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Federal Circuit Considers
‘Inequitable Conduct’ En Banc

BIGSTOCK

Court recognized that there must be
some severe consequence where a pat-
ent applicant deliberately violated its duty
of candor and good faith to the U. S. Patent
and Trademark Office (PTO) in submittig
information tg gain allowance of a patent.
The Suprer?:e Court borrowed principles
from common law fraud in deciding how to
deal with such conduct,’ specifically, ruling that

A S EARLY AS the 1930s, the U.S. Supreme
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the resulting patent would be unenforceable if
there were proof that the patent applicant made
material misrepresentations or omissions with
specific intent to deceive the PTO, and that the
PTO relied on those actions in determining to
allow the patent application.

Over the years, this standard has evolved
to the point where common law fraud need
no longer be proved to establish patent unen-
forceability.! The Court of Appeals for the
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Federal Circuit now applies an inequitable
conduct standard. known as the inateriality-
intent-balancing test. in determining whether
a patent is unenforceable.

The evolution of thie inequitable conduct
standard. along with varying definitions of niate-
riality, has now prompted the Federal Circuit to
grant a request for en banc review of the inequi-
table conduct standard as a whole." This article
will consider the current state of this standard
and particular issues beilg addressed by the
Federal Circuit in the TheruSense case.

The Supreme Court first approached ineq-
uitable conduct in a trilogy of cases, using
principles borrowed from common law fraud
where the concepts of misleading stateinents/
conduct. detrimental relianice. injury and intent
were critical elements.” The Court did not defiue
“material misrepresentation.” but did recognize
the difference between a misrepresentation
that had an “immediate and necessary rela-
tion to the equity” of patent unieuforceability,
as opposed to one where the conduct did ot
relate to allowability of a patent.”

For example. in Keystone. a party was given
“valuable consideration” by a pateut owner in
exchange for suppressing evideuce of prior
use that potentially invalidated the patent.”
The party misrepresented. e.g.. that the prior
use was an “abandoned experiment.”""

The Court held that the patent owner’s
conduct amounted to “unclean hands” and
therefore the patent owner could not seek
relief at equity for patent infringement." The
other two early Supreme Court cases similarly
emphasize that a party who has committed
a fraud on the Patent Office. which the PTO
has relied upon. can not come to the court
seeking enforcement of its patent.'?

The current Federal Circuit materiality-
intent-balancing test for inequitable conduct
does not expressly include elements of reli-
ance or specific intent."” The current standard
requires that 1) a patentee misrepresented or
withheld “material” information known to the
applicant: and 2) the misrepresentation/omis-
sion was the result of an “intent to deceive”
the PTO.!* “The court must then determine
whether the questioned conduct amounts to
inequitable conduct by balancing the levels
of materiality and intent.”**

The “materiality” prong of the test is cur-
rently judged. inter alia. under the “[what
would be] important to a reasonable exam-
iner” standard.'® The Federal Circuit has
indicated that several other standards for
judging materiality may be applied. including
the 37 C.FR. §1.56(b) (“Rule 56”) definition
of materiality. and:

...[1] the objective “but for” standard.
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where the misrepresentation was so
material that the patent should not have
issued: [2] the subjective “but for” test.
where the misrepresentation actually
caused the examiner to approve the
patent application when he would not
otherwise have done so: and [3] the

“but it may have” standard. where the

misrepresentation may have influenced

the patent examiner in the course of pros-
ecution."”

The Federal Circuit has repeatedly held
that in each case where a new criterion of
materiality is expressed. it “does not sup-
plant or replace [Federal Circuit] case law.
Rather. it merely provides an additional test
of materiality.”'®

Although the current Federal Circuit “bal-
ancing test” for inequitable conduct allows
for a lessened showing of either materiality
or intent based on a stronger showing of the
other. the court has consistently held that
“materiality does not presume intent. which
is a separate and essential component of
inequitable conduct.”" Nor does the Federal
Circuit officially accept a “gross negligence”
approach. whereby an applicant should have
known from the materiality of a reference that
it required disclosure.?’

Because direct evidence of an intent to
deceive is rare.”! “intent to deceive” is often
based on the totality of the circumstances.
including circumstantial evidence.? “Further.
the inference must not only be based on suf-

As early as the 1930s, the U.S.
Supreme Court recognized that
there must be some severe
consequence where a patent
applicant deliberately violated
its duty of candor and good
faith to the patent office in
submitting information to gain
allowance of a patent.
ficient evidence and be reasonable in light of
that evidence, but it must also be the single
most reasonable inference able to be drawn
from the evidence to meet the clear and
convincing standard.”* Thus. “[o]nly after
adequate showings are made as to both mate-
riality and deceptive intent may the district

court look to the equities by weighing the
facts underlying those showings.”*

‘TheraSense’ Raises the Issue

In a current case. TheraSense Inc. v. Bec-
ton, Dickinson & Co.,” the patent-at-issue
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was originally filed by Medisense Inc., but
during its 14 year examination, responsibil-
ity transferred to Abbott upon acquisition
of Medisense (operating as TheraSense, a
subsidiary of Abbott).

