserting invalidity or unenforceability. 374
Prior to enactment of the AIA, best mode was not a primary defense and it was rarely successful. 375 Now it has been
eliminated as a defense altogether. While the best mode requirement has been nominally retained, it has been rendered a
virtual nullity in any proceeding in which the issue of compliance with the requirement might arise. 376
It has been suggested that best mode retains some utility under the AIA, for a couple of reasons. First, even if evidence
supporting the defense has become inadmissible at trial, a patent applicant’s knowledge of a best mode may be reasonably
calculated to lead to the discovery of admissible evidence relevant to a claim of inequitable conduct or unclean hands. 377
Second, if discovery reveals an undisclosed best mode, the doctrine of unclean hands may provide a remedy. 378 As to the
first point, however, the combination of Exergen, Therasense, and the AIA’s new post-issuance proceedings has essentially
eviscerated the inequitable conduct defense. As to the second point, the doctrine of unclean hands has never been an
effective substitute for inequitable conduct for the reasons discussed supra. As noted, unclean hands generally cannot be
raised by a party who is foreign to the alleged unclean conduct at the time of its occurrence. And whereas application of the
inequitable conduct doctrine results in the unenforceability of the entire patent, the unclean hands defense merely allows
courts to dismiss complaints filed by plaintiffs suing in bad faith.
The AIA’s revision of best mode may create an incentive for inventors to actively conceal the best mode, 379 as long as the
risk of detection by the PTO is sufficiently low. In fact, the risk of detection by the PTO is virtually nonexistent, because the
patent examiner will almost never have evidence sufficient to permit her to conclude that the inventor, at the time of filing the
application, knew of a better mode of practicing the claimed invention. 380 The PTO acknowledges this point in the Manual
of Patent Examining Procedure. 381
The effective elimination of best mode and its concomitant constriction of the inequitable conduct defense undermine the
quid pro quo basis of patent law, which is that the patent applicant should play fair and square with the patent system. It is
unfair if the applicant can receive from the public the right to exclude, while at the same time maintaining part of the
invention as a trade secret by concealing from the public the preferred embodiment of the invention. 382 Prior to the AIA, best
mode also played a critical role in establishing the level of inventiveness necessary for a patent to issue. As explained by
Professors Petherbridge and Rantanen, “the best mode requirement cooperates with nonobviousness doctrine to protect the

balance between incentive and access in the patent system.” 383 The effective elimination of the best mode requirement
terminates that protection. In short, the AIA limits the inequitable conduct defense at cross-purposes with fundamental
objectives of the U.S. patent system.
IV.

CONCLUSION

Through a combination of judicial and political action, Therasense and the AIA have unduly narrowed the inequitable
conduct defense. The Federal Circuit limited the defense explicitly and in substance by restricting its elements and
establishing a more lenient disclosure obligation. Congress constrained the defense implicitly and largely through
procedures. The AIA removed best mode violations as a basis for inequitable conduct, and it established provisions for postissuance review that provide patentees with a safe harbor from allegations of inequitable conduct while estopping patent
challengers from asserting the defense. The restrictions imposed collectively by Therasense and the AIA will tend to
undermine fundamental objectives of patent law. At a minimum, the undue contraction of the inequitable conduct defense
will substantially reduce the incentive for patent applicants to make full and early disclosure to the overall detriment of the
U.S. patent system. At the same time, Therasense will operate to substantially reduce the opportunity for parties to assert
Walker Process antitrust claims. Overall, the cure has been worse than the plague.
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