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STATEMENT OF RE,LATED CASES

No appeal in or from this civil action was previously before this Courl or

any other appellate court. The Court decided another appeal from the same

District Court proceedings on January 25, 2010 in Therasense, Inc. (now latown as

Abbott Diabetes Care, Inc.) and Abbott Laboratories v. Becton, Diclcinson and

Company and l,,lova Bíomedical Corporation, Nos. 2009-1008, -1009, -1010, -

1034, -1035, -1036, -1031. See Therasense, Inc. v. Becton, Diclcinson & Co.,593

F.3d 1325 (Fed. Cir.2010) (Linn, Friedman, Dyk).



INTRODUCTION AND SUMMARY OF ARGUMENT

Defendant-Appellee Bayer HealthCare LLC ("Bayer") agrees that aspects of

this Court's inequitable conduct jurisprudence need to be clarif,red. The

inequitable conduct doctrine arises out of a series of Supreme Courl cases applying

general equitable principles to plaintiffs seeking to enforce patents granted after

misconduct in the Patent Office. However, some recent panel decisions have

strayed from these roots, or at least have been interpreted by practitioners and

district courls as having done so. Bayer respectfully requests that the Courl

realfrrm inequitable conduct's foundation in the equitable principles of unclean

hands, Supreme Court precedent, and overwhelming authority fi'om this Court.

Ilayer and its aff,rliated companies devote substantial resources to developing

intellectual property. The Bayer companies have an extensive patent portfolio.

Sometimes, however, they are accused of infringement, as in this case. Ilayer thus

keenly recognizes the need for an inequitable conduct doctrine that is both

(1) sufficiently tailored that it is not an undue burden on patent practitioners and

the courts and (2) sufficiently viable to prevent enforcement of patents obtained

after misconduct in the PTO. Inequitabie conduct, and the remedy of

unenforceability, should be reserved for the egregious case of an intentional

violation of the PTO's standards of conduct-exactly what occuned in this case.



Unsurprisingly, Plaintiffs-Appellants Abbott Diabetes Care,Inc. and Abbott

Laboratories (collectively, "Abbott") seek to raise the standard for inequitable

conduct to a level that would effectively jettison the defense entirely. The Courl

does not need the hatchet offered by Abbott and need only take a scalpel to a few

targeted areas of the inequitable conduct doctrine

First,, the Court should reaffirm that, under Supreme Court precedent and this

Coufl's consistent jurisprudence, inequitable conduct is a specihc application of

the equitable doctrine of unclean hands and thus is broader than common law

fraud. This flexible doctrine requires at least that aparty intentionally acted

unfairly relative to the matter in which the parly seeks relief, with the coutl always

retaining discretion to determine the appropriate penalty. See Precision Instrwnent

Mfg. Co. v. Automotive MainL Mach. Co.,324 U.S. 806, 814-15 (1945). While

unclean hands is a defense to all types of actions, this Couft's materiality-intent

framework properly tailors the general requirements of the doctrine to the specific

context of duty of candor inequitable conduct cases. This framework, however,

may not be appropriate for other types of inequitable conduct cases.

Second, for duty of candor cases, the Courl should adopt a single materiality

standard: that adopted by the PTO in Rule 56,31 C.F.R. $ I .56, to define the

scope of an applicant's duty of candor. The scope of the duty of disclosure applied



in later litigation should not be broader than that demanded by the PTO itself

during prosecution.

Thit cl, the Court should reaffirm its decision tn Kingsdown Medical

Co4sultants, Ltd. v. Hollister Inc., 863 F .2d,867 (Fed. Cir. 1 988) (en bøttc in

relevant part), that inequitable conduct requires proof of a specihc intent to deceive

the PTO, not just recklessness or gross negligence. Id. at816. In duty of candor

inequitable conduct cases, there must be clear and convincing evidence that the

applicant actualiy knew of the information, its materiality, and the nondisclosure or

misrepresentation. Intent may be inferred from the totality of the circumstances,

including in parl from knowledge of materiality, but the inference of intent must be

the single most reasonable inference.

Fourth, the Court should reaffirm that there is not a "sliding scale" that

permits a high showing of materiality to lower the burden of proof for intent, or

vice-versa. Instead, materiality and intent must each be established before the

district court can engage in any balancing inquiry, though the same evidence may

be relevant to establishing both requirements. Once materiality and intent have

been established, the district court must balance the equities to determine whether

to render the patent unenforceable. The district coutt has general equitable

discretion to apply a remedy short of unenforceability if it is more appropriate on

the facts of the specific case.



Finølly, applying these standards to this case, the District Coufi's and panel

majority's findings of inequitable conduct are beyond reproach. For thirteen years,

the PTO repeatedly rejected applicant's claims based on applicant's own prior art

patent. New counsel took over prosecution and told the examiner that the prior arl

did not disclose what its plain English said. The examiner said he would accept

that unusual reading if applicant submitted a declaration supporling it. Applicant's

scientist and prosecuting attorney submitted the declaration but failed to disclose

that in the European Patent Office ("EPO"), applicant took the polar opposite

position on the meaning of the exact same disclosure to save the prior art patent's

European counterpart. The scientist and attorney knew about and discussed the

position applicant took before the EPO. In fact, the scientist had helped craft the

EPO arguments, attended the EPO proceedings, and told the new lJ.S. counsel all

about it. The District Court found the patent invalid based on the same prior ar1

and further found that the declaration and the attorney remarks accompanying it

were intentionally deceptive and misleading. On these facts, the finding of

inequitable conduct is proper both under the correct legal standards and under any

of the standards proposed in this en bønc proceeding.



BRIEF RE SPOI\SE TO 1,4ry,//¿'OUESTI ONS

1. Should the materiality-intent balancing framework for
inequitable conduct be modified or replaced?

The basic materiality-intent framework should be retained for duty of candor

inequitable conduct cases, but may not be appropriate in other cases, e.g., false

claims to small entity status. (See Section I.B.2, infra.)

2. If so, how? In particular, should the standard be tied directly to
fraud or unclean hands? If so, what is the appropriatc standard
for fraud or unclean hands?

The standard for inequitable conduct in patent matters should be tied directly

to unclean hands, which requires, at a minimum, an (a) intentional, (b) "wrongful"

act (c) connected to the patent that is the subject of the litigation. Fraud is not

required, nor is a "but for" test linking the wrongful conduct to issuance of invalid

claims. (,See Section I, infrø.)

3. What is the proper standard for materiality? \ilhat role should
the PTO's rules play in defining materialify? Should a finding of
materiality require that but for the alleged misconduct, one or
more claims would not have issued?

The sole standard for materiality should be PTO Ruie 56 (31 C.F.R. $ 1.56)

in effect at the time of the alleged wrongful conduct. A "but for" test would be

inappropriate. (,See Section II, infrø.)



4. Under what circumstances is it proper to infer intent from
materialitv?

The requisite level of intent is specific intent to deceive. Negligence or

recklessness is not enough. Although intent cannot be inferred solely from

materiality, it can be inferred from all of the circumstances, including knowledge

of materiality, if it is the single most reasonable inference. Courts should use

generally applicable evidentiary rules in determining intent. (,See Section III,

inf"a.)

5. Should the balancing inquiry (balancing materiality and intent)
be abandoned?

No. Materiality and intent must each first be established. If both are

established, the court should then balance the equities to determine whether to

render the patent unenforceable. The "balancing" test should be clarified so that

district courts understand that findings of materiality and intent do not

automatically lead to the penalty of unenforceability . (SeeSection IY, ínfi'a.)

6. Whether the standards for materiality and intent in other federal
agency contexts or at common law shed light on the appropriate
standards to be applied in the patent context.

Standards for materiality and intent in other federal agency contexts or at

common law are inapplicable because of statutory, regulatory, and precedential

differences. (See Section V, infra.)



ARGUMENT

I. INEQUITABLE CONDUCT IS NOT LIMITBD TO FIìAUD.

A. The Supreme Court Firmly Rooted Inequitable Conduct in
the Doctrine of Unclean Hands.

The modern inequitable conduct doctrine can be traced to three Supreme

Court cases that definitively answer this Court's second en banc question:

"'inequitable conduct' is no more than the unclean hands doctrine applied to

particular conduct before the PTO." See Consolidated Aluminatm Corp. v. Foseco

Int'l Ltd., 910 F.2d 804, 812 (Fed. Cir. 1990) (discussing Supreme Courl

precedent).

1. Inequitable Conduct Is the Supreme Court's
Application of Unclean Hands in the Patent
Prosecution Context.

In Keystone Driller Co. v. General Excavator Co.,290 U.S. 240 (1933), the

Supreme Court denied relief to apatent infringement plaintiff because the

"plaintiff did not come with clean hands in respect of any cause of action in these

cases." Id. a|247 (emphasis added). The plaintiff was aware thata possible prior

use "sufficient to cast doubt upon the validity of the patent" had not been disclosed

to the Patent Office. Id. at243. It obtained a decree of validity in a first

infringement suit after providing "vaiuable considerations" to hide the prior use

evidence. Id. After the piaintiff used this decree in preliminary injunction

proceedings in a second suit, the Supreme Courl invoked the "governing principle"



that "'the doors of the court will be shut"' when a party seeks to "'set the judicial

machinery in motion and obtain some remedy"'but "'has violated conscience, or

good faith, or other equitable principles in his prior conduct."' Id. at244-41

(quoting Pomeroy, EquiQ Jurisprudence,4th ed', $ 397).

