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Therasense: Tightening the
Standard for Inequitable
Conduct; Too Much or Just
Right?

In Therasense, Inc. v. Becton, Dickinson and
Company, et al., Appeal Nos. 2008-1511 to 1514,
- 1595, slip op. (Fed. Cir. May 25, 2011) (“Federal
Circuit”), Chief Judge Rader summarized the
court’s holding concerning inequitable conduct,
an equitable defense against enforcement of a U.S.
patent:

While honesty at the PTO is essential,
low standards for intent and
materiality have inadvertently led to
many unintended consequences,
among them, increased adjudication
cost and complexity, reduced
likelihood of settlement, burdened
courts, strained PTO resources,
increased PTO backlog, and impaired
patent quality. This court now
tightens the standards for finding
both intent and materiality in order
to redirect a doctrine that has been
overused to the detriment of the

public.
Slip op. at 24 (emphasis added).

In response, Judge Bryson, writing for the dissent
concerning the majority’s adoption of a “but for”
test of materiality as part of that tightening, noted
that:
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As the PTO persuasively argues . . .,
the “but for” standard for materiality is
too restrictive to serve the purposes
that the doctrine of inequitable
conduct was designed to promote. If a
failure to  disclose  constitutes
inequitable conduct only when a
proper disclosure would result in
rejection of a claim, there will be little
incentive for applicants to be candid
with the PTO, because in most
instances the sanction of inequitable
conduct will apply only if the claims
that issue are invalid anyway.

* ok ok ok

... If the applicant withholds prior art
or misleadingly discloses particular
matters and succeeds, he obtains a
patent that would not have issued
otherwise. Even if the nondisclosure
or misleading disclosure is later
discovered, under the majority’s rule
the applicant is not worse off, as the
patent will be lost only if the claims
would otherwise be held invalid. So
there is little to lose by following a
course of deceit. It is not indictment
of the uprightness and professionalism
of patent applicants and prosecutors as
a group to say that they should not be
subjected to an incentive system such
as that. After all, it has long been
recognized that “an open door may
tempt a saint.” The large stakes
sometimes at issue in patent
prosecutions, a regime that ensures
that a dishonest but potentially
profitable course of action can be
pursued with essentially no marginal
added risk is an unwise regime no
matter how virtuous its subjects.

Dissent, slip op. at 8-10 (emphasis added).

With the U.S. Supreme Court (“the Court”) being
closely engaged with the Federal Circuit over U.S.
patent law in the last ten (10) years, there is a
strong possibility of review by certiorari. Has
Therasense resulted in inequitable conduct now
being at a place acceptable to the Court, as well as
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Dissent, slip op. at 8-10 (emphasis added).
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to the Federal Circuit?
The Facts, Briefly

The ‘551 patent involves disposable blood glucose
test strips for diabetes management. The strips
employ electrochemical sensors to measure the
level of glucose in a blood sample. When blood
contacts a test strip, glucose in the blood reacts
with an enzyme on the strip, transferring electrons
from the glucose to the enzyme. A mediator
transfers these electrons to an electrode on the
strip. The 551 patent claims a test strip with a
sensor for testing whole blood without a
membrane over the electrode.

Abbott filed the original application leading to the
551 patent in 1984. Over thirteen years, there
were multiple rejections for anticipation and
obviousness, including repeated rejections over
U.S. 4,545,382 (“the ‘382 patent”), another
Abbott patent. The ‘382 patent specification
discussed protective membranes: “Optionally, but
preferably when being used on live blood, a
protective membrane surrounds both the enzyme
and the mediator layers, permeable to water and
glucose molecules.” (“Live blood” refers to blood

within a body.)

In 1997, Pope, Abbott’s patent attorney, and Dr.
Sanghera, Abbotts R&D Director, decided to
present a new reason for a patent. Pope presented
new claims based on a new sensor that did not
require a protective membrane for whole blood.
Pope asserted that this distinction would overcome
the prior art ‘382 patent, whose electrodes
allegedly required a protective membrane. The
Examiner requested an affidavit to show that the
prior art required a membrane for whole blood at
the time of the invention. Dr. Sanghera made such
a declaration, which Pope submitted to the
USPTO, along with remarks in which he too
stated that “One skilled in the art would not have
read the disclosure of the [382 patent] as teaching
that the use of a protective membrane with whole
blood samples was optional.” Slip op at 8 - 12.

Several years earlier, however, while prosecuting
the European counterpart to the 382 prior art
patent, Abbott made representations to the EPO
regarding the same “optionally, but preferably”
language. To distinguish a German reference
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which required a diffusion-limiting membrane,
Abbott’s European patent counsel stated, twice,
that the counterpart invention did not require a
diffusion-limited membrane. Those arguments to
the EPO were never revealed to the USPTO. Slip
op. at 12-14.

At trial, the court found that the 551 patent
claims were invalid due to obviousness in view of,
inter alia, the ‘382 patent, and held the 551
patent unenforceable for inequitable conduct for
the failure to disclose the EPO arguments
regarding the ‘382 counterpart to the USPTO. See
565 E Supp. 2d 1088 (N.D. Cal. 2008). The
Federal Circuit affirmed the obviousness/invalidity
judgment, and affirmed the unenforceability
holding, with a dissent. The court granted
Therasense’s petition for rehearing en banc and
vacated the panel judgment. See 593 E3d 1289
(Fed. Cir. 2010), vacated, 374 Fed. Appx. 35 (Fed.
Cir. 2010); slip op. at 13-15.

