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Aligning Antitrust and
Patent Law:
Side Effects from the
Federal Circuit’s Cure
For the Inequitable
Conduct “Plague” in
Therasense
B Y G E O R G E G . G O R D O N A N D S T E P H E N A . S T A C K

PAT EN T AND ANT I T RU S T L AW
interact across an active fault line. Changes on one
side of that line will often impact the other. One
example is the interplay between the inequitable
conduct defense in patent law and the antitrust

offense of fraud on the Patent andTrademark Office (PTO).
Both offenses are often applied to the same conduct by the
patentee and often litigated in the same proceeding, yet his-
torically they have been governed by different standards of
proof.
An important shift in this relationship has occurred, how-

ever, with the Federal Circuit’s recent en banc decision in
Therasense, Inc. v. Becton, Dickinson & Co.1 Concerned that
the “habit of charging inequitable conduct in almost every
major patent case has become an absolute plague,”2 the
Federal Circuit tightened up the standards of proof for in-
equitable conduct, aligning them more closely with the stan-
dards governing PTO fraud. The resulting decision may have
significant implications for antitrust cases based on claims of
fraud on the PTO, including the possibility that inequitable
conduct findings will have collateral estoppel or other issue
preclusion effects.

Same Conduct, Different Standards: The Inequitable
Conduct Plague
Inequitable conduct and PTO fraud punish similar con-
duct—misrepresenting or omitting material information in
a patent application with deceptive intent—but they do so in
different ways. Inequitable conduct operates as a complete
defense to an infringement claim, rendering the patent per-
manently unenforceable but providing no cause of action
for damages. By contrast, a finding of PTO fraud can lead to
treble damages and injunctive relief, if the other elements of
an antitrust claim (monopoly power, standing and antitrust
injury) are proven.3

Leading up to Therasense, the standards of proof for
inequitable conduct and PTO fraud differed markedly. As
summarized by the Federal Circuit in 1998, “Inequitable con-
duct . . . is a lesser offense than common law fraud, and
includes types of conduct less serious than ‘knowing and will-
ful’ fraud.”4 The differences which have historically marked
inequitable conduct as a “lesser offense” revolve around the
common elements of both offenses: materiality and intent.

Materiality. The Supreme Court introduced the anti-
trust offense of fraud on the PTO in 1965 inWalker Process
Equipment, Inc., v. Food Machinery & Chemical Corp.5 To pre-
vail under Walker Process, a plaintiff must prove that the
patent holder initiated efforts to enforce a patent obtained by
knowing and willful fraud, and establish the remaining ele-
ments of an antitrust claim.6 To prove materiality, the plain-
tiff must show that the patent being enforced “would not
have issued but for the misrepresentation or omission” under
challenge.7 This “but for” materiality standard has been con-
sistently applied inWalker Process cases.8

Unlike PTO fraud, the materiality standard for inequitable
conduct has never been simple or straightforward. In 1984,
the Federal Circuit cited “any of four tests” that could estab-
lish materiality:
(i) an objective but-for test, asking whether as a legal mat-
ter a patent should have issued if the omitted information
had been provided;
(ii) a subjective but-for test, asking whether this particu-
lar examiner would have issued the patent if the omitted
information had been provided (often requiring the exam-
iner’s own testimony);
(iii) a relevance standard, asking whether the omitted in-
formation “might reasonably have affected” the examiner’s
decision to issue the patent; and
(iv) a more objective relevance standard, asking whether
there was a substantial likelihood that a “reasonable exam-
iner” would have considered it important in deciding
whether to issue the patent.9

The “reasonable examiner” test was taken from the text of
the PTO’s Rule 56 in effect from 1977 to 1992 governing the
information which patent applicants were required to submit
during patent prosecution.10 In 1992 the PTO increased the
sources of confusion when it adopted a more refined mate-
riality standard in rule 56, requiring submission of informa-
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tion that is not cumulative and that “[1] establishes, by itself
or in combination with other information, a prima facie case
of unpatentability . . . or . . . [2] refutes, or is inconsistent
with, a position the applicant takes” on patentability.11

BeforeTherasense, the Federal Circuit had persistently failed
to choose a single standard from among these competing
versions. Instead, panels had vacillated from continued adher-
ence to the 1977 “importance to a reasonable examiner” stan-
dard, to adherence to the 1992 PTO standard, to application
of both standards, to application of whatever PTO standard
was in effect at the time of the conduct.12 Each of these ver-
sions, however, fell short of the but-for antitrust standard.