The Supreme Coufi addressed a similar factpattern in Hazel-Atlas Glass Co.

v. Hartþrd-Empire Co., 322U.S. 238 (1944). To overcome "insutmountable"

opposition from the Patent Office, Hartford submitted atradejoulnal arlicle signed

by a supposedly disinterested expert, but actually written by Harlford's attotney,

that described the invention as a "remarkable advance." Id. at240. Llartford then

paid the supposed author to lie to Hazel's investigators and confirm his authorship.

Id. at240-43. The Court charactertzedthe speciflrc actions in ÉIazel'Atlas as

constituting "fraud" and concluded that these actions "call[] for nothing less than a

complete denial of relief to Hartford for the claimed infringement of the patent

thereby procured and enforced." Id. at250. In doing so, the Couft emphasized

that the basis for denying relief to Harlford was "the doctrine of the Keystone

case." Id. at 251. The Court found, in effect, that the actions it described as fraud

in Hazel-Atlas necessarily satisfied the unclean hands standard established in

Keystone.

Finally, in Precision Instrument Manufacturing Co. v. Autotnotive

Møintenance Machinery Co.,324 U.S. 806 (1945), the Supreme Court found that



"inequitable conduct impregnated Automotive's entire cause of action and justifled

dismissal by resort to the unclean hands doctrine." Id. at 819. Automotive

obtained and sought to enforce a patent that it knew was procured by false

statements to the Patent Office. Id. at 810-1 1, 8I7 . The Supreme Court held that

the "guiding doctrine in this case is the equitable maxim that 'he who comes into

equity must come with clean hands. "' Id. at 814. That doctrine "closes the doors

of a courl of equity to one tainted with inequitableness or bad faith relative to the

matter in which he seeks relief, however improper may have been the behavior of

the defendant." Id. The Court barred relief because Automotive had violated its

"uncompromising duty to report to fthe PTO] all facts concerning possible Í]aud or

inequitableness underlying the applications in issue." Id. at 818. Unlike Keystone

and Hazel-Atlas, Precisiondid not involve litigation misconduct over and above

the attempt to enforce a patent the plaintiff knew was procured after misconduct at

the PTO.

Precision explicitly confirmed that "one's misconduct need not necessarily

have been of such a nature as to be punishable as a crime or as to justify legal

proceedings of any character" to justify applying the unclean hands doctrine to bar

a lawsuit. Id. at8l5; see also id. at 816-18 (patent claims barred by "fraud or

inequitableness"). Although the facts of Hazel-Atlas might have satisfied a fiaud

standard, see 322 U.S. at 250,the prior use in Keystone was only "suff,tcient to cast



doubt upon the validity of the patent," not to invalid ate it, Keystone, 290 U. S. at

243, and therefore would not have satisfied the "reliance" element of common law

fraud, see Section I.B. l, infrø. In inviting this Court to adopt a common law fraud

standard that is naffo\Mer and more rigid than the test set out by the Supreme Couft,

Abbott and amici mischaracterize the Supreme Court decisions and rely on policy

arguments that are better directed to that Court or to Congress.

2. The [Jnclean llands Approach to Incquitable Conduct
Is Sound Policy.

The Supreme Courl's adoption of an unclean hands standard is based on

sound policy considerations.

First, apatent "is a special privilege designed to serve the public purpose of

promoting the 'Progress of Science and useful Arts."' Precísion,324 U.S. at 816.

The Supreme Court imposed an "uncompromising duty" of candor and fair-dealing

on those seeking this governmental privilege, rather than limiting the doctrine only

to common law fraud standards more appropriate for private transactions, to ensure

that "the Patent Office and the public escape from being classed among the 'mute

and helpless victims of deception and fraud. "' See id. at 8 16, 818 (quotin g I-Iazel-

Atlas, 322 U .5. at 246).

Seconcl, a patent "is an exception to the general rule against monopolies and

to the right to access to a free and open market." Id. at 816. "The far-reaching

social and economic consequences of a patent, therefore, give the public a
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paramount interest in seeing that patent monopolies spring from backgrounds free

from fraud or other inequitable conduct and that such monopolies are kept within

their legitimate scope." Id. A broader unclean hands standard is therefore justified

to prevent the issuance of unwarranted patent monopolies by ensuring that the

PTO, not just the applicant, "pass[es] upon the sufficiency of the evidenoe." Id. at

818.

Ttrird, the ex parte nature of prosecution and examination of a patent

application requires a broader standard of disclosure than the cofnmon 1aw lraud

standard that prevails in arm's-length transactions between private parties. Given

the "tremendous burden" on the PTO from the "ever-increasing number of

applications before it" and its role as "a fact-finding as well as an adjudicatory

agency," "it must rely on applicants for many of the facts upon which its decisions

are based ." Norton v. Curtíss,433 F.2d719,193-94 (CCPA 1910).

B. Unclean Hands Is Broader Than Common Law llraud.

Contrary to Abbott's suggestion that unclean hands "requires proof of overt

fraud before courls will destroy a property right like a patent," (Abbott En Banc

Br. at l4),"llft is hornbook law that unclean hands and fraud are different wrongs,

subject to different criteria." f,Ilead Sys., Inc. v. Lex Computer & Mgmt. Corp',

351 F.3d 1139, 1151 (Fed. Cir. 2003) (Newman, J., dissenting in parl).
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1. Unclean Hands Does Not Require All of the Elements
of Common Law Fraud.

Common law fraud requires proof of the following elements: (1) a false

representation of material fact; (2) intent to deceive; (3) justihable reliance upon

the misrepresentation inducing action; and (4) injury caused by the reliance. C.R.

Bard, Inc. v. M3 Sys., Inc.,157 F.3d 1340,1364 (Fed. Cir. 1998). Ry contrast,

unclean hands is "not bound by formula or restrained by any iimitation that tends

to trammei the free and just exercise of discretion." Keystone,290IJ.S. at 245-46.

The Supreme Couft precedent teaches that unclean hands "gives wide range

to the equity court's use of discretion in refusing to aid the unclean litigant,"

provided there is at least: (1) a "willful act," (2) "which rightfully can be said to

transgress equitable standards of conduct," (3) "concerning the cause of action."

Precision,324 U.S. at 814-15. By emphasizing that the litigant's actions must be

"willful," the Court limited the unclean hands doctrine to situations where a litigant

knowingly and intentionally committed a wlongful act connected to the cause of

action. Id. at 81 8 ( "Automotive knew and suppressed" information.).

Abbott's suggestion that unclean hands also requires injury to the defendant

caused by the plaintiff s wrongful act, (Abbott En Banc Br. at 15), is foreclosed by

Morton Salt Co. v. G.,S. Suppiger Co.,314 U.S. 488 (1942) (superseded on other

grounds by 35 U.S.C. ç 21I(dX5)). The plaintiff patentee in Morton had a patent

on a machine for depositing salt tablets. Id. at 489. The plaintiff leased the
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patented machines on the condition that the lessees also purchase salt tablets from

the plaintiff, with the salt tablets being the main source of the plaintiff s profits.

Id. at491. When the plaintiff sought to enforce its patent, the Supreme Court held

that the tying arangement barred the infringement suit under unclean hands

principles and found it irrelevant whether the accused infringer competed with the

patentee in the sale of salt tablets. Id. at 49I,494. The Supreme Courl explained

that "[w]here the patent is used as a means of restraining competition with the

patentee's sale of an unpatented product," unclean hands barred the suit

"regardless of whether the particular defendant has suffered from the ndsuse of the

patent." Id. at 493 (emphasis added).

The circuit courts have similarly refused to inject the reliance, causation, and

injury requirements of common law fraud into the flexible unclean hands doctrine.

See, e.g.,Lasercomb Am., Inc. v. Reynolds,9IIF.2d970,979 (4lh Cir' 1990)

("defense of copyright misuse is available even if the defendants themselves have

not been injured by the misuse"); Gaudiosi v. Mellon,269 F .2d 873,882 (3d Cir.

1959) (defendant who invokes unclean hands need not be damaged)'

In sum, the consensus of the case law is that the unclean hands doctrine

requires a iink between the wrongful act and the cause of action, but not between

the wrongful act and harm to the defendant. Abbott cites a few decisions hnding,

on the facts before them, that reliance by or injury to the parly invoking unclean
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hands was necessary to connect the wrongful conduct to the cause of actíon. For

example, tn Serdarevic v. Advanced Medícal Optics, únc.,532 F.3d 1352 (Fed. Cir.

2008), this Court held that a plaintiff could only invoke unclean hands to overcome

a laches defense if the defendant's misconduct caused the plaintiff s delay in

bringing suit. Id. at 1362. Otherwise, nothing would have connected the

defendant's misconduct with its laches defense.

Similarly, Abbott relies on a single sentence taken out of context from

Mitchett Brothers Fitm Group v. Cinema Adult Theater,604F.2d 852 (5th Cir.

1979). The Court in that case concluded that applying unclean hands to bar a

copyright infringement suit based on the alleged obscene or immoral content of the

copyrighted material would undermine the copyright statute, which does not

impose any content limitati on. Id. at 861-63. Although the court in one sentence

referenced personal injury to the defendant, it then explained that, in proper

situations, unclean hands could be invoked based on a "public injury" if the

misconduct "subverts the pulpose of the statute" and is therefore connected to the

right being asserted. 1d. The Court specificaily identified misconduct in copyright

procurement and a tying arrangement similar to that in Morton as examples where

unclean hands may apply. Id.at 865 &. n.27 . Mitchell therefore requires injury to

the defendant to invoke unclean hands only if the plaintiffls misconduct is not

otherwise linked to the right being asserled.
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None of these cases stands for the proposition that reliance by or injury to

the defendant is the only way to establish the requisite connection between the

underiying conduct and the cause of action.