History Reviewed And Analyzed

To provide context, the court first cataloged the
historic underpinnings to inequitable conduct
(slip op. at 15-23), as well as the parade of
horribles that its tightening was intended to avoid,
stating in part:

Inequitable conduct is an equitable
defense to patent infringement that,
if proved, bars enforcement of a
patent. This judge-made doctrine
evolved from a trio of Supreme
Court cases that applied the doctrine
of unclean hands to dismiss patent
cases involving egregious
misconduct: Keystone Driller Co. v.
General Excavator Co., 290 U.S. 240
(1933), Hazel-Atlas Glass Co. .
Hartford-Empire Co., 322 U.S. 238
(1944), overruled on other grounds by
Standard Oil Co. v. United States, 429
U.S. 17 (1976), and Precision
Instruments Manufacturing Co. .
Automotive Maintenance Machinery

Co., 324 U.S. 806 (1945).

* * * *

The unclean hands cases of Keystone,
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o ) ITHEH UTzs Slip op at 8 - 12.
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History Reviewed And Analyzed
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Hazel-Atlas, and Precision formed the
basis for a new doctrine of inequitable
conduct that developed and evolved
over time. Each of these unclean
hands cases before the Supreme
Court dealt with particularly
egregious misconduct, including
perjury, the manufacture of false
evidence, and the suppression of
evidence. . . . They all involved
“deliberately planned and carefully
executed scheme[s] to defraud” not
only the PTO but also the courts.
Hazel-Atlas, 322 U.S. at 245. As the
inequitable conduct doctrine evolved
from these unclean hands cases, it
came to embrace a broader scope of
misconduct, including not only
egregious  affirmative  acts  of
misconduct intended to deceive both
the PTO and the courts but also the
mere nondisclosure of information to

the PTO. ...

In line with this wider scope and
stronger remedy, inequitable conduct
came to require a finding of both
intent to deceive and materiality. Star
Scientific Inc. v. R.]J. Reynolds Tobacco
Co., 537 F. 3d 1357, 1365 (Fed. Cir.
2008). To prevail on the defense of
inequitable conduct, the accused
infringer must prove that the
applicant misrepresented or omitted
material information with the
specific intent to deceive the PTO.
Id. The accused infringer must prove
both elements — intent and
materiality — by clear and convincing
evidence. Id. If the accused infringer
meets its burden, then the district
court must weigh the equities to
determine whether the applicant’s
conduct before the PTO warrants
rendering the entire patent
unenforceable. Id.

Slip. op. at 15, 18-19 (emphasis added).

U.S. 240 (1933), Hazel-Atlas Glass Co. v.
Hartford-Empire Co., 322 U.S. 238 (1944),
overruled on other grounds by Standard Oil
Co. v. United States, 429 U.S. 17 (1976), and
Precision Instruments Manufacturing Co. v.
Automotive Maintenance Machinery Co., 324

U.S. 806 (1945).

* ok ok ok
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Specific Intent to Deceive

Reviewing Star Scientific, supra, and Kingsdown
Med. Consultants, Ltd. v. Hollister, Inc., 863 F.2d
867 (Fed. Cir. 1988) (en banc), the court restated
its rules regarding intent, any tightening being
inherent in that restatement with the clear de-
coupling of intent and materiality by disavowal of
the former “sliding scale” test:

1. The patentee must have acted with
specific intent to deceive the USPTO;
gross negligence/“should have known”
is not sufficient. In other words, the
accused infringer must prove by clear
and convincing evidence that the
applicant knew of the reference, knew
that it was material, and made a
deliberate decision to withhold it. Slip.
op at 24.

2. As intent and materiality are separate
requirements, a trial court should not
use a “sliding scale,” where a weak
showing of intent may be found
sufficient based on a strong showing of
materiality, and vice versa. A trial court
may not infer intent solely from
materiality. A trial court must weigh
the evidence of intent to deceive
independent of its analysis of
materiality. Proving that the applicant
knew of a reference, “should have
known” of its materiality, and decided
not to submit it to the PTO does not
prove specific intent to deceive. Slip
op. at 25.

3. Because direct evidence of deceptive
intent is rare, a trial court may infer
intent from indirect and
circumstantial evidence. To meet the
clear and convincing evidence,
though, the specific intent to deceive
must be “the single most reasonable
inference able to be drawn from the
evidence.” Star, 537 E3d at 1366. The
evidence “must be sufficient to require
a finding of deceitful intent in the
light of all the -circumstances.”
Kingsdown, 863 F2d at 873 (emphasis
added). When there are multiple
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Slip. op. at 15, 18-19 (emphasis added).
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reasonable inferences that may be
drawn, intent to deceive cannot be
found. A trial court clearly errs in
overlooking one inference in favor of
another equally reasonable inference.
Slip op. at 25-26.

4. Because the party alleging inequitable
conduct bears the burden of proof, the
“patentee need not offer any good faith

unless the accused

. prove[s] a threshold

explanation
infringer first . .
level of intent to deceive by clear and
convincing evidence.” Star, 537 F.3d at
1368. The absence of a good faith
explanation for withholding a material
reference does not, by itself, prove
intent to deceive. Slip op. at 26.

“Raising” of the intent standard of inequitable
conduct had, the court admitted, been tried by it
before, but had failed to reduce the number of
inequitable conduct cases. Slip op. at 26.

Apparently not satisfied to trust the now-explicit
disavowal of the “sliding scale” between materiality
and intent to have finally raised the intent standard
high enough to shut off overuse of the inequitable
conduct defense, the court “adjust[ed] as well the
standard for materiality.” /d.

“But For” Materiality

The majority wasted no words in planting the flag
of its tightened materiality standard. Explicitly
refusing to adopt the USPTO Rule 56’s definition
of materiality (see Slip op. at 32-34), Chief Judge
Rader stated:

This court holds that, as a general
matter, the materiality required to
establish inequitable conduct is but-
for materiality. When an applicant fails
to disclose prior art to the PTO, that
prior art is but-for material if the
PTO would not have allowed a claim
had it been aware of the undisclosed
prior art.