Abbott asserted that Becton, Dickinson &
Co., et al,, sold glucose sensors that infringed
the claims of Abbott’s resulting U.S. patent
number 5,820,551 (“the '551 patent”), directed
to a membrane-less electrochemical sensor
for measuring glucose levels in human blood.
The inequitable conduct charge alleged that
Abbott knew about statements made to the
European Patent Office (EPO) that directly
contradicted statements made to the PTO
regarding a prior art reference but falled to
disclose this information to the PTO.*

The prior art refererkce in the '551 patent
prosecution, U.S. patent number 4,545,382
(“the '382 patent™), had a European coun-
terpart, “the EP'636 patent,” with which
it shared a common specification. During
examination of the EP’636 patent in Furope,
Medisense distinguished its EP’636 applica-
tion from the prior art on the basis that the
*382/EP’636 patent “unequivocally” describes
a sensor without a membrane, as opposed
to the prior art reference which necessitated
amembrane.

To make the point, Medisense cited a por-
tion of the common specification which stat-
ed, “[o]ptionally, but preferably when being
used on live blood, a protective membrane™
is used, arguing that this passage supported
that the membrane was not needed.*”

When Medisense was acquired, its techni-
cal director relayed the arguments macde dur-
ing the EP’636 patent examination to Abbott’s
in-house counsel now in charge  » rage 12
of the 551 patent’s examination in the United
States. The *551 application was facing con-
sistent rejection on the basis of the *382 pat-
ent, and the very same language regarding
an “optional[], but preferabl[e]” membrane
was at issue in the United States.*

At this time, the technical director and
attorney made a conscious decisionto not dis-
close the EPO statements and instead take the
position that the sensors of the *382/EP’636
patents do require a protective membrane,
in contrast to Medisense’s statements to the
EPO. The technical director filed a declara-
tion and the attorney filed further supportive
statements with the PTO, attesting to Abbott’s
new position. Neither individual disclosed
Medisense’s EPO statements to the PTO.*
At trial, both testified that they believed the
EPO statements were irrelevant.®

The district court found inequitable con-
duct based on its determination that the EPO
statements were material, because:

1) the statements were directed to the
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same portion of the '382/EP’636 patents, i.e.,
the “optional[], but preferabl[e]” language;

2) in both cases patentability depended on
proper interpretation of that language; and,

3) the statements made to the PTO directly
contradicted the applicant’s statements to
the EPO.*

In reaching this holding, the district court
relied on the Rule 56 definition of material
information, requiring disclosure of informa-
tion that “refutes, or is inconsistent with, a
position the applicant takes in: (i) Oppos-
ing an argument of unpatentability relied on
by the Office, or (ii) Asserting an argument
of patentability.”" An intent to deceive was
found based on evidence that: (1) Abbott
authorities discussed the statements, and
(2) affirmatively decided not to disclose the
statements, knowing that the same issue with
a contrary interpretation was being debated
in the 551 patent’s examination.*

The district court concluded, “[i]f conceal-
ment of extrinsic information as close to the
heart of the prosecution as was involved here
is allowed to pass, then we would in effect
be issuing licenses to deceive patent exam-
iners in virtually all cases,” suggesting that
the weight of the balancing test here was on
materiality.*' The Federal Circuit affirmed the
district court’s decision, stating that “[t]his
is one of those rare cases in which a finding
of inequitable conduct is appropriate, par-
ticularly in light of the critical nature of the
representations to the PTO,” again focusing
on materiality.*

The Pending Rehearing En Banc

Abbott moved for a rehearing en banc,
which the Federal Circuit granted.” The Cir-
cuit’s affirmance was vacated and the par-
ties have been asked to brief the following
questions:

1) whether the materiality-intent-bal-
ancing framework should be modified/
replaced;

2) whether the replacement standard
should be tied to fraud/unclean hands;
3) whether materiality of a reference
should be judged by PTO standards or
whether the proper standard for mate-
riality requires that one or more claims
of the patent would not have issued but
for the alleged misconduct;

4) whether intent may be inferred from
materiality and when;

5) whether the balancing inquiry should
be abandoned; and

6) whether standards in other areas of
law inform the materiality/intent stan-
dard.*
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In its brief, plaintiff-appellant Abbott argues
the district court’s finding of inequitable
conduct in TheraSense is a resurrection of
the “gross-negligence” test for determining
intent, which the Federal Circuit previously
rejected, because the holding allegedly infers
intent based on a standard whereby Abbott
“should have known” that such material com-
ments required disclosure.® Abbott argues
the current standard needs clarification,
because a “should have known” standard
conflicts with Star Scientific’s holding that
requires an “intent to deceive” to be shown
to be the most reasonable inference under
the circumstances.”