2. The Materiality-Intent Test Appropriately Applies
IJnclean Hands in Duty of Candor Cases.

a. The Materiality-Intent Test Iìcflects Basic
Unclean Hands PrinciPles.

In the context of the "'failure to disclose' form of inequitable conduct," this

Court has long appiied amateriality-intent test. See FMC Corp. v. Manitowoc Co.,

835 F.2d 1411,1415 (Fed. Cir. 1987). Although the materiality-intent test is such

a familiar part of the inequitable conduct doctrine that its roots are often

overlooked, this test properly applies in duty of candor cases the three general

requirements of unclean hands discussed above-(1) intent, (2) awrongful act, and

(3) a connection between the wrongfui act and the cause of action. The intent test

of inequitable conduct mirrors the intent requirement of unclean hands. The

materiality test, in duty of candor cases, determines whether-there is the neoessary

wrongful act to invoke unclean hands. The wrongful act occurs "when a patentee

breaches his or her duty to the PTO of 'candor, good faith, and honesty."' Wanter-

Latnbert Co. v. Teva Pharms. (ISA, Inc.,4I8 F.3d 1326,1342 (Fed. Cir. 2005)

(quoting Molins PLC v. Textron, Inc., 48 F.3d 1172,1178 (Fed. Cir. 1995)); see

ølso Precisíon,324rJ.S. at 818. Finally, \yhen a patentee commits inequitable
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conduct and then sues on the patent involved in that conduct, there is plainly the

requisite linkbetween the misconduct and the cause of action. See Precision,324

ll.S. at 819; Consolidated Aluminum, 910 F.2d at 809-12'

Courts and the PTO have consistently defined the duty of candor based on

whether the information is "materi aI" to the application. See l{orton, 433 F .2d at

794-95;37 C.F.R. $ 1.56 (2010); 37 C.F.R. $ 1.56 (1991). Thus, an "aff,trmative

misrepresentation of a material fact, failure to disclose material information, or'

submission of false material information" breaches an applicant's duty to the PTO

and constitutes the "wrongful act" necessary to invoke unclean hands. See Molitts,

48 F.3d at II78. On the other hand, since there is no duty to subrnit non-material

information to the PTO, the failure to do so breaches no duty and cannot constitute

a "wrongful act."

Although Abbott suggests that a special test for unclean hands requiring

overt fi'aud should be applied in patent cases, (Abbott En Battc Br. at 14), the

Supreme Courl explicitly held that unclean hands in this context inoludes "fraud ot

other inequitable conduct." Precision,324 U.S. at 816 (emphasis added). In fact,

the unclean hands "doctrine assumes even wider and more significant propottions"

in inequitable conduct cases because they "concern[] the public interest as well as

the private interests of the litigants." Id. at 8I5. Courls similarly apply the unclean

hands doctrine broadly in other contexts involving the public interest. See, e.g.,
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International (Jníon, Allied Indus. Workers v. Local (Jníon No. 589,693 F.2d 666,

673 (7th Cir. 1982) (using broader standard for connection between misconduct

and cause of action in labor case due to "public policy" relating to union

relationships).

Finally, the suggestion by Abbott and some of the atnici that the Courl

should add a "but for" reliance element to the materiality-intent test would be

contrary to Precísíon,324 U.S. at 818, and has properly been rejected by this

Court, see Agfa Corp. v. Creo Prods., únc.,451 F.3d 1366,l3l5 n.3 (Fed. Cir.

2006) ("[R]eliance and injury are not elements of today's inequitable conduct

defense."); see also Norton,433 F.2d at796 ("lllnjury to the public through a

weakening of the Patent System is manifest").

b. The Materiality-Intent Test May Not Be

Appropriate for Every Inequitable Conduct
Allegation.

Abbott and some amíci vigorously object to certain panel decisions that

have applied the materiality-intent framework to cases that involved not violations

of the duty of candor but arguably less egregious conduct, such as improperly

paying small entity fees. ,See, €.g., Scanner Techs. Corp. v. Icos Visiott Sys. Corp.,

528 F.3d 1365,l3l5-19 (Fed. Cir. 2008); Ulead,351 F.3d at 1146. The

"materiality" test arises specifically from the PTO rules defining the duty of

candor. While materiality under the PTO's rules is clearly the approriate standard
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when a breach of the duty of candor is the alleged wrongful act, íl may not be an

appropriate factor where the alleged wrongful act is not connected to the duty of

candor. At the same time, the intentional violation of a PTO rule, unLelated to

patentability but still connected to the cause of action (".g., intentionally paying

smali entity fees knowing it is improper), could still satisfy the general unclean

hands doctrine. If the misconduct in such circumstances were not serious, even if

it was intentional, the penalty need not be unenforceability. (Section LV.B, infrø.)

3. A Common Law Fraud Standard Is Only
Appropriate for Wølker Process Claims.

In Walker Process Equípment, Inc. v. Food Machinery & Chemícal Corp.,

382 U.S. I72 (1965), the Supreme Court recognized that misconduct in the Patent

Office could permit not only an inequitable conduct defense, but also an

affirmative antitrust claim. However, the Supreme Courl limited affrrmative

antitrust claims to "a special class of patents, i.€., those procured by intentional

fraud." Id. at 176 (emphasis added). Justice Harlan's concurrence distinguished

between this standard and the lesser misconduct sufficient for an inequitable

conduct defense to infringement. Id. at 180 (Harlan, J., concurring).

This Court's decisions have, as they must, followed that distinction.

"Consistent with the Supreme Court's analysis tn Wølker Process, as well as

Justice Harlan's concurring opinion, fthis Court] ha[s] distinguished 'inequitable

conduct' fi'om Walker Process fraud, noting that inequitable conduct is a broader,
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more inclusive concept than the common law fraud needed to support a Walker

Process counterclaim." ltlobelpharmaAB v. Implant Innovations, Inc., 141 F.3d

1059, 1069 (Fed. Cir. 1998). Walker Process does not in any sense stand for the

proposition that inequitable conduct requires proof of fraud.

Adopting a common law fraud standard for inequitabie conduct would both

vitiate the careful distinction the Supreme Court and this Court have drawn

between inequitable conduct and Walker Process ciaims and ignore important

differences between the remedies for these claims. "Inequitable conduct is . . . an

equitable defense in a patent infringement action and serves as a shield."

Nobelpharmø, l4l F.3d at 1070. "[T]he remedies for inequitable conduct, wliile

serious enough, only include unenforceability of the affected patent ol patents and

possible attorney fees." Id. By contrast, "a mole serious finding of fraud

potentialiy exposes a patentee to antitrust liability," including treble damages, "and

thus serves as a sword." 1d. "simply put, Wallcer Process fraud is a more serious

offense than inequitable conduct," and the restrictive common law fì'aud standard

is justifiably limited to such claims. Id.

C. Consistent With Supreme Court Precedent,'I-his Court, the

PTO, and Other Courts Have Consistently Defined
Inequitable Conduct As Broader'fhan Common Lâw
Fraud.

This Court's predecessor courl held that "the concept of 'fraud' on the

Patent Office . . . encompasses not only that which we have earlier termed
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'technical' li.e., common law] fraud, but aiso a wider rartge of inequitable'

conduct." Norton,433 F.2d at793. The regional circuits likewise uniformly found

that it was "well established that a patent is rendered unenforceable by inequitable

conduct falling somewhat short of common law fraud."l Digítøl Equip Corp. v.

Diamond, 653 F.2d701,710 (1st Cir. 1981). The PTO's interpretation has long

been in accord with these judicial precedents. See, e.g., Patent Examining attd

Appeal Procedures, Proposed Rules, 41 Fed. Reg. 43729,43130 (Oct. 4,1976);

Manual of Patent Examining Procedure ("MPEP") $ 2010.02 (5th ecl., Aug. 1983).2

This Courl has also consistently explained that "fc]onduct before the PTO

that may render apatentunenforceable is broader than 'common law fraud."' J.P.

Stevens & Co. v. Lex Tex, Ltd.,74'/ F.2d1553, i559 (Fed. Cir. 1984) (five judge

panel). Instead, "'inequitable conduct' is no more than the unclean hands doctrine

applied to particular conduct before the PTO." See Consolidated Aluminum,910

F.2d at 8I2; see also, e.g., Agfa,45I F.3d at 1315.

' 5"" also, e.g., Carter-Wallace, Inc. v. Davis-Edwards Pharmøcal Corp.,

443 F.2d 867, 88 | (2d Cir. 1971); Monsqnto Co. v. Rohm & Haas Co.,456F.2d
592, 597 -98 (3d Cir. I 972); Parker v. Motorola, Inc., 524 F .2d 51 [], 535 (5th Cir.
1975); Super Products Corp. v. D P Way Corp.,546F.2d148,758 (7th Cir. 1976);

In re Coordinated Pretrial Proceedings in Antibiotic Antitrust Actiotts, 538 F.2d

180, 185 (8th Cir. 1916); Carpet Seamíng Tape Licensing Corp. v. Best Seant, htc.,

616F.2d 1133, 1138 (9th Cir. 1980); True Temper Corp. v. CF&I Steel Corp., 601

F.2d 495, 502 (10th Cir. 1919).

'Cites to the MPEP are to the Eighth Edition, Revision 8, July 2010, unless

other-wise stated.
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D. The 1952 Patent Act Did Not Embrace Fraud as thc
Standard for Inequitable Conduct.