Slip op. at 26 (emphasis added).

As to the mechanics/standards of how to
approximate/determine whether “the PTO would
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Kingsdown, 863 F.2d at 873 (emphasis added).
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not have allowed a claim had it been aware of the
undisclosed prior art,” the court said:

In assessing the materiality of a
withheld reference, the court must
determine whether the PTO would
have allowed the claim if it had been
aware of the undisclosed reference.
In making this patentability
determination, the court should
apply the preponderance of the
evidence standard and give claims
their broadest reasonable
construction. Often the
patentability of a claim will be
congruent  with  the
determination — if a claim is
properly invalidated in district court
based on the deliberately withheld
reference, then that reference is
necessarily material because a finding
of invalidity in a district court requires
clear and convincing evidence, a
higher evidentiary burden than that
used in prosecution at the PTO.
However, even if a district court does
not invalidate a claim based on a
deliberately withheld reference, the
reference may be material if it would
have blocked patent issuance under
the PTO’s different evidentiary
standards.

validity

Slip op. at 27-28 (emphasis added). (The court
made no change in the remedy for inequitable
conduct, that of whole patent/whole patent family
unenforceability. Slip op. at 28-29; ¢f Slip op. at
21-22 (“[T]he remedy for inequitable conduct is
the ‘atomic bomb’ of patent law”].)

Perhaps concerned that application of “but for”
materiality as a tightening vehicle was a bridge too
far, the court created an exception to its new rule,
“affirmative egregious misconduct:”

Although but-for materiality generally
must be proved to satisfy the
materiality prong of inequitable
conduct, this court recognizes an
exception in cases of affirmative
egregious misconduct. This exception
to the general rule requiring but-for

HIRT %o FEFHEE ADPTOIC SET T30k
725'5]1“3‘% T exRolGa. Mkl
17 CHkiE . ﬁkmbbé %IEBH R e T
)Zﬁkh.?h“’(%l]o AN EEA DR
BOLENEh>-THAI LB,
e Eid) FETH-TEVRS,

Slip op. at 26 (emphasis added).

[PTOM YELIEBH/R AT SCHRIC D W THI - T
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MCHT B 219 I TR,
R, TRELOEEB (preponderance
of evidence)JEHEZEN L. GhRICBIL T
RN TV ILIMRLETNIE RS
TV, . . . LU, FERORSEMED
M, BRMEOMET & An[nEiks,
TabH, RICHIRD, HHE O B
BEICB VT, BEICER R E Sl
pRICIED EREYNciEsh & Ty,
% Yﬁﬂiﬁmﬂﬁigfﬁottlf")
Teicks, kAL, GRMTIcEET %
HFSHIEL CORREDT=HICIE, PTOICH
JA2BETHEHEINSAHOREE LD
EEV . AN DFHS R REL O B 1E
NEHINZNMETHS, LML,
However, & U HFBHEER DY %I EBH R
SCHik 72 B R 2 e sh & Bl U 2 A
> LTE. PTOICET 5 O
FEDREAED & L TIRFEHEDNT G- H%GED
BN oL VABLBICE. BB,
MZOSOROHEEDN RO NS,

Slip op. at 27-28 (emphasis added). (@HIFTIE. HF
it (RUZ OBIERFRTRE) 2z iiT AREL
% [ARIEEITR ) OEARNZRIRICON
T, MISZELTWARW, Slip op. at 28-29;
of Slip op. at 21-22 ( [N EZRITAIC X 28
(&, FiRHE LD Tk Tha, 1)

B b DIzd D Tiah b X EEHD
WERHIZITZWETH S LD S, &
A&, T O LWIL—Uc—Dfiss T 1z,
ZTnh THEHEMWZRELWAETS]
(affirmative egregious misconduct) TH 5,
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proof incorporates elements of the
early unclean hands cases before the
Supreme Court, which dealt with
“deliberately planned and carefully
executed scheme[s]” to defraud the
PTO and the courts. Hazel-Atlas, 322
U.S. at 245. When the patentee has
engaged in affirmative acts of
egregious misconduct, such as the
filing of an unmistakably false
affidavit, the misconduct is material.
See Rohm & Haas Co. v. Crystal Chem.
Co., 722 F2d 1556, 1571 (Fed. Cir.
1983) (“there is not room to argue that
submission of false affidavits is not
material”); see also Refac Intl, Lid. v.
Lotus Dev. Corp., 81 E3d 1576, 1583
(Fed. Cir. 1996) (finding the
intentional omission of declarant’s
employment with inventor’s company
rendered the affidavit false and that
“[a]ffidavits are inherently material”).
After all, 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. . . . Because neither mere
nondisclosure of prior art references
to the PTO nor failure to mention
prior art references in an affidavit
constitutes affirmative egregious
misconduct, claims of inequitable
conduct that are based on such
omissions require proof of but-for
materiality. By creating an exception
to punish affirmative egregious acts
without penalizing the failure to
disclose information that would not
have changed the issuance decision,
this court strikes a necessary balance
between encouraging honesty before
the PTO and preventing unfounded
accusations of inequitable conduct.

Slip op. at 29-30 (emphasis added).