Intent. Inequitable conduct requires proof by “clear
and convincing evidence” of an “intent to deceive the
PTO.”13 As with materiality, Federal Circuit decisions have
not interpreted the intent element of inequitable conduct
consistently. Despite a 1988 en banc decision rejecting “gross
negligence” as sufficient to establish intent to deceive,14 some
opinions continued to apply a negligence standard.15 Other
inequitable conduct decisions employed a sliding scale, which
relaxed the burden of proving intent if the omission or mis-
representation was highly material.16 Still other decisions
rejected use of a sliding scale, holding instead that intent
must be proven without regard to the degree of materiality
but that once each element is proven by clear and convinc-
ing evidence, both elements are weighed to determine
whether to apply the remedy of unenforceability.17

The antitrust standard for intent is more demanding.
As the Federal Circuit has acknowledged, Walker Process
requires “a greater showing of scienter and materiality” than
inequitable conduct.18 Most significantly, fraud on the PTO
requires “knowingly and willfully misrepresenting facts to
the Patent Office”19 without resort to any sliding scale prin-
ciple.20

The different standards have occasionally led to different
outcomes in the same case. In Dippin’ Dots, Inc. v. Mosey,
for example, the Federal Circuit affirmed a jury verdict of
inequitable conduct, while reversing the same jury’s finding
of PTO fraud. The issue centered on a failure to disclose to
the PTO information about certain sales made at a festival
more than one year before the patent application was filed—
sales that ultimately invalidated the patent. The Federal
Circuit found that the evidence of prior sales satisfied the
standard of materiality for both inequitable conduct and
PTO fraud purposes, but reached different results on intent.
Characterizing the intent evidence as “relatively weak,” the
appeals court nevertheless found it sufficient for inequitable
conduct in view of the “highly material” nature of the omis-
sion21—a classic application of the sliding scale described
earlier—but found it insufficient for the higher intent stan-
dard for PTO fraud, which, the court reiterated, “cannot
result from an equitable balancing.”22

The court further held that, for purposes of proving intent
for PTO fraud, it was not enough for the jury simply to dis-
believe the explanation of the inventor and patent attorney

that they thought the festival sales were merely for experi-
mental purposes. Rather, the court explained that “to find a
prosecution omission fraudulent there must be evidence of
intent separable from the simple fact of the omission.”23 The
antitrust plaintiff had offered no such extrinsic evidence, so
its Walker Process claim failed. At least five other cases have
similarly found inequitable conduct, but no PTO fraud,
based on differences in the standard of proof for the two
offenses.24

The different standards of proof have thus provided an
occasional antitrust cushion for patent holders who, despite
a finding of inequitable conduct, were still able to rely on the
higher proof standard to avoid antitrust liability. This cush-
ion could operate not only where both issues are presented in
the same trial, but also for collateral estoppel purposes in sub-
sequent antitrust trials.25

Another consequence of different proof requirements
between inequitable conduct and PTO fraud has been the
effort by antitrust plaintiffs to a use a sham litigation theory
to do an “end run” around the strict requirements ofWalker
Process. These plaintiffs argue that efforts to enforce a patent
tainted by inequitable conduct can be sham litigation that
violates the antitrust laws even if the conduct does not rise to
the level of Walker Process fraud. While a claim based on
alleged sham litigation would still require proof that the pat-
entee had no objective basis for asserting its patent (and dis-
puting the charge of inequitable conduct),26 on at least one
occasion this “end run” has allowed an antitrust plaintiff to
survive a dispositive motion to dismiss that might have
doomed a pureWalker Process claim.27

Therasense “Cures” the Plague, Aligning Inequitable
Conduct and PTO Fraud
In Therasense, the Federal Circuit brought the standards of
proof for inequitable conduct and PTO fraud into closer
alignment. The conditions leading up to the decision are
interesting and important. The Federal Circuit had come to
realize that inequitable conduct had given rise to “numerous
unforeseen and unintended consequences” which were
“plagu[ing] not only the courts but also the entire patent sys-
tem.”28 While trying to ensure disclosure to the PTO, the
court had unwittingly created a “litigation tactic” that was
being invoked, by one estimate, in 80 percent of the patent
infringement cases, resulting in “increased adjudication cost
and complexity, reduced likelihood of settlement, burdened
courts, strained PTO resources, increased PTO backlog, and
impaired patent quality.”29 The solution crafted by the
Therasensemajority was to tighten the standards of proof for

[T]he Federal Circuit t ightened up the standards of

proof for inequitable conduct, al igning them more

closely with the standards governing PTO fraud.
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both intent and materiality in inequitable conduct cases.30