The patent statute does not mention inequitable conduct, "fraud on the

Patent Office," or any similar concept. As a result, as the PTO pointed out in its

atnicus brief, "35 U.S.C. ç 282, which provides for defenses to infringement,

including unenforceability, does not provide any helpful guidance" in determining

the standards for inequitable conduct. (PTO Amtcus Br. at 15.) At most, Section

282was intended to "include the defenses such as . . . laches, estoppel and unclean

hands" and to reference the existing "defenses usually listed in textbooks on patent

Iaw," such as the unclean hands-based inequitable conduct doctrine the Supreme

Court had recently recogntzed. SeeP.J. Federico, Comtnentary on the l{ew Patent

Act,75 J. Pat. & Trademark Off. Soc'y 767,215 (1993) (reprinted from Title 35,

Unitecl States Code Annotated, (1954 Ed.)).

il. PTO RULE 56 IS THE SINGLE, PIIOPBR TBST FOR
MATERTALITY.

Bayer agrees with the near consensus among amici that the "absence of a

single standard ffor materiality] has led to uncertainty among applicants as to what

information should be disclosed to the PTO." (8.g., PTO Amícus Br. at 8.) The

result: applicants "dumping" "mounds of information with questionable

materiality" on patent examiners, straining the PTO's resources, causing a backlog

of applications, and reducing the quality of patent examination. (Id. at 17-18.)
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Where the alleged "wrongful act" is a failure to abide by the PTO's rules for

submission of information during prosecution, only one "materiality" standard is

justified by law, logic, and policy-the PTO's rule on what information must be

submitted.

A. As a Matter of Policy, Current Rule 56 Is the Appropriate
Materiality Standard.

Rule 56 provides that "[e]ach individual associated with the filing and

prosecution of a patent application has a duty of candor and good faith in dealing

with the Office, which includes a duty to disclose to the Office all information

known to that individual to be material to patentability as defined in this section."

37 C.F.R. $ 1.56(a). Rule 56(b) defines materiality as follows:

fl]nformation is material to patentability when it is not cumulative to
information already of record or being made of record in the
application, and

(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 Office, or
(ii) Asserting an argument of patentability.

Id.

Curuent Rule 56(b) "appliefs] to all applications pending or filed after March

16,1992" and therefore governs conduct that occurred after this date. See Bruno

hdep. Living Aíds, Inc. v. Acorn Mobility Servs. Ltd.,394 F.3d 1348,1.352 (Fed.
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Cir. 2005); Duty of Disclosure,Notice of Final Rulemaking ("Final Rulemaking"),

57 Fed. Reg. 2021 ,2021-22 (Jan. 17,1992). The PTO has confirmed that an

applicant only has a duty to disclose information that is material "within the

definition of 31 C.F.R. 1.56(bXl) or (2);' MPEP $ 2001.05.

1. Current Rule 56 Reflects the Considered, Expcrt
Judgment of the PTO.

Prior to 1992, Rule 56 stated that "information is material fto patentability]

where there is a substantial likelihood that areasonable examiner would consider it

important in deciding whether to allow the application to issue as a patent."

37 C.F.R. $ 1.56(a) (1977). On August 6, 1991, the PTO proposed "clarifyfing]

the duty of disclosure for information required to be submitted to the Oflice."

Duty of Disclosure,Notice of Proposed Rulemaking ("Proposed Rulemaking"), 56

Fed. Reg. 37321,31322 (Aug 6,1991).

The PTO, forecasting in 1991 the arguments made by many of the ancici in

this case, noted that the "reasonable examiner" materiality standard "has been

criticized as vague and because it does not correlate with any concept applied in

other areas of the patent law." Id. The PTO proposed "framfing] fmateriality] in

terms of alternative objective criteria that emphasize the direct connection between

the disclosure standard and the examination process." 1d. The PTO sought to

balance two poiicy interests: (1) that "the public interest is best served and the

Office is most effectíve in granting valid patents when, at the time the patent
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application is examined, the Office is aware of and evaluates all information

material to patentability"; and (2) that "[t]he public, the Office and the users of the

patent system also have an interest in an efficient examination process." Id.

(emphasis added).

The PTO ultimately adopted revised Rule 56 on January 11,1992, afl"er

receiving written comments, holding a public hearing, and revising portions of the

proposed rule in response to the public comments. See Final I{ulemaking, 57 Fed.

Reg. at 202I-22. ThePTO rejected comments in favor of retaining the "reasonable

examiner" standard because it wanted to provide greater clarity to practitioners.

Id. at2023. The PTO also explained that the "objective 'but for"'standard of

materiaiity suggested in some comments "would not cause the Off,rce to obtain the

information it needs to evaluate patentability so that its decisions may be presumed

correct by the coults," and as a result:

meaningfui examination of patent applications will take place for the
first time in an infringement case before a district coutl. . . . The
Off,rce should decide, in the first instance, what is patentable and any
decision should be made with the best information available,
including that known by the applicant.

Id. at2024.

The PTO "employs thousands of patent examiners, and the agency has

acquired considerable expertise in determining what the agency needs, and does
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not need, to examine the hundreds of thousands of applications that are flrled

annuaily." (PTO Amicus Br. at 9.)

2. Current Rule 56 Fosters Disclosure of Information
the PTO Needs to Examine Patent Applications.

The PTO's two-pronged test for materiaiity reasonably reflects objective

criteria for the information that the PTO, based on its superior expertise and

experience, has determined would affect apatent examiner's decision-making.

(PTO Amicus Br. at 3.)

First, inforrnation that "establishes, by itself or in combination with other

information, aprimøfacie case of unpatentability of a claim," 37 C.F.Iì.

$ 1.56(bX1), ensures that the "Office [wi11] decide, in the first instance, what is

patentable" by making the close decisions regarding whether a prima focíe case

has been rebutted, rather than permitting "practitioners and inventors [to] make up

their own minds about what is patentable." SeeFinal Rulemaking,5T Fed. Reg. at

2024.

Second, information that "refutes, or is inconsistent with, a position the

applicant takes in: (i) Opposing an argument of unpatentability reiied on by the

Office, or (ii) Asserting an argument of patentability," 37 C.F.Iì. $ 1.56(bX2),

allows the examiner to carefully consider both the applicant's position and the

inconsistent information, determine whether they can be reconciled, and, if not,

determine which is correct. "[T]he Office, not the applicant, should make the
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determination of the relative value and weight to be accorded information that is

inconsistent with a position of patentability relied on by [the] applicant." See

Proposed Rulemaking,56 Fed. Reg. at37324'

Third,the PTO in 1991 expressly considered and rejected the principal

argument s amicimake against Rule 56(bX2), namely that the rule was unnecessary

and would require prosecutors to scour the earth for any potentially inconsistent

statement made by an applicant. On the first point, the PTO confirmed that this

provision was necessary to "ensure that ali material facts are brought to the

attention of the examiner during the examination process." ,See Final Rulemaking,

57 Fed. Reg. at 2026. For example, Rule 56(bX2) would capture test data

inconsistent with the applicant's claims of unexpected results that may not

otherwise satisfy Rule 56(bX1). See Proposed Rulemaking, 56 Fed. lleg. at 31324.

As to the second point, the supposed onerous duty to search does not exist.

The PTO made clear that "section 1.56(bX2) does not require a search of files"

because "the duty applies to contemporaneously or presently known information.

The fact that information was known years ago does not mean that it was

recognized that the information is material to the present application." See Final

Rulemaking,5T Fed. Iìeg. at2025. Thus, the purporled "duty to search" problem

exists only in the imaginations of those looking to unduly confine the inequitable

conduct doctrine.
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Fourth, although some amící suggest a categorical exclusion for "attorney

arguments in related prosecutions," (AIPLA Ami.cus Br. at 17), Rule 56(bX2)

properly rejects special treatment for this category of inconsistent information.

Attorney arguments, if inconsistent with those made to the PTO, would raise

doubts about the applicant's position in the PTO and require the examiner to

determine the reason for and proper resolution of the inconsistent arguments.

Fffih, Rule 56 benefîts practitioners and the PTO by providing a clearer and

more objective definition of materiality than the reasonable examiner standard.

The applicant need oniy look at the information and determine whether it creates a

primafacie case of unpatentability or is inconsistent with the applicant's position.

The applicant need not decipher what a hypothetical "reasonable examiner" would

consider "important" because the PTO has objectively defined what actual

examiners consider imporlant.

Finølly, Rule 56 works in conjunction with PTO Ilule 105,37 C.F.R.

$ 1.105. Rule 56 imposes an automatic duty of disclosure, while i{ule 105 permits

an examiner to require submission of additional "information leasonably necessary

to examine or treat amatter in an application." MPEP $ 2005; see ctlso Star Fruits

.t¡/.c. v. (Jnited states,¡qi F.¡¿ 1277,1283 (Fed. Cir. 2005). This allows the

PTO to achieve a balance between effectiveness and efficiency by always

receiving the information it deems to have the highest probative value, while
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permitting examiners to require additional information based on the needs of

specific applications.

3. The Adoption of Current Rule 56 As the Sole

Materiality Standard Is Consistent with Unclean
Hands Principles.

Defining the materiality prong of inequitable conduct based on Rule 56 is

consistent with decisions applying unclean hands in other contexts involving

specific statutory and regulatory schemes. Courts regularly look to the statutorily-

or regulatorily-defined standards of conduct to determine whether the "wrongful

act" necessary to invoke unclean hands occurred. See Metro Motors v. l{issan

Motor Corp.,339 F.3d146,751 (8th Cir. 2003) (holding that purposeful "violation

of a statute directly connected with the matter in litigation generally triggers the

doctrine of unclean hands"); Citronelle-Mobíle Gathering, Inc. v. Edwards,669

F.2d1Il,l23 (Temp. Emer. Ct. App. 1982) (applying unclean hands because

companies "aided and abetted the Chamberlain firms in their violation of the price

regulation s"); Gaudiosi, 269 F .2d at 8 8 1 (applying unclean hands based on

"deliberate and malicious . . . violation of the Rules of the Securities and Exchange

Commission").
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B. This Court Has Repeatedly Recognized that the Materiality
Standard Should Reflect the PTO's Standard.