Responding to Judge O’Malley’s concurrence-in-
p g g y
part, dissent-in-part’s comments regarding this

exception, Chief Judge Rader noted that

The concurrence mischaracterizes this
exception for affirmative egregious acts

— I T i3] EEMEE, R
INIEBRATAIC B 2 HEEREAD 2D
WKAVREENEZINRE RS0V EDTH
0. REHIPTE, B RE LA
ETADERICHNZRDDHED LT
5, T TihoBid) ZzaELd 3
— RN T S H A, A,
MBORICEIm X NPERICHITE N A
F—L] KBELTImETHDNEY
Y=V XHNCBET 2 BT %
PEEND ANTZEDTH S, Hazel-
Atlas, 322 U.S. at 245. FEFHGEND,
NEZVIBEBOEEEZRINT 24 E
D, MMM EELUOARIEITAIC AT
Bia. WO AAIEITLEEETH S, See
Robhm & Haas Co. v. Crystal Chem. Co., 722
E2d 1556, 1571 (Fed. Cir. 1983) ( [HE{AD
HEHORHNEE TRV & O
Z g BRI TR ] ); see abso Refac
Intl, Led. v. Lotus Dev. Corp., 81 E3d 1576,
1583 (Fed. Cir. 1996) (FHEEEMFIHED
ZHICEHA SN TV HEEZREICR
BELTWEZ EICKDEEFIEHBT
HolztHWiL, 2Dk 5 M"FEHRIA
HINCEETH -z Lildiz, ). HiR
DET A, FraFHaE N Y LB EE
WRREDN GICH B R 52 5 L E X
FINE, YEEBERICKOPTOR
BELEX R ELENTHAD, . . .
HUCPTOIC XY % Jed7 ik Z B L 7%
WwZ e, AERICBV TR
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Slip op. at 29-30 (emphasis added).
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by limiting it to the example provided
— the filing of an unmistakably false
affidavit. Based on this
misunderstanding, the concurrence
asserts that this court’s test for
materiality is unduly rigid and
contrary to Supreme Court precedent.
In actuality, however, the materiality
standard set forth in this opinion
includes an exception for affirmative
acts of egregious misconduct, not
just the filing of false affidavits.
Accordingly, the general rule requiring
but-for materiality provides clear
guidance to patent practitioners and
courts, while the egregious misconduct
exception gives the test sufficient
flexibility to capture extraordinary
circumstances. Thus, not only is this
court’s approach sensitive to varied
facts and equitable considerations, it is
also consistent with the early unclean
hands cases — all of which dealt with
egregious misconduct. See Precision,
324 U.S. at 816-20 (perjury and
suppression of evidence); Hazel-Atlas,
322 U.S. at 240 (manufacture and
suppression of evidence); Keystone, 290
U.S. at 243 (bribery and suppression
of evidence).

Slip op. at 30 (emphasis added) See Wexler et al.,
“Implications of Fed. Cir.’s Therasense Opinion,”
IP Law 360, June 3, 2011,

http://www.law360.com/articles/248317/print2section=ip.

Extent of the “Sliding Scale” Disavowal

Judge O’Malley’s concurrence-in-part and dissent-
in-part qualified her agreement with the “sliding
scale” disavowal. While she concurred in the
majority’s statement that “District Courts may not
employ a sliding scale’, nor may they infer intent
from materiality alone.” (Concurrence, slip op. at
3), she dropped at footnote from that point,
stating that:

While I join this portion of the
majority opinion (Part V), I do so
with the understanding that the
majority does not hold that it is
impermissible for a court to consider

WEBOEZEEDORE) ICBRET S L
WO BES MR L TWVW5, ERI.
T DS BRI DWW T, AEH T
DOEFEMICEE T 2 HEUE XA Y IR T
REEDEOIKTZEDTHB & E
EBLTWS, LAhL, BEERICK-
TRES N HEPEICH T 55641,
IEREICE. BBOEEHORIBOAT
B, FLOAET SO Kt
I NCIMT2H0 2T, LiH
S>T, ThhoriF) EEEEZLREL
T 5LV —RIEHID, FrEFRBER KL
UEHPIFTICH U MR et 2R L T
WB—HT. FELOARETAOES .
BN IRI R B eI 05
e FMEIC R -8 T 0 b, Ko T,
AEHFFTO 7 Ta—Fid, ZREARFHE
I AT 4 EOBERIHICOWVWTHE
HTHIDARELT, FLOAIETS
WKOWTH-TZ@mED 7Y —N LR
HIIC B 2 Dl & OB THES
HENEDENDEDTH B, See Precision,
324 U.S. at 816-20 (3 FEA#38 Sy CREHUFZI);
Hazel-Atlas, 322 U.S. at 240 GEALOFEE K
UF2ZI): Keystone, 290 U.S. at 243 (HE 1Y BA
N OREHLODBZI).

Slip op. at 30 (emphasis added) See Wexler et al.,
“Implications of Fed. Cir.’s Therasense Opinion,”
IP Law 360, June 3, 2011,

http://www.law360.com/articles/248317/print?section=ip.
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59, RREEROHDNSNLDEKZE
RELTRELRW] LI EICERFL
— 73 C(Concurrence, slip op. at 3), HIEICIHN
TRD K S IahR7z,
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the level of materiality as
circumstantial evidence in its intent
analysis. As in all other legal inquiries
involving multiple elements, the
district court may rely on the same
items of evidence in both its
materiality and intent inquiries. A
district court must, however, reach
separate conclusions of intent and
materiality and may not base a finding
of specific intent to deceive on
materiality alone, regardless of the
level of materiality.

Concurrence, slip op. at 3, n. 1 (emphasis added).
The dissent made substantially the same point in
regard to the disavowal of the “sliding scale.”
Dissent, slip op. at 6-7 n. 1.