Intent. In Therasense, the Federal Circuit finally settled on
a standard for intent, choosing the most demanding of the
several options from its previous decisions. The new standard,
which even the dissenting judges accepted, incorporates the
following parameters:
� The patentee must have acted with “specific intent to
deceive the PTO”; gross negligence or negligence under a
“should have known” standard is insufficient;

� Intent must be proved by “clear and convincing evidence”;
� The accused infringer must produce evidence of intent
that is independent of the evidence of materiality; evi-
dence of materiality plus disbelief of the patentee’s expla-
nation for an omission or misrepresentation will not suf-
fice;

� The patentee need not offer any good faith explanation
unless the accused infringer first proves a threshold level of
intent to deceive by clear and convincing evidence;

� The court may not resort to a “sliding scale” that reduces
the evidentiary burden of proving intent in high materi-
ality situations;

� Where intent is proved with circumstantial evidence, the
inference of intent to deceive must be the “single most rea-
sonable inference” able to be drawn from the evidence.31

This standard appears to eliminate any difference between
the requirement for proving deceptive intent in inequitable
conduct cases and inWalker Process fraud cases.

Materiality: Omissions. The Federal Circuit did not
stop at intent. Conceding that its past efforts had failed “to
address the proliferation of inequitable conduct charges by
raising the intent standard alone,” the court in Therasense
raised the materiality standard as well.32 But on this point the
court was far from unanimous. Chief Judge Rader, speaking
for the majority, adopted but-for causation as the standard of
materiality.33 Judge Bryson, joined by three other judges, dis-
agreed. Starting from the premise that “the PTO is the best
judge of what information its examiners need to conduct
effective examinations,”34 Judge Bryson argued that the test
for materiality of omissions should be taken from the PTO’s
Rule 56 governing disclosure in effect at the time of the
application. Under the dissent’s formulation, information
would be material if it is not cumulative of other submitted
information and if:
(1) It establishes, by itself, or in combination with other
information, a prima facie case of unpatentability of a claim;
or
(2) It refutes, or is inconsistent with, a position the applicant
takes in:
(i) Opposing an argument of unpatentability relied on by
the [PTO], or
(ii) Asserting an argument of patentability.35

Unlike the majority test, current Rule 56 would unques-
tionably maintain the current differential between the proof
requirements for inequitable conduct and PTO fraud.
However, the PTO has recently proposed conforming its

Rule 56 to the majority’s materiality standard, which would
close the gap between the majority and the dissent and align
both with the antitrust materiality standard under Walker
Process.36

Materiality: Misrepresentations. The application of
Therasense to affirmative misrepresentations, as opposed to
mere omissions, is less clear. The majority adopts but-for as
the test for materiality “as a general matter,”37 which suggests
that it would apply to misrepresentations as well as omissions.
But the opinion later carves out an exception to the but-for
requirement for “affirmative egregious misconduct” in the
nature of “deliberately planned and carefully executed
schemes to defraud the PTO,” hinting that such conduct
would be presumptively material.38

One example of such conduct the majority gives is filing
of an “unmistakably false affidavit,” as opposed to one that
merely “fail[s] to mention prior art references.”39 In an effort
to supply further guidance, Judge O’Malley, in a separate
opinion, proposed, in addition to the but-for test, to define
materiality to include a “false or misleading representation of
fact (rendered so either because the statement made is false on
its face or information is omitted which, if known, would
render the representation false or misleading)” and also to
allow a finding of materiality where “the behavior is so offen-
sive that the court is left with a firm conviction that the
integrity of the PTO process as to the application at issue was
wholly undermined.”40 The third opinion, Judge Bryson’s
dissent, chose not to offer any standard for misrepresentations
at all, leaving the issue for another day.41

An additional complicating factor in applying Therasense
to misrepresentations is the absence of any solid reason why
courts should apply a presumption of materiality to affirma-
tive misrepresentations, regardless of how trivial, but require
proof of “but-for” materiality for omissions. The majority
offered that “a patentee is unlikely to go to great lengths to
deceive the PTO with a falsehood unless it believes that the
falsehood will affect issuance of the patent,”42 but this line of
argument is unconvincing. Assuming a finding of deceptive
intent, required for both omissions and misrepresentations,
the majority opinion provides no basis for assuming that an
intentionally deceptive misrepresentation is more likely to be
material than an intentionally deceptive omission.
In theory, therefore, the court has maintained a lesser