1. Until 2006, the Court Applied the PTO's Materiality
Standard as the Threshold Standard in Litigation.

Prior to 1977 , the PTO regulations did not define the scope of the duty of

candor, 37 C.F.R. $ 1.56 (1949),leaving courts to develop their own (often

differing) standards. Even during this period, the CCPA recognized that the same

standards should be applied in the PTO and litigation but, in the absence of explicit

PTO guidance, looked to the courl-developed standards . See Norton,433 F.2d at

792.

The PTO amended Rule 56 in 1977 to adopt the "reasonable examiner"

standard. 37 C.F.R. ç f .SOia¡ (1977). In Amerícan Hoist & Derriclc Co. v. Sowa &

Sons, Inc., J25 F.2d 1350 (Fed. Cir. 1984), the Court adopted the PTO standard as

the threshold for materiality. Id. at 1363. The Court nonetheless concluded that it

was not "bound by any single standard" of materiality because it adopted a

balancing approach that required a higher threshold showing of intent ("something

more than gross negligence or recklessness") if only the PTO threshold materiality

standard was satisfîed and a lower threshold for intent (i.e., gross negligence or

recklessness) if a higher materiality standard, such as the "but for" test, was

satisfied. 1d. The en banc Kìngsdown decision and other opinions subsequently

repudiate d Aruerícøn Hoist's "sliding scale" approach (Sections III.A, IV.A, infi'a),
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but "adopted this IPTO 'reasonable examiner'] standard as the threshold standard

of materiality," Molíns,48 F.3d at lll9 n.8.

After the PTO revised Rule 56 in 1992, the Court continued to apply the

"reasonable examiner" standard in cases involving conduct prior to L992,but

recognízed that the revised rule was the appropriate materiality standard for

conduct occuring after its adoption. See Hoffinann-La lloche, Inc. v. Promega

Corp.,323 F.3d 1 354, 1368 n.2 (Fed. Cir. 2003).

In the 2005 Bruno decision, the Court explicitly replaced the "reasonable

examiner" test with revised Rule 56, explaining that "[i]n evaluating materiality,

we have consistently referred to the definition provided in3l C.F.R. $ 1.56, by

which the PTO has promulgated the duty of disclosure." 394 F.3d at 1352. After

describing the 1992 revisions, the Court explained that levised Ilule 56 was the

materiality standard, not just an option, holding that "the new rule was applicable

during the prosecution." Id. at 1352-53; see also Purdue Pharmq L.P. v. Endo

Phartns. lnc.,438 F.3d I 123,1129 (Fed. Cir. 2006).

2. Digital Control Should Be Overruled.

Only one week after the Purdue Pharma decision, a different panel in

Dígital Control Inc. v. Charles Machine Worlrs,43l F.3d 1309 (Fed. Cir. 2006),

held that the PTO's "recent adoption of an arguably nanower standard of

materiality does not supplant or replace our case law" but "merely provides an
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additional test of materiality." Id. at 1316. This holding represented a break from

the Courf 's use of the PTO standard and conflicted with Bruno and Purdue

Pharma, which were binding on the Digitøl Control panel. See Hometown Fin.,

Inc. v. (Jnited States,409 F.3d 1360, 1365 (Fed. Cir. 2005).

Dígitøl Control incorrectly interpreted both the case law and regulatory

history. First, it relied on American Hoist's since-disavowed logic that "to the

extent that one standard requires a higher showing of materiality than another

standard, the requisite finding of intent may be lower." Digital Control, 431 F .3d

at 1316. Second, Digital Control's conclusion that "new Rule 56 was not intended

to replace or supplant the 'reasonable examiner' standard," id., is contrary to the

rulemaking record, see Proposed Rulemaking, 56 Fed. Reg. at 31322.

Very few decisions after Dígital Control have actually turned on the

"reasonable examiner" standard for their outcome. Instead, many decisions

reciting this standard have either: (1) involved facts that also would clearly satisly

current Rule 56, e.g., Larson Mfg. Co. v. Alutninart Prods. Ltd., 559 F.3d 1317,

1339 (Fed. Cir. 2009); (Z) expressly applied the current Rule 56 test even after

mentioning the "reasonable examiner" test, e.g., Golden Hour Dctta Sys., Inc. v.

entsCharts, Inc.,614 F.3d 1367 (Fed. Cir.2010); or (3) looked to curent Ruie 56

to define the information a "reasonable examiner" would consider important, €.9.,

Monsanto Co. v. Bayer Bioscíence l,{.V., 514F.3d,1229, I23l (Fed. Cir. 2008).
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The Court should reaffirm that Rule 56, as it existed at the time of the conduct in

question, defines materiality in inequitable conduct cases and ovem;le Digital

Control and the limited set of cases that have followed it.

C. Current Rule 56's Materiality Standard Is Bntitled to
Significant Weight Under Meød.

Beyond the policy and precedent already discussed, the PTO's definition of

materiality reflects the considered, formal, and expert judgment of the PTO and is

therefore entitled to "great respect" under ï.Inited States v. Mead Corp., 533 U.S.

218 (2001). The courts have chosen to define inequitable conduct, in pafl, by the

applicant's "duty to the PTO of candor, good faith, and honesty," Warner-Lambert,

418 F.3d at 1342 (quotations omitted), a duty that is "embodiedin3l C.F.R. $

1 .56(a) (1996)," Critikon, Inc. v. Becton Dickinson Vascular Access, Inc., I20 F.3d

1253, 1256 (Iìed. Cir. 1 991). Under Mead, the courts should give great deference

to the PTO's interpretation of the duty of candor found in Rule 56, including its

definition of "materiality. "

"[A]n agency's interpretation may merit some deference whatever its form,

given the speciahzed experience and broader investigations and information

available to the agency, and given the vahte of uniþrmiQ in its adtninistrative and

judicial understandings of what a national law requires." Id. at 234 (emphasis

added; internal quotations and citations omitted). The "fair measure of deference

to an agency administering its own statute has been understood to vary with
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circumstances, and courts have looked to the degree of the agency's care, its

consistency, formality, and relative expertness, and to the persuasiveness of the

agency's position." Id. a|228 (no|"es omitted).

As discussed above, current Rule 56: (1) was adopted using formal

rulemaking procedures; (2) resulted from extreme care on the PTO's part;

(3) reflects the agency's expertise as to the information needed for effective and

efficient patent examination; (4) is highly persuasive; and (5) has been applied by

the PTO for nearly twenty years. Thus, even if the Court "might not have adopted"

Rule 56's materiality standard "without the benefit of the agency's analysis," Mead

stands for more than "the proposition that 'we defer if we agree,"'and the Courl

should therefore defer to the PTO's standard. See Cøthedral Candle Co. v. ITC,

400 F.3d 1352, 1366 (Fed. Cir. 2005). The Court recognized as rnuch in Bruno

and Purdute Pharma.

D. Alternative Materiality Tests Would Not Promote EffÏcient
and Effective Patent Prosecution.

There is a near consensus among amici that the definition of "material" for

inequitable conduct litigation should be clarified to promote the goals of efficient

and effective prosecution. The "reasonable examiner" test and the "but for" test

are both flawed, as the former prevents fficient patent examination and the latter

prevents effectiv e patent examination.
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1. The "Reasonable Examiner" Standard [Jndermines
Efficient Patent Examination.

The PTO and other amíci have articulately described the problems with

continued reliance on the "reasonable examiner" test despite Ruie 56's namower

materiality standard. The ambiguity in the "reasonable examiner" test has led to

the "increasing trend of applicants 'dumping' references on patent examiners,"

undermining the PTO's purpose in adopting the current version of Rule 56. (PTO

Amicus Br. at 17.) Because the "reasonable examiner" standard is broadel than

Rule 56 and because patent practitioners reasonably want to avoid later accusations

of inequitable conduct, the Court's continued use of this standard broadens the

scope of infomation applicants submit to the PTO. (See, e.g., IPO Amicus Br. at

S-9.) This is a parlicularly ironic result because the "reasonable examiner"

standard was the very standard the PTO repiaced when adopting culrent Ruie 56.

2. The "But For" Materiality Standard Would
Undermine Effective Patent Examination.

a. A "But For" Standard Is Not Supported By
Prccedent and Was Rejected by the PTO.

Abbott and several amici suggest that courls should apply a "but for"

materiality test for inequitable conduct, with PTO discipline the sole remedy for a

violation of Rule 56 that did not meet the "but for" test. (Abbott En Banc Br. at

37-38.) This Court, however, has consistently rejected a "but for" standard for

materiality. See, e.g., Hoffmann-La Roche,323 F.3d at 1368; Molins,48 F.3d at
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1179-80; Merck & Co. v. Danbuty Pharmacal, únc.,873 F.2d 1418,1421 (Fed.

Cir. 1989). And it has found that the requirement of reliance imposed by the "but

for" test is what distinguishes the higher standard for Walker Prr¡cess claims from

that for inequitable conduct. See Nobelpharma, 141 F.3d at 1071.

The PTO also expressly rejected a "but for" standard as not providing

sufficient information for an effective patent examination. (Section II.A.1 , supra.)

And the Supreme Courl concluded that disclosure is required in close cases

because the PTO, not applicants, should "pass upon the suff,rciency of the

evidence." Precision,324 U.S. at 818.