“But-For” Materiality, Reliance and Common
Law Fraud

Responding to the dissent’s exhaustive critique of
the adoption of “but for” materiality, the majority
reached back to concepts of common law fraud
that the Federal Circuit had arguably rejected
earlier in the inequitable conduct context (see, e.g.,

Driscoll v. Cebalo, 731 F2d 878 (Fed. Cir. 1984)):

The dissent’s critique of but-for
materiality relies heavily on definitions
of materiality in other contexts.
Contrary to the implication made in
the dissent, however, but-for proof s
required to establish common law
fraud. Common law fraud requires
proof of reliance, which is
equivalent to the but-for test for
materiality set forth in this opinion.
See 37 C.J.S. Fraud § 51 (“the reliance
element of a fraud claim requires that
the misrepresentation actually induced
the injured party to change its course
of action”); Restatement (Second) of
Torts § 525 (1977) (fraud requires that
the  party  “relies on  the
misrepresentation in  acting or
refraining from action”); see e.g., Exxon
Mobil  Corp. v. Ala. Dept. of
Conservation ¢ Natural Res. 986 So.
2d 1093, 1116 (Ala. 2007) (reliance
element of fraud “can be met only if

o b, EEHIEEZ, NODOEXE
HEMICOWTZENETNSERICE LK
Thidaskxnwl, EEEORED N
MWD ST, EEEORICHE DN
THODDERZZREL TR EERND
TH%,

Concurrence, slip op. at 3, n. 1 (emphasis added).
FOMERE TAZA Fiil) OFFRICDONTIE,
F AR DB S 238X T W%, Dissent, slip op.
at 6-7 n. 1.

e id) Sk, kTt atyn—
Lok

ZRERZ, KWERD I72hoeid) 5
DRI BT 2 MUSH s~ DIRE & L
T E#HGKEI XA LT TN IER T4 I
FTEHEUMCBNTHELLEEZL TS
(see, e.g., Driscoll v. Cebalo, 731 E2d 878 (Fed. Cir.
1984)), IEVHA— FOFEROBERICIZED
DUz,
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RIS T3 &2 A0 HEEN
B9 2% il OEHEL HEFD
EDHEDTH5, See 37 CJ.S. Fraud § 51
( TFER o RICBT 2 EHEEMH L LT
X, HREBERMEEZA S T
T2 REFICEHELEEWVS T
EDRETH B, 1), Restatement (Second)
of Torts § 525 (1977) FEMMDIKAT T 5728
W&, HEREED TBBERZEELT
TEIL X723 T8 Lish o) Lo
ERETTH B, ); see eg., Exxon Mobil
Corp. v. Ala. Dept. of Conservation ¢ Natural
Res. 986 So. 2d 1093, 1116 (Ala. 2007) (FFHK
OFEFHEMFE. TEEDNEARNHEIHIC
B9 % Yk AR R R T L X
Lol Thsro., MhzLlXid i
Mo GARICED . WcEnsd, 1)
Alliance Mortgage Co. v. Rothwell, 10 Cal. 4th
1226, 1239 (Cal. 1995) (same); Luscher v.
Empkey, 206 Neb. 572, 576 (Neb. 1980)
(same); Spencer v. Ellis, 216 Or. 554, 561 (Or.

1959) (same).
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the plaintiff does, or does not do,
something that the plaintiff would or
would not have done but for the
misrepresentation of a material fact”);
Alliance Mortgage Co. v. Rothwell, 10
Cal. 4th 1226, 1239 (Cal. 1995)
(same); Luscher v. Empkey, 206 Neb.
572, 576 (Neb. 1980) (same); Spencer
v. Ellis, 216 Or. 554, 561 (Or. 1959)

(same).

Slip op. at 34 (emphasis original and added).
Whether this convolves common law fraud with
all of its elements with the new 7herasense “but
for” materiality inequitable conduct defense, such
that a showing of the one is the legal equivalent of
the other, appears uncertain.

What Therasense Resolves; What It (Arguably)
Does Not?

The bottom line in 7herasense as stated by the
majority is clear: the court has tightened the
standards for finding both intent and materiality-
based in order to redirect the unenforceability
defense of inequitable conduct.

But has Therasense resolved all issues concerning
the alleged over-use of the inequitable conduct
defense?

Consider:

While the court stated a new standard of “but for”
materiality, there is more than one version/flavor
of “but for:” the objective “but for” standard,
where the misrepresentation was so material that
the patent would not have issued; 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 the “but it may have been” standard,
where the misrepresentation may have influenced
the patent examiner in the course of the
examination. Digital Control Inc. et al. v. Charles
Machine Works, 437 F.3d 1309, 1315-16 (Fed. Cir.
2006). The “but it may have” is not rigorously a
“but for” standard in the court’s explicit terms, but
both the objective and subjective “but for”
standards are.

Which “but for,” objective or subjective, applies;
may the choice vary as to the circumstances; is the

Slip op. at 34 (emphasis original and added). “>[Al
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inability to take arguably necessary discovery of an
examiner under Western Electric Inc. v. Piezo
Technology, 860 FE2d 428 (Fed. Cir. 1988),
dispositive in the negative of any possible
application of subjective “but for”? (Query: what
effect, if any, would Reasons for Allowance in a file
history have on this point?) Further case
development may be required to sort this all out.

Does the disavowal of the “sliding” scale, allowing
bolstering/reinforcing the necessary proof of intent
by proof of the level of materiality, mean that
materiality may in no way be considered
concerning intent? The concurrence and the
dissent say that materiality remains an issue of
correct analysis in circumstantially/inferentially
proving the presence of intent. With “but for”
materiality being necessary, does that not perforce
fall into a circumstantial/inferential proof of the
presence of intent, favoring an intent finding?