standard of materiality for inequitable conduct than for PTO
fraud in an ill-defined category of “egregious” misrepresen-
tations. Whether this will translate into a difference in prac-
tice remains to be seen. Rigorously applied, the other require-
ments of specific intent and egregiousness could weed out
most of the cases in which a misrepresentation does not sat-
isfy a but-for standard. But loosely applied, a value-laden
term like “egregious” could just as easily be watered down to
encompass many misrepresentations that do not satisfy but-
for causation, thus perpetuating in a smaller category of cases
a gap in the proof standard between inequitable conduct
and PTO fraud.
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The Antitrust Side Effects of the Therasense “Cure”
The debate between the majority and the dissenters in Thera-
sense revolved entirely around the potential impact of the
changes to the inequitable conduct defense on the work of
the PTO and on the volume and conduct of patent litigation.
None of the Therasense opinions gave any attention to how
those changes might affect the related offense of fraud on
the PTO. But there will be antitrust side effects, some of
which will benefit antitrust plaintiffs, while others will favor
defendants.

No More “Second Bite at the Apple”? Patent cases
raising inequitable conduct defenses often give rise to relat-
ed antitrust claims, either as counterclaims or in follow-on
antitrust cases, such as class actions filed by direct and indi-
rect purchasers. Prior to Therasense, the difference in stan-
dards between inequitable conduct andWalker Process fraud
allowed a patentee to assert defenses to an antitrust claim even
if there was a finding of inequitable conduct. Patentees were
often able to argue successfully both that (1) if the chal-
lenged conduct was found not to rise to the level of
inequitable conduct, it could not, as a matter of law, consti-
tute fraud;43 and (2) even if the challenged conduct was
deemed inequitable conduct, it still might not violate the
more demanding antitrust standards for proving a Walker
Process claim.44

Therasense may shut this door, at least with respect to
antitrust claims based on omissions or conduct before the
PTO that does not qualify as “affirmative egregious miscon-
duct.” Under Therasense, a finding of inequitable conduct—
at least for omissions—necessarily means that an alleged
infringer has also proven the elements required for Walker
Process fraud. In such situations, there is no longer any “cush-
ion” between inequitable conduct and PTO fraud.

Effect on Case Management? Patent holders facing
antitrust counterclaims often seek to bifurcate the patent
and antitrust claims for purposes of discovery and trial. The
theory behind bifurcation is that the patent defenses and the
antitrust claim involve substantively different issues and
proof, and that an antitrust trial on theWalker Process claim
may be unnecessary if the accused infringer cannot even
carry the lesser burden of proving inequitable conduct.
Therefore, as a matter of judicial economy, it makes sense to
try the patent infringement case first because the outcome
may dispose of the antitrust case.
It is unclear how, if at all, the current Therasense rule will

affect the argument for bifurcation. On the one hand, at
least in cases involving omissions, Therasense aligns entirely
the issues related to the conduct before the PTO in both the
antitrust and the patent cases. On the other hand, potential
bifurcation is often also driven by the additional elements of
an antitrust case related to market definition, competitive
effect and injury, which are unaffected by the Therasense rul-
ing. One possibility is that courts may be more willing to
bifurcate only in part, allowing the PTO conduct-related
issues in the antitrust case to proceed through discovery and

trial together with the patent issues, leaving only the truly
antitrust-specific issues, such as market definition, for a later
trial.
On a related point, Therasense may also bolster the argu-

ment that infringement defendants have a constitutional
right to a jury trial on factual issues that are common to an
inequitable conduct defense and aWalker Process claim. Prior
to Therasense, some infringement defendants had opposed
bifurcation on the grounds that they are entitled to a jury trial
on such common issues of fact and that bifurcation would
effectively deprive them of this right if they were forced to try
these issues to a court where the issue was inequitable con-
duct.45 To the extent that the underlying elements of proof are
now identical, Therasensemay strengthen this argument and
further undermine the basis for bifurcating Walker Process
issues for a later trial.

The End of the “End Run”? Therasense also ought to
end efforts to use inequitable conduct to do an “end run”
aroundWalker Process, at least in cases involving alleged omis-
sions. If the proof required to demonstrate inequitable con-
duct is the same as that required to demonstrate fraud on the
PTO under Walker Process, plaintiffs will find no benefit in
combining inequitable conduct with the sham exception to
the Noerr-Pennington doctrine, since affirmatively proving
but-for materiality will be easier than proving that it is objec-
tively baseless for the patentee to deny but-for materiality.