Nor is the "but for" standard supporled by unclean hands plinciples. The

"but for" test is an embodiment of the reliance, causation, and injury requirements

of common law fraud, (see Abbott En Banc Br. at 9), which are not elements of

unclean hands, as explained in Section I.8.1 , supre. For example, in l{eystone, the

Court applied the unclean hands doctrine where the evidence only showed that a

prior use "was sufficient to cast doubt upon the validity of the patent," not that the

undisclosed prior use would have invalidated the patent, as required by "but for"

materiality. See Keystone,290 U.S. at 243 (emphasis added).

Corona Cord Tire Co. v. Dovan Chem. Corp.,216 U.S. 358 (1928), upon

which Abbott relies, does not supporl a "but for" standard. In Corona, the accused

infringer argued that the patent was not entitled to the presumption of validity
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because the patentee allegedly submitted false affidavits to the PTO regarding its

reduction to practice. Id. at313-74. Corona did not address inequitable conduct

and has never been cited by this Court in an inequitable conduct case.

A rigid "but for" standard would be a radical and impermissible departure

from Supreme Court precedent applying flexible unclean hands principles, as well

as this Couft's consistent decisions, and should therefore be rejected.

b. Courts Should Not Apply a Narrower
Materiality Standard than the PTO.

Abbott's suggestion that courts should apply the narrow "but for" test while

the PTO applies the broader test of Rule 56 would undermine PTO efforts to

conduct an effective patent examination.

First, the PTO would virtually never be able to prove the intent required by

Rule 56 (knowledge of materiality) because the patentee normally controls the

relevant facts and the PTO lacks subpoena power, thereby allowing applicants to

violate Rule 56 with impunity. (PTO Amicus Br. at 16); see alsoMPEP $ 2010

(describing problems PTO faces in determining intent to deceive). The "but for"

test that would be enforced by the courls would thus become the effective standard

for disclosure to the PTO, resulting in the many problems identif,red in the

regulatory history of Rule 56. See Final Rulemaking,5T Fed. Reg. at2024.

Second, the PTO can only discipline "practitioners engaged in practice

before the Off,rce" or those "registered to practice before the Office in patent
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cases." See 37 C.F.R. $ 1 1.19. Non-attorneys, such as inventors or declarants

involved in patent prosecution, or non-PTO admitted attorneys, would be able to

withhold information falling within the scope of Rule 56 from their patent counsel

without fear of consequences.

ThirrJ, as Abbott acknowledges, a "but for" standard would essentially make

inequitable conduct co-extensive with invaiidity. (Abbott En Banc Br. at 36 n.4.)

The invalidity defense serves to free the public from unwarranted monopolies that

were improperly granted by the PTO. See Graham v. John Deere Co., 383 U.S. 1,

6 (1966). But the invalidity defense will not eliminate every unwananted

monopoly for a host of reasons-the absence of litigation, favorable licensing

terms, early settlements, the presumption of validity, etc. The inequitable conduct

doctrine is needed to minimize the issuance of unwarranted monopolies in the first

instance by providing a deterrent to ensure that applicants disclose suff,rcient

information for the PTO to make an informed decision. A broader materiality

standard is necessary as a prophylactic to ensure that the PTO "pass[es] upon the

sufficiency of the evidence" of invalidity in the first instance, thereby minimizing

the potential injury to the public. Precision,324 U.S. at 818.
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ilI. INEQUITABLE CONDUCT REQUIRES PROOF OF SPECIFIC
II{TENT UNDER GENERALLY APPLICABLE EVIDENTIARY
RULES.

A. Inequitable Conduct Requires SpecifÏc Intent.

An act is "willful," as required to invoke unclean hands, see Precision,324

U.S. at 815, if it is "fv]oluntary and intentional," Bryan A. Garner, Bløclc's Law

Díctionary l13l (9th ed. 1999). The Courl en banc has thus held that for

inequitable conduct, "the involved conduct, viewed in light of a1l the evidence,

including evidence indicative of good faith, must indicate sufficient culpability to

require a finding of intent to deceive." Kingsdown,863 F.2d at876. "[A] finding

that particular conduct amounts to 'gross negligence' does not itselfjustify an

inference of intent to deceive ." Id. Kingsdow¡z is sound as a mattel of plecedent

and policy and should be reaffirmed. The few panel decisions that have suggested

a "knew, or should have lÇlowtt" intent standard should not be relied upon because

they mistakenly applied decisions using a gross negligence standard that were

ovemrled by Kingsdown. See, e.g., Crítikon, I20 F.3d at 1256 (citing l)riscoll v.

Cebalo,73lF.2d 878, 885 (Fed. Cir. 1984)).

To find specific intent in a duty of candor inequitable conduct case, the

evidence must show at least actual knowledge of ail three of the following: (a) the

reference or information at issue; (b) the omission or misstatement regarding the

reference or information; and (c) the materiality of the reference or information.
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See Molins, 48 F.3d at 1 181 . Courts have similarly concluded in other contexts

that "willful" "simply means a voluntary, intentional violation of a known legal

duty." See United States v. Pomponío,429 U.S. 10, 13 (1916); see also (Jníted

States v. Moon,7I8 F .2d 1210, 1236 (2d Cir. 1983) (permitting jury to normally

"infer comrpt intent" if person "submitted the false documents to the grand jury

knowing that the documents were material to that jury's investigation").

B. Intent May Be Inferred from the Totality of the
Circumstances.

Clear and convincing proof of specific intent does not require dírect

evidence of an intent to deceive, i.e., a "smoking gun." Paragon Podiatry Lab.,

Inc. v. KLM Labs., [nc.,984 F.2d 1182,1189 (Fed. Cir. 1993). Since "[d]irect

proof of wrongful intent is rarely available," LaBounty Mfg., Inc. v. IT'C,958 F.2d

1066, 1076 (Fed. Cir. 1992), "fi]ntent is generally inferred from the facts and

circumstances surrounding the appiicant's overall conduct," M. Eagles 7'ool

Warehouse, Inc. v. Fìsher Tooling Co.,439 F.3d 1335, 1340 (Fed. Cir. 2006).

District courts have ample experience in determining whether to infer intent

from the totality of the circumstances in a variety of other contexts. See, e.g.,ITC

Ltd. v. Punchgini, (nc.,482 F.3d 135,149 (2d.Cir.2007) (trademark

abandonment);DSU Med. Corp. v. JMS Co.,471 F.3d 1293,1306 (Fed. Cir. 2006)

(en banc in relevant part) (inducing infringement); Nobelpharma, 141 F.3d at 1072

(Walker Process claim); (hited States v. Høm, 998 F .2d 1247 , 1254 (4th Cir.
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1993) ("ff]raudulent intent"); (Jnited States v. Perez,698 F.2d 1168, i 171 (11th

Cir. 1983) ("intent to defraud"). District courts should have no less wide latitude

to examine all pertinent facts and circumstances when determining intent in patent

cases than in any other bench triaL. See, ê.g., Punchgíni,482 F.3d at I49; see also

Precision,324 U.S. at 815 (refusing to limit court's "use of discretion" in f,rnding

unclean hands). Amicus Professor llricik suggests a list of potentially relevant

factors in determining whether to infer intent in this context, including:

r Whether the applicant knew of the precise teaching or information,

rather than simply the reference generally;

The applicant's level of familiarity with the technology and the art;

Whether the misrepresentation or omission is isolated or parl of a

pattem;

. The materiality of the reference from the perspective of then-

applicable PTO rules;

r Whether the applicant recalls why he did what he did, or whether his

failure to recall an explanation is reasonable under the circumstances.

(Prof. Hricik Amicus Br. at 16-17 .)

Although materiality "cannot, by itself, satisfy the deceptive intent element

of inequitable conduct," Star Scientific, Inc. v. R.J. Reynolds Tobacco Co.,53l

F.3d 1 351 , 1366 (Fed. Cir. 2008), that does not mean that the same evidence
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cannot be relevant to both materiality and intent. Specifically, a courl may

consider the materiality of a misstatement or omission (if lmowledge of the

materiality has also been shown) as one factor in inferring intent. Cf

l{obetpharma, l4l F.3d at 1072 (finding intent under common law fraud standard

where reference deleted from initial draft of disclosure, no explanation for why

reference deleted, and applicant knew of relevance of reference to invention). If an

applicant fails to disclose a reference that it knows is highly material, the limited

range of possible innocent explanations provides greater justification to infer

intent. The other facts and circumstances necessary to cross the threshold of clear

and convincing evidence of specif,rc intent to deceive are therefore less than if the

information only barely crosses the materiality threshold.

C. The Inference of Intent Must Be the Single Most
Reasonable Inference.

The inference of intent "must not only be based on sufficient 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" of proof. Star Scientífic,537 F.3d at 1366. This rule

necessarily follows from the "clear and convincing evidence" burden of proof.

Evidence cannot be "clear and convincing" if it is equally supporlive of two

contrary, but reasonable, conclusions. Indeed, even the lower preponderance of the

evidence standard "requires the trier of fact 'to believe that the existence of a fact
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is more probable than its nonexistence,"' í.e., that the fact to be proven is the most

probable of the possible inferences to be drawn from the evidence. See In re

Winship,397 U.S. 358,371 (1970) (Harlan, J., concurring) (quoting F. James, Civil

Procedure 250-51 (1965)) (emphasis added); see also Tennattt v. Peoria & Pekitt

(Jnion Ry. Co., 32I U.S. 29, 35 (1 944) (facl-finder must "select fiom among

conflicting infelences and conclusions that which it considers most reasonable")'

However, in applying this standard, the Court must be cognizant that

inequitable conduct "is reviewed by this court under an abuse of discretion

standard" and the Court "will not simply substitute [its] judgment for that of the

trial courl ." Kingsdown,863 F.2d at 876. Instead, the Court must "accord

cleference" to the fact-finder's determination of the relative reasonabieness of

various inferences, since "drawing of inferences, particularly in respect of an

intent-implicating question, is peculiarly within the province of the fact finder that

observed the witnesses." Molins,48 F.3d at 1181 (quotations and alterations

omitted); see also Tennant,321 U.S. at35 (court cannot set aside fact-finders

verdict "because judges feel that other results are more reasonable").