The “affirmative egregious misconduct” exception
specifically excludes the failure to disclose prior art
references to PTO and/or the failure to cite prior
art references in an affidavit, according to the
majority. This exclusion would appear applicable
only to printed prior art: arguably, a failure to
provide information regarding public knowledge
or use before the invention date (35 USC §
102(a)), an on sale or use bar (35 USC § 102(b)),
derivation (35 USC § 102(f)), and/or prior
invention (35 USC § 102(g)), could appear to fall
within the realm of “affirmative egregious
misconduct.” (Query, in view of the majority’s own
description of the acts of suppression of evidence
in Keystone Driller (suppressed evidence of possibly
invalidating prior use), Hazel Atlas (suppressed
identity of the author of article describing
invention as remarkable advance in field), and
Precision Instruments (false statements made re
dates of conception and reduction to practice,
which the Court said showed Automotive “knew
and suppressed” facts that should have been
provided to the USPTO (324 U.S. at 818)), isnt
the narrowness of that “prior art reference”
exclusion arguably plain?)

What is the burden of proof re “but for”
materiality that a trial court must apply under
Therasense? Must the accused infringer show, by
clear and convincing evidence, that, using a
preponderance of the evidence standard of proof,
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applied to the broadest possible claim
interpretation,  that  “but  for”  the
withholding/affirmative supplying of information
not within the “affirmative egregious misconduct”
exception, a claim would not have issued? Where
the “affirmative egregious misconduct” exception
applies, is that per se clear and convincing evidence
of materiality?

And where no claim was allowed “but for” a
withholding of information not within the
“affirmative egregious misconduct” exception (see,
e.g., Driscoll v. Cebalo, 731 E2d at 878, 884-85
(Fed. Cir. 1984)), what analysis applies?

In view of the majority’s discussion of common
law fraud and reliance, in the context of refuting
the dissent’s comments regarding materiality, is
“reliance” in the common law fraud sense,
arguably a necessary element of proof under
Therasense? Cf. Driscoll v. Cebalo, 731 F.2d at 884-
85. (Query: does the majority’s discussion of
reliance effect in any fashion whether objective or
subjective “but for” is the applicable version/flavor
of “but for” intended by the majority?)

Again, in view of the majority’s discussion of
common law fraud and reliance, has the court
narrowed the daylight between inequitable
conduct and the type of fraud necessary to
support, at least past a ER. Civ. P 12(b) (6)
motion, a Walker Process antitrust claim (assuming
the necessary Section 2 elements are properly
pled)? See, e.g., Dippin Dots, Inc. v. Mosey, 476
E3d 1337 (Fed. Cir. 2007); ¢f. Nobelpharma AB v.
Implant Innovations, Inc., 141 E3d 1059 (Fed. Cir.
1998).

Does the final “weighing” of intent and materiality
(each proved by clear and convincing evidence
sufficient to satisfy the tightened Therasense legal
requirements), the last step wherein the trial court
“does equity” to decide if a holding of inequitable
conducts is warranted, still exist? Despite the
majority’s several citations to Star Scientific, that
point seems to have gotten overlooked in the
shuffle. See Dutra, “Therasense Comments Laud
Single Standard But See Reform Playing Out Over
The Long Term,” BNA May 31, 2011
http://iplaw.bna.com/iprc/display/simple doc dis
play.adp?fedfid=21000330 &vname= ptdb.
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Likewise, is McKesson Information Solutions, Inc. v.
Bridge Medical Inc., 487 F3d 897 (Fed. Cir. 2007),
arguably still good law, at least in part? See Dutra,
id. And what of E Speed Inc. v. Brokertec USA,
LLC., 480 F3d 1129, 1138 (Fed. Cir. 2007); Refac
Intl., Lid. v. Lotus Development Corp., 81 F3d
1576, 1578-85 (Fed. Cir. 1996); Paragon Podiatry
Labs., Inc. v. KLM Labs., Inc., 984 F2d 1182,
1190-92 (Fed. Cir. 1993), all addressing inferences
arising from submission of false statements or
omissions in affidavits? Save where the prior art
exclusion from “affirmative egregious misconduct”
applies, they, too, would appear to have
continuing effect post-Therasense.

Summary

Therasense has tightened (key) elements, intent and
materiality, of the inequitable conduct defense.
Even if Court review by certiorari is not sought or
granted, and despite the majority’s best intentions,
the Federal Circuit may have taken only another,
though heavier, step down a contentious path
strewn with obstacles that has shown its resistance
to clear resolution for over 75 years. Once again,
only time will tell whether that path is now
shortened and the goal within reach.

If you have any questions about the matters addressed in this
article, please contact the following Kirkland authors or your
regular Kirkland contact.

Kenneth R. Adamo
www.kirkland.com/kradamo

+1 (312) 862-2671
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Willful Blindness, Not Just

Deliberate Indifference, Required
To Show Induced Acts Constitute
Infringement Under 35 USC §
271 (b)

The U.S. Supreme Court (“the Court”) held, on
May 31, 2011, that inducement of U.S. patent
infringement under 35 USC §271 (b) requires
actual knowledge that the induced acts constitute
infringement, which knowledge may be proved
under the doctrine of “willful blindness.” “Willful
blindness,” a well-known concept in U.S. criminal
law, requires proof that the accused inducer must
subjectively believe that there is a high probability
that a fact exists, and that he took deliberate
actions to avoid learning of the fact. While
refusing to accept the United States Court of
Appeals for the Federal Circuit's (“Federal
Circuit”) “deliberate indifference” standard, the
Court affirmed the finding of induced
infringement because the record/findings below
satisfied the willful blindness standard.

The Facts and Proceedings, Briefly

France-based SEB S.A. sold home cooking
products in the United States through an indirect
subsidiary, T-Fal Corp. SEB owns U.S. Patent
4,955,312; “Cooking Appliance with Electric
Heating,” which claims a “cool-touch” deep fryer,
that is, a deep fryer for home use with external
surfaces that remain cool during the frying process.
SEB obtained the ‘312 patent for the fryer in
1991, and, later, started manufacturing the
patented fryer and selling it under its well-known
“T-Fal” brand. The fryer was very successful in the
U.S. marketplace.