Therasensemay, however, keep the door open for antitrust
plaintiffs to side-step the more rigorous proof requirements
ofWalker Process in cases involving alleged “affirmative egre-
gious misconduct,” where a finding of inequitable conduct
may be based on a presumption of materiality that falls short
of the Walker Process but-for standard. Relying on Abbott
Laboratories v. Teva, discussed earlier,46 the plaintiff could
assert that a suit to enforce a patent obtained through egre-
gious misconduct was sham litigation. Assuming the plain-
tiff could prove that the patent holder had no objective basis
for defending against the egregious misconduct claim, it
would not have to prove but-for materiality.

Is There Potential for a More Robust Body of Law
on Walker Process Issues? In 1998 the Federal Circuit
declared that it wanted to create a “uniform body of federal
law” in Walker Process cases and would therefore no longer
follow the law of the regional circuits regarding conduct
before the PTO.47 If the hope was to provide a well-developed
“body of law” that would guide district courts in this area, it
has not fully materialized. We have found only five Walker
Process appellate decisions since 1998 addressing the merits of
the conduct before the PTO based on an evidentiary record
(trial or summary judgment)—four from the Federal Circuit
and one from the Ninth Circuit.48 This is a rather sparse
“body of law.”
Nor is development of this “body of law” entirely in the

hands of the Federal Circuit.While the Federal Circuit would
have exclusive jurisdiction over an antitrust action based sole-
ly on Walker Process, there are circumstances in which a
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regional circuit will take jurisdiction over antitrust actions in
which the plaintiff ’s claims are based on Walker Process and
other non-patent law theories,49 further increasing the poten-
tial for diverse guidance to lower courts.

Therasense may change this dynamic, however. In areas
where it has aligned the legal tests for inequitable conduct and
PTO fraud, the decision paves the way for the Federal Circuit
to build a larger body of law that will guide district courts in
both Walker Process and inequitable conduct cases—some-
thing that had not occurred previously because of the differ-
ence in proof standards. Under Therasense, inequitable con-
duct decisions can now become persuasive authority in
Walker Process cases because the same legal standard will apply
to both offenses.
The Federal Circuit will have many more occasions to

develop the standard of proof that will apply congruently to
Walker Process cases in the context of the much larger volume
of inequitable conduct cases it will hear. From 1998 through
2008 alone, the Federal Circuit substantively addressed
inequitable conduct in over 150 cases,50 compared to only
four substantiveWalker Process decisions over the same peri-
od. While the court doubtless intends that the higher stan-
dard of proof announced in Therasense will lower its inequi-
table conduct workload, a steady flow of inequitable conduct
cases in the future is still a virtual certainty. Thus, the Federal
Circuit—in the context of deciding issues related to inequi-
table conduct—should provide trial courts and counsel with
substantial additional guidance that will be relevant inWalker
Process actions.
This legal convergence might also attune the courts to

the effect ofWalker Process decisions on the workings of the
PTO. Recall that the Therasense decision was partly a reaction
to the harm caused by the existing inequitable conduct stan-
dard in terms of “strained PTO resources, increased PTO
backlog, and impaired patent quality.”51 These same prob-
lems can arise from a relaxed, or inconsistent, application of
the Walker Process standard. And while the idea of a Walker
Process standard that is less rigorous than the standard for
inequitable conduct sounds counter-intuitive, it does happen.
By way of example, the Federal Circuit’s inequitable con-

duct decisions have given some teeth to the “clear and con-
vincing” evidence standard as applied to circumstantial evi-
dence of intent. As the Federal Circuit has explained, “[T]o
meet the clear and convincing evidence standard, the specif-
ic intent to deceive must be ‘the single most reasonable infer-
ence able to be drawn from the evidence.’”52

Consider how sharply this application of the clear-and-
convincing-evidence standard contrasts with the Ninth Cir-
cuit’s analysis of the Walker Process claims in Kaiser Health
Foundation Health Plan, Inc. v. Abbott Laboratories.53

Although the opinion in Kaiser made reference to the “clear
and convincing” evidence standard, it clearly did not apply
the “single most reasonable inference” principle. Indeed, the
court reversed a grant of summary judgment for the defen-
dant despite acknowledging that it was “possible” that the

alleged omissions were inadvertent. The court based its rul-
ing on the patentee’s incentive to deceive and circumstantial
evidence it found sufficient to “suggest” that the alleged
omissions were “not inadvertent.” The Federal Circuit’s “sin-
gle most reasonable inference” standard would not have sup-
ported this result.
The “single most reasonable inference” principle is one

example of added rigor that has come from the Federal Cir-
cuit’s long experience wrestling with the effects of its own
jurisprudence on the workings of the PTO and the workload
of the courts. Going forward, the potential exists for more
inequitable conduct cases that can better informWalker Pro-
cess decisions in similar fashion.�
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