IV. "BALANCING" IS ONLY APPROPRTATE AFTER
MATERIALITY AND INTENT HAVE BEEN PROVEI{.

Two problems have developed in lower courts' use of this Courl's

"balancing inquiry" in determining inequitable conduct. First, lower coutls have at

times improperly "balanced" the materiality and intent elements against one
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another, permitting a higher showing of one to justify a lower showing of the other'

Second, lower courts have lost sight of the propef use of "balancing": to

determine , after materialiQ and intent have both been provet't,whether to impose

the severe penalty of unenforceability

A. Materiality and Intent Should Not Be "Balanced" Against
Each Other.

Under this Courl's precedent, both materiality and intent to deceive must be

proven by clear and convincing evidence before any balancing inquiry takes place.

See e.g., Star Scientffic, 537 F.3d at 1367. However, some cases fì'om this Court

suggest that a higher materiality showing could permit an intent showing of only

gross negligence or recklessness. See American Hoist,125 F.2d at 1363; Dígital

Control,437 F.3d at 1376; Larson,559 F.3d at 1327 .

A sliding scale approach allowing inequitabie conduct where specific intent

has not been proven is not supportable. "Intent" and a "wrongful act" are separate

requirements of unclean hands. (Section LB.1 , supra.) This Courl has

"emphasizedthat 'materiality does not presume intent, which is a separate and

essential component of inequitable conduct."' Ster Scíentific,53J F.3d at 1366

(quoting GFI, Inc. v. Franklín Corp.,265 F.3d 1268,I274 (Fed. CiL. 2001)).

Additionally, a sliding scale approach would permit multiple standards for

materiality and intent when Rule 56 and Kíngsdown, respectively, should provide

clear,unambiguous materiality and intent standards. The Courl should therefore
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reaff,rrm that materiality and intent must first be established by clear and

convincing evidence before the court can conduct any "balancing."

B. Courts Should Balance All Circumstances to f)etermine
Whether to Render the Patent Unenforceable.

The proper roie of "balancing" in the inequitable conduct analysis is to

weigh the applicant's wrongful conduct against its property interest to determine

whether to "close[] the doors of a court of equity to one tainted with

inequitableness or bad faith relative to the matter in which he seeks relief ." See

Precisíon,324 U.S. at 814. In the specific context of duty of candor inequitable

conduct cases, after first finding clear and convincing evidence of materiality and

intent under the proper standards, the court must then "balance the equities to

determine whether the applicant's conduct before the PTO was egregious enough

to warrant holding the entire patent unenforceabie." Star Scientific,537 F.3d at

1365. "[E]ven if a threshold level of both"materiality and intent to deceive are

proven by clear and convincing evidence, the court may still deciine to render the

patent unenforceable." Id. In conducting the proper balancing, the court should

consider all of the relevant circumstances, which would include the evidence of

intent and materiality as well as a variety of other circumstances.

Courls fi'equently ignore this final step of the inequitable conduct inquiry

and instead treat unenforceability as an automatic consequence of threshold

findings of materiality and intent. But a district court is never required to render a
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patent unenforceable upon finding materiality and intent, since unclean hands is

not "restrained by any limitation that tends to trammel the free and just exercise of

discretion ." See Keystone,290 U.S. at 245-46; see also Adray v. Adry-Mart, Inc.,

7 6 F .3d 984, 991 (9th Cir. 1995) (prohibiting only partial use of infiinging

trademark because "a plaintiff s unclean hands weighs in the equitable balance that

underlies the design of a remedy"). The Court should remind district courts that

they must exercise their discretion in determining the proper penalty for

inequitable conduct.

V. MATERIALITY AND INTENT STAI{DARDS BASED ON
OTHER STATUTES SHOULD NOT BE IMPOSED IN THE
PÄTEI{T CONTEXT.

Various doctrines in other administrative agency contexts also involve

questions of materiality and intent. However, those doctrines are based on the

specific statutory structures that govern those administrative contexts and the

standards for materiality and intent they apply are therefore unique to those

contexts. There is no justification for imposing standards developed in other

statutory contexts into the inequitable conduct doctrine, which is based on

Supreme Courl precedent applying unclean hands principles.

For example, Abbott suggests that the Court's inequitable conduct

jurisprudence should be guided by the standards applied in trademark and

copyright law. Ifowever, the trademark and copyright statutes include explicit
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fraud-based and fraud-like standards, respectively, while the patent statute does

not. Section 14 of the Lanham Act permits cancellation of a trademark if "its

registration was obtained fraudulently." 15 U.S.C. $ 1064(3). Similarly, without

making any analogous change to the Patent Act, Congress amended the Copyright

Act in 2008 to state that acopyright registration is sufficient to perrnit an

infringement suit unless "inaccurate information" was knowingly included in the

copyright registration application and knowledge of the inaccuracy "would have

caused the Register of Copyrights to refuse registration." 17 U.S.C. $ 411(bX1);

see 110 P.L. 403, 122 Stat. 4256(2008). Since Congress did not include a similar'

fraud-based or fraud-like standard in the patent statute, there is no reason to irnpose

the standards used in trademark and copyright law on patent law. Instead, the

Court is bound to follow the Supreme Court precedent adopting an inequitable

conduct doctrine based on unclean hands principles.

VI. THE DISTRTCT COURT'S FINDII\G OF INEQUITABLB
CONDUCT MUST STAND ON THE FACTS OF TI-IIS CASB.

Regardless of whether this Courl applies the existing 1aw of inequitable

conduct or some modification suggested by the parties or amici,the result in this

case would be unchanged. Absent a complete elimination of Rule 56(bX2) from

the inequitable conduct doctrine, the District Court's factual conclusion that the

omission of the statements to the EPO violated Rule 56(bX2) was not clearly

erroneous. In addition, the two independent factual conclusions regarding Mr.
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Pope's and Dr. Sanghera's specific intent to deceive were not clearly erroneous.

(J400093; J400097.) And the equitable decision to render the patents

unenforceable after application of the balancing test was not an abuse of discretion,

parlicularly because the patent was found invalid over the very t'eference that was

the subject of the inequitable conduct-a finding Abbott no longer challenges.

Applying the proper standards for materiality and intent described in

Sections II and III, supra, Abbott's violation of Rule 56 was an unusually clear

instance of inequitable conduct: making factual statements, including a scientist's

declaration, to the PTO on the key issue of patentability, while deliberately

withholding directly contradictory statements made to the EPO that the declarant

himself helped prepare. See 37 C.F.R. $ 1.56(a)-(b). The trial judge had ample

experience with patent cases and perhaps rightfully characterized the inequitable

conduct defense as "a knee-jerk and often-abused response by those accused of

patent infringement," acknowledging his duty to "view such defenses with

skepticism" and "insist on every inch of the clear-and-convincing standard."

(J400098.) The trial judge "searched for any credible explanation for the conduct"

and "[took] into account all possible inferences of good faith." (J400095 ,91 .)

After considering the testimony and demeanor of Mr. Pope and Dr. Sanghera in the

courtroom, and after having already held the patent invalid for obviousness, the
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trial court found that the omissions in this case amounted to intentional acts of

deception and that unenforceability was the appropriate remedy. (JA00095.)

A. 'fhe District Court and the Original Panel Correctly Found
That the Withheld Statements Were Material Ijnder Rule
56.

After thirteen years of prosecution of the application that led to IJ.S. Patent

No. 5,820,551 ("'551 patent") and eleven rejections based on Abbott's own earlier

U.S. Patent No. 4,545,382 ("'382 patent") (which was neal expiration) or its

European counterpart, Mr. Pope took over the prosecution from Fish &

Richardson. (J400064, 81.) One week later, on November 4, 1997 , he met with

Examiner Shay to discuss the '382 patent, the "optionally, but preferably"

ianguage in the '382 specification, and whether the sensor disclosed in the '382

patent required, as opposedto preferred, a protective membrane when used with

blood. (J407639,7645.) At this meeting, for the first time in thirleen years,

Abbott proposed claims explicitly drawn to membraneless sensors and argued that

the "optionally, but preferably" language was "mere patent phraseologY," as

opposed to a technical teaching. (I^07645.) The Examiner made a deal with

Mr. Pope, recorded in the Interview Summary: he would allow the claims over

that language if Pope provided "an afftdavit or other evidentiary showing that at

the time of the invention such a membrane was considered essential. . . ."

(JA07639.) Pursuant to their agreement, Mr. Pope provided the Examiner a
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declaration from Dr. Sanghera stating that to those of skill in the aft, "optionally

but preferably," contrary to the ordinary meaning of the words, meant that

membranes were required for use with blood. (J407636-37; JA0l64I-45.) In

reliance on this declaration, the Examiner withdrew the rejection and issued the

claims. (J400085.)

During the interview and in the Sanghera declaration and argument, Mr.