Hong Kong-based Pentalpha Enterprises Ltd., a
Global-Tech Appliances Inc. subsidiary, developed
a competing product at the request of Sunbeam
Products Inc. Pentalpha purchased an SEB fryer
that was made for sale in a foreign market and thus
lacked U.S. patent markings, copied all but the
fryer’s cosmetic features, particularly including its
cool-touch feature, and retained an attorney to
conduct a right-to-use study without telling him it
had copied directly from SEB’s product. The
attorney issued an opinion letter stating that

35 USC § 271 (b)ickD 2+
A AT A IRALT B I,
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Pentalpha’s deep fryer did not infringe any of the
patents that he had found. Pentalpha then started
selling its fryers to Sunbeam, which resold them in
the U.S. under its own trademarks at a price that
undercut SEB’s. SEB sued Sunbeam and the
companies settled. Though Pentalpha was aware of
that litigation, it continued to sell the same deep
fryers through retailers including Montgomery
Ward & Co.

In 1999, SEB sued Montgomery Ward, Global-
Tech, and Pentalpha for patent infringement. In
2006, a jury found willful infringement and
inducement after hearing instructions that a
finding that Pentalpha actively and knowingly
aided and abetted direct infringement would
suffice, and that the jury was to assess whether
Pentalpha knew or should have known that its
actions would induce infringement. On appeal,
Pentalpha argued that the trial court erred in those
instructions and in the final judgment, because the
company had no actual knowledge of the patent
until the Sunbeam litigation in 1998.

The Federal Circuit affirmed. SEB S.A. .
Montgomery Ward & Co., 594 F.3d 1360 (Fed. Cir.
2010) The court quoted the rule on the
knowledge required for induced patent
infringement under DSU Medical Corp. v. JMS
Co., 471 E3d 1293, 1304 (Fed. Cir. 2006) (en
banc): [Tlhe plaintiff must show that the alleged
infringer knew or should have known that his
actions would induce actual infringements,”
which, the court added with emphasis, “necessarily
includes the requirement that he or she knew of the
patent” As the metes and bounds of “knowledge
of the patent” was not at issue in DSU Medical, the
court also noted that it had required a showing of
“specific intent to encourage
infringement” in Broadcom Corp. v. Qualcomm
Inc., 543 E3d 683, 699 (Fed. Cir. 2008). That
specific  intent  encompassed  “deliberate
indifference,” the Federal Circuit added, which
“may require a subjective determination that the
defendant knew of and disregarded the overt risk
that an element of the offense existed.”

another’s

The Court granted certiorari to address the
question of: “Whether the legal standard for the
state of mind element of a claim for actively
inducing infringement under 35 U.S.C. §271(b) is
‘deliberate indifference of a known risk’ that an
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infringement may occur, or ‘purposeful, culpable
expression and conduct’ to encourage an
infringement.”

Induced Infringement Requires Actual
Knowledge that the Induced Acts Infringe

The Court first addressed the question of whether
271(b) presented a need to prove actual knowledge
that the patent
infringement to establish infringement liability.
Slip Op. at 3-10. The Court answered that it did,

reasoning that:

induced acts constitute

1. Section 271(b)’s text, “[w]hoever actively
induces infringement of a patent shall be
liable as an infringer,” is ambiguous as to the
intent needed to impose liability. In referring
to a party that “induces infringement,” the
provision may require merely that the
inducer must lead another to engage in
conduct that happens to amount to
infringement. On the other hand, the
reference to a party that
infringement” may also be read to mean that
the inducer must persuade another to engage
in conduct that the inducer knows is
infringement. Like §271(b)’s language, the
pre-1952 case law is susceptible to
conflicting interpretations.

“induces

2. Aro Mfg. Co. v. Convertible Top Replacement
Co., 377 U.S. 476 (‘Aro II”), resolved the

question at issue.

3. Induced infringement was not considered a
separate theory of indirect liability in the
pre-1952 case law, but was treated as
evidence of “contributory infringement,”
i.e., the aiding and abetting of direct
infringement by another party. When
Congress enacted §271, it separated the
contributory infringement concept into two
categories: induced infringement, covered
by §271(b), and sale of a component of a
patented invention, covered by §271(c). In
Aro II, a majority concluded that a violator
of §271(c) must know “that the
combination for which his component was
especially designed was both patented and
infringing,” 377 U.S. at 488. That

conclusion, now a fixture in the law, compels
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this same knowledge for liability under
§271(b), given that the two provisions have
a common origin and create the same
difficult interpretive choice.

Substitutes for Actual Knowledge: Willful
Blindness but not Deliberate Indifference

The Court refused to accept the Federal Circuit’s
“deliberate indifference” actual knowledge-
substitute/proof; instead, it advanced the doctrine
of “willful blindness” as an acceptable actual

knowledge-substitute/proof. Slip op. at 10-14.

The doctrine of willful blindness is well-
established in U.S. criminal law. Many criminal
statutes require proof that a defendant acted
knowingly or willfully, and courts applying the
doctrine have held that defendants cannot escape
the reach of these laws by deliberately shielding
themselves from clear evidence of critical facts that
are strongly suggested by the circumstances. The
traditional rationale for the doctrine is that
defendants who behave in this manner are just as
culpable as those who have actual knowledge. The
Court endorsed a concept similar to willful
blindness in Spurr v. United States, 174 U.S. 728,
735 (1899). Given the doctrine’s long history and
wide acceptance in the federal courts, the Court
found no reason why the doctrine should not
apply in civil lawsuits for induced patent

infringement under §271(b). Slip op. at 10-13.