Abbott cites Judge Richard Linn's “vigor-
ous dissent,” particularly with respect to the
intent prong, as illustrative of the plausible
goodHaith inferences that existed and demon-
strated that Abbott did not Intend to deceive
the PTO.*

Defendants/Appellees Becton, Dickin-
son, et.al., on the other hand, argue that the
current standard is clear, citing the district
court’s opinion as proof that clear and con-
vincing findings on the issue of intent can be
articulated." BD argues that “[i]f ever a case
clearly and convincingly compelled a find-
ing of inequitable conduct under the highest
standard dictated by this Court, it would be
this one,”" and concludes that thereis 110 rea-
son to revisit inequitable conduct standards
under the facts of TheraSense.*

Amici Argue for Some Reform

Several amici curiae have filed briefs in
this case, all of which advocate some reform
to the standard for determining inequitable
conduct. Interestingly, the amicus brief sub-
mitted by the American Bar Association pro-
poses a modified standard for determining
inequitable conduct.

Under the ABA's approach, parties alleg-
ing inequitable conduct would need to
show (1) a person having a duty of candor
and good faith misrepreseuted or omitted
material information from the PTO; (2) in
the absence of such misrepresentations or
omissions the PTO would not have granted
at least one patent claim; and, (3) the misrep-
resentation was made with specific intent to
deceive the PTO.*

The ABA proposal emphasizes that intent
cannot be based on materiality, so that mate-
riality and reliance proceed under a “but for”
standard.” The ABA's proposal also ties
materiality and reliance to the patentability
of specific claims.*

The ABA asserts that the benefit achieved
from requiring a showing that the PTO relied
on an applicant’s misrepresentations to issue
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specific claims is that it avoids rendering a
patent unenforceable where a “patentee only
committed minor missteps” that may uot
directly correlate to the patentability of any
claims at issue."” Further, the ABA's approach
would realign the intent element with the
more stringent fraud standard originally
structured by the U.S. Supreme Court.*

According to the ABA, its approach will
stop “the circular overemphasis on material-
ity that has expanded inequitable conduct
doctrine far beyond those instances where the
applicant truly acted with fraudulent intent.”*
This theme is also found in the amicus brief
of the Washington Legal Foundation (WLF),
which advocates clarification of the material-
ity prong of the current inequitable conduct
standard.*

In the WLF's view, the current materiality
standards are mere generalized statements,
i.e., little more than an ‘ know it when I see it’
rule.”™ To make its point, the WLF highlights
the apparent disparity between the Thera-
Sense decision and precedent in/nnogenetics,
N.V. v. Abbott Labs., 512 F.3d 1363, 1378-79
(Fed. Cir. 2008), where the Federal Circuit held
that foreign arguments regarding patentability
were not material to U.S. examination.” In
contrast, the opinion in TheraSense held that
the EPO statements were material to the '551
patent examination.*® The WLF recommends a
bright-line rule that only factual information,
as opposed to lawyer argument, be consid-
ered “material” information for purposes of
inequitable conduct.”

Other briefs discuss the current inconsis-
tency in the standards for materiality and
intent. For example, Nine Law Professors
filed an amicus brief advocating reform to
the standard as it relates to intent. They argue
that two incousistent lities of precedent exist
on the intent issue: one holding that “gross
negligence” cannot prove intent. the other
holding that intent can be established where
the applicant “should have known™ of the
materiality of witlilield information.™ The
Nine Law Professors assert that the court
in TheraSense applied the gross uegligeiice
standard and clarification is needed as to
which staudard is proper.™

Another brief, filed by tlie International
Intellectual Property lustitute aud its chair-
maii and president. Bruce A. Lehinan, explains
how tlie current inequitable conduct standard
compels practitioners to disclose voluminous
amounts of information that they may truly
feel is irrelevant or cumulative to the infor-
mation already hefore the exaniiner, just to
safeguard against a future judge who may
disagree with their determination regard-
ing materiality.”” Practitioners are worried,
according to the Leliman brief, that despite
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their good faith efforts. intent to deceive may
be found in later litigation, potentiaily leading
to malpractice claims.™

The Lehman brief posits that this results
in a “"dump” of information on the PTQ, exac-
erbating existing problems of understaffing
and application backlogs.”

Practitioners are closely watching Thera-
Sense, particularly because the inequitable
conduct defense is currently widely applied
in patent infringement litigation, to see how
the Federal Circuit will respond. If the amicus
briefs are indicative, changes to the standard
are likely, and such changes will surely affect

both how patents are procured as well as
how they are litigated. Patent practitioners
are well advised to keep an eye out for the
Federal Circuit's en banc decision in the
TheraSense case.
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