“Willful blindness” has two basic requirements:
First, the defendant must subjectively believe that
there is a high probability that a fact exists.
Second, the defendant must take deliberate actions
to avoid learning of that fact. These requirements
provide willful blindness with an appropriately
limited scope that surpasses recklessness and

negligence. Slip op. at 13-14.

The Court explained its refusal to go with the
Federal Circuit’s “deliberate indifference” as an
actual knowledge substitute/proof:

The test applied by the Federal Circuit
in this case departs from the proper
willful blindness standard in two
important respects. First, it permits a
finding of knowledge where there is

merely a “known risk” that the
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induced acts are infringing. Second, in
demanding  only  “deliberate
indifference” to that risk, the
Federal Circuit’s test does not
require active efforts by an inducer
to avoid knowing about the
infringing nature of the activities.

Slip op at 14 (emphasis added).

Even with this difference, the Court found that the
jury could have easily found that, Pentalpha
willfully blinded itself to the infringing nature of
the sales it encouraged Sunbeam to make. (While
the trial court did not instruct the jury on “willful
blindness,” Pentalpha did not challenge the jury
instructions and the trial court did not rule on the
point; the Court refused Pentalpha’s request to
remand for a new trial on that basis. Slip op. at 14
n. 10)

Evidence of Willful Blindness Supported the
Jury Verdict

The Court listed out the record evidence
establishing “willful blindness”  Pentalpha
believed that SEB’s fryer embodied advanced
technology that would be valuable in the United
States market, as evidenced by its decision to copy
all but the fryer’s cosmetic features; Pentalpha
copied an overseas model of SEB’s fryer, aware that
it would not bear U.S. patent markings; Pentalpha
did not inform its attorney that the product to be
evaluated was simply a knockoff of SEB’s fryer.

The Court’s incredulity at this failure to inform
opining counsel was manifest:

Even more telling is Sham’s decision
not to inform the attorney from whom
Pentalpha sought a right-to-use
opinion that the product to be
evaluated was simply a knockoff of
SEB’s deep fryer. On the facts of this
case, we cannot fathom what motive
Sham [Pentalpha’s CEO] could have
had for  withholding this
information other than to
manufacture a claim of plausible
deniability in the event that his
company was later accused of patent
infringement. Nor does Sham’s

M UEWEHIZ RN EHPRU Tz, Slip op. at 10-13.
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testimony on this subject provide
any reason to doubt that inference.
Asked whether the attorney would
have fared better had he known of SEB’s
design, Sham was nonresponsive. All
he could say was that patent search is
not an “easy job” and that is why he
hired attorneys to perform them.

Slip op. at 15-16 (emphasis added).

Taken together, the Court concluded that evidence
was more than sufficient for a jury to find that
Pentalpha subjectively believed there was a high
probability that SEB’s fryer was patented and took
deliberate steps to avoid knowing that fact,
therefore willfully blinding itself to the infringing
nature of Sunbeam’s sales.

SEB Resolves the Need for Actual Knowledge
Regarding Inducement

The Court simply and directly did what it said
when it granted certiorari: It has resolved the
question of the need for actual knowledge under
35 U.S.C. §271(b) (yes, you do), and has set out
an  acceptable  actual  knowledge —
substitute/proof, if hard proof of actual knowledge
is not available, that being “willful blindness.”
Post-SEB, one needs proof that the accused
indirect infringer — the inducer — in addition to
actively encouraging the underlying acts of
infringement, actually knows that those acts will
directly infringe a U.S. patent, or is willfully blind
to that knowledge.

SEB may be viewed as narrowing possible indirect
infringement liability through inducement,
making proof of violations of 35 USC §271(b) as
difficult or more difficult than proof of willful
direct infringement under 35 USC §271(a).
Further case development in the trial courts and at
the Federal Circuit may be necessary to reach a
reasoned view on that position. Consider, though,
that every U.S. District Court judge has both a
criminal as well as a civil docket and tries many
more criminal cases than civil/patent cases in the
usual course. “Willful blindness,” as a result, will
be far less alien and unfamiliar to such a trial judge
than it may be to some patent trial lawyers (and
certainly to patent litigators, generally).
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But will the Courts holding that the actual
knowledge “requirement of inducement” be met
by showing “willful blindness” of the patent at
issue, have any real-world effect over the Federal
Circuit’s “deliberate indifference” test?  Very
possibly, if the (key) difference that “willful
blindness” requires deliberate action to avoid
knowledge, but that “deliberate indifference”
would not require “deliberate action,” s
differentiatable and provable once new cases start
to weigh evidence under the “willful blindness”
requirements.

Harkins has commented that:

While the Supreme Court provided a
different legal test to meet the “actual
knowledge” requirement, the result, as
a practical matter, was to affirm the
Federal Circuit’s determination that
companies cannot avoid inducement
by taking steps to avoid learning of a
patent when they know a patent is
highly likely to exist. It would be a
mistake for any defendant to take
solace in this decision and attempt to
argue that it was merely “deliberately
indifferent” but not “willfully blind.”

Thus, the real import of the Supreme
Court’s decision in Global-Tech is that
the “ostrich defense” of purposely
hiding one’s head in the sand will not
avoid a finding of inducing patent
infringement.

Harkins, “Inside Global-Tech Appliances v. SEB,”
IP Law 360 June 6, 2011,
http://www.law360.com/ip/articles/2492762utm
source=newletter&utm medium=email.

Whether Harkins is right, experience will have to
tell.

If you have any questions about the matters addressed in this
article, please contact the following Kirkland authors or your

regular Kirkland contact.

Kenneth R. Adamo
www.kirkland.com/kradamo
+1 (312) 862-2671
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