Pope and Dr. Sanghera consciously concealed the fact that in Europe, relying on

exactly the same sentence in the European countetpart to the '382 patent, Abbott's

predecessor (with full participation from Dr. Sanghera, who even attendecl the EPO

hearing) had stated that the '382 membrane was optional in order to overcome

prior art sensors which required a membrane. (JA30l0- I 1 .) Mt. Pope and Dr.

Sanghera had specif,rcally discussed the statements to the EPO before submitting

their arguments and declaration to the PTO. (J400088.) Itt other words, in an

explicit bargain to gain issuance of the claims, Mr. Pope and Dr. Sanghera told the

PTO that the "optionally, but preferably" sentence did not mean that mernbranes

were optional, and in fact was not even a technical teaching, such that a person of

skill would understand the '382 patent to teach that membranes were lequired.

(1A02976-36.) But to save its European counterparl to the '382patent fiom

opposition in Europe, Abbott argued that "optional" in that patent meant optional,

and relied on that very same sentence as a technical teaching. (J400087-88.)
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The triai court and panel majority conectly concluded that the withheld EPO

statements were "inconsistent with" the statements made by Pope and Sanghera

regarding the "optionally, but preferably" language. The trial judge studied the

'382 patent and its European counterpaït, particularly the passage in both stating:

Optionally, but preferably when being used on live blood, a
protective membrane suffounds both the enzyme and the

mediator layers, permeable to water and glucose molecules.

(J406508 at 4:63-66.) The trial judge further coúsidered the subrnission to the

EPO, which quoted the above passage and commented:

It is submitted that this disclosure is amequivocally clear.

The protective membrøtte is optional,however, it is
preferred when used on live blood in order to prevent the

larger constituents of the blood, in particular erythrocytes
from interfering with the electrode sensor. Furlhermore
it is said, that said protective membrane should not
prevent the glucose molecules from penetration, the

membrane is "permeable" to glucose molecules.

(J406585 (emphasis added).) Finally, the trial judge considered the submissions to

the PTO, including Mr. Pope's arguments regarding the very same sentence in the

'382patent:

One skilled in the art would not have read the disclosure

of the Higgins patent (U.S. 4,545,382) as teaching that

the use of a protective membrane with whole blood
samples was optional.

(JA07645) and Dr. Sanghera's sworn declaration stating:

[H]e is sure that one skilled in the art would not read

lines 63 to 65 of column 4 of U.S. Patent No. 4,545,382
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to teach that the use of a protective membrane with a

whole blood sample is optionally or merely preferred.

(1A07631.)

The trial judge and the panel majority sensibly concluded that the statements

to the PTO and EPO were inconsistent under Rule 56(bX2). The issue for this

Court is whether the trial judge clearly erred in that finding. A finding by this

Courl that it would have reached a different conciusion than the trial judge is not

sufficient to set aside the judgment. Rather, reversing the trial court requires that

this Court hold "a definite and firm conviction that a mistake has been committed."

Kingsdown,863 F.2d, at 812. Because the evidence fully supports the trial court's

frnding that the "unequivocally clear" statement, "the protective membrane is

optional," was inconsistent with Mr. Pope's and Dr. Sanghera's representations

that the protective membrane was not "optioîal," the finding is not clearly

erroneous. (Bayer Panel Br. at 22-26.)

Abbott's en banc brief offers two principal challenges to the mateliality

finding: (1) that the statements to the EPO were cumulative of the '382 patent

specification, (Abbott En Banc Br. at 55), and (2) that the statements to the EPO

were merely attorney argument and therefore cannot be material, (íd. al58-59).

Neither argument is supportable on this record.

The trial court and panel majority correctly found that the statements to the

EPO were not cumulative to the Pope argument and Sanghera declalation. Abbott
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and its witnesses do not dispute that the ordinary meaning of the term "optionally"

is not "required." (J403008-09.) To overcome the ordinary meaning and support

their argument of patentability, Mr. Pope and Dr. Sanghera submitted to the PTO a

scientific declaration and attorney argument that skilled arlisans would view the

language differently. However, they \Mere required under Rule 56(bX2) to disclose

anything they knew that was inconsistent with those statements. -fhe stalements to

the EPO that "optional" meant "optional" were plainly inconsistent with-and not

cumulative to-the statements to the PTO that "optional" meant "not optional."

Abbott's concealment of its statements to the EPO exemplifies the necessity

of the inconsistent statement rule. By concealing the statements to the EPO,

Abbott precluded Examiner Shay from considering both the Sanghera declaration

and the statements to the EPO; determining whether the statements could be

reconciled; and if not, determining which statements were correct about the

meaning of the "optionally, but preferably" language. The withheld

inconsistencies impact the credibility the Examiner would assign to the Sanghera

declaration or credence the PTO might give to Mr. Pope's Lesponse that relied on

it, especiaily given that Dr. Sanghera helped craft the arguments to the EPO that hc

omitted fi'om the PTO's consideration and even attended the EPO hearing. The

fact that the inconsistent statements before the PTO included a declaration is

particulariy important in this case because a declaration from a scientist will
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naturally be read as containing more objectivity and less advocacy than attorney

argument.

Regarding Abbott's suggestion that "lawyer-argument" cannot be material

as a matter of law, Abbott first ignores that this case is not solely about lawyer

argument. Mr. Pope also submitted a declaration from Dr. Sanghera, the scientist

who was one of the architects of the EPO submission. The District Court found

this declaration was misleading because it concealed the prior inconsistent

statements which Dr. Sanghera himself helped craft. (J400097.) This alone

defeats Abbott's "attorney argum,ent" position.

In addition, Abbott mischaracterizes this Courl's precedents. The cases on

which Abbott relies stand for the proposition that if a reference is before the

examiner, attorneys have broad latitude to make arguments about the significance

of that reference without fear that those arguments will give rise to an inequitable

conduct allegation. But those cases, as the panel majority properly noted, do not

"speak to the applicant's obligation to advise the PTO of contrary representc¿tions

made in another forum" about that reference. (Panel Op. at26-27 (emphasis

added).)

For example, Abbott cites Innogenetics, N.V. v. Abbott Labs,512 F.3d 1363

(Fed. Cir. 2008), in which the prosecuting attorney told the EPO that areference

was the "closest prior.art," but later told the PTO that the reference did "not relate
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to the invention ." Id. at I319. As the Innogenetics court recognized, these

statements were not in fact inconsistent. The reference was identified as the

"closest prior art" to adhere to European practice, where a reference is identified as

such "whether relevant or not." Id. The attorney in fact told the EPO that "none of

the submitted references" (including the reference at issue) "taught or disclosed the

method claimed," and later, completely consistently, told the PTO that "the

references do not relate to the invention." Id. at 1378-19. Moreover,Innogenetics

recognized that "[c]ases involving affidavits or declarations are held to a higher

standard." Id. Nothing in Innogenetics gives practitioners unfettered license to

knowingly conceal prior inconsistent statements regarding a reference before the

Examiner-the rule Abbott asks this Courl to adopt.

The other two cases cited by Abbott are equaily inapposite. In Alczo N.V. v.

U.S. Int'l Trade Comm 'n, 808 F .2d 1471 (Fed. Cir. 1986), the accused infringel

argued that the patentee's statements in declarations interpreting and distinguishing

the prior art amounted to inequitable conduct. Id. at 1482. This Courl held that the

arguments trying to distinguish prior art did not amount to inequitable conduct

when the PTO had the references before it and could make its own assessment of

the prior art. Id. Here, the charge of inequitable conduct is not just that Mr. Pope

and Dr. Sanghera made arguments describing prior ar1. Rather, the charge is that

they withheld prior statements that were both known to them and inconsistent with
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the position they were taking before the PTO about that piece of prior ar1. The

Akzo case says nothing about withheld, inconsistent statements. While Young v.

Lumenis, 1nc.,492 F.3d 1336 (Fed. Ctr.2007), addresses inconsistent statements

(deposition testimony), it does not hold that such statements are per se immaterial.

Rather, this Court held that the information was acfually provided to the PTO by

the patentee. Id. at 1347 -49. In other words, it was not withheld.

Abbott's en banc brief devotes many pages to discussing the alguments

made to the EPO and arguing that those statements are not inconsistent with the

statements to the PTO by Mr. Pope and Dr. Sanghera. Whiie it is true that some of

the arguments to the EPO went beyond the arguments made to the PTO (the '382

membrane in Europe was distinguished over the prior art on more than one basis),

that does not mean that Mr. Pope and Dr. Sanghera were relieved from their duty

under Rule 56(bX2) to disclose the statements outlined above that were

inconsistent. (Bayer Panel Br. at 22-26.)

B. The District Court and Panel Majority Properly Found
SpecifTc Intent to Deceive.

District courts have the difficult task of determining intent to deceive

through the inferences to be drawn from circumstantial evidence. See Molins, 48

F.3d at 1 181 (noting that this Court affords great deference to trial coutt f,rndings

regarding intent). The District Court here made a number of factual findings
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regarding Mr. Pope and Dr. Sanghera's knowledge of the statements made to the

EPO, none of which are challenged on appeal:

(1) Dr. Sanghera had been "much involved" in the EPO
appeal;

(2) He helped develop the arguments and attended the
arguments before the EPO;

(3) He was completely familiar with the points made in
the EPO by Abbott;

(a) He disclosed the EPO submissions to Mr. Pope, who
read and understood them; and

(5) Mr. Pope and Dr. Sanghera both knew of the EPO
statements and consciously withheld them from the PTO.

(J400088.) The trial court made additional findings that Abbott tries to challenge

on appeal, but which were not clearly erroneous:

(6) Neither Mr. Pope nor Dr. Sanghera provided a
credible explanation for failing to submit the EPO
documents to the PTO; and

(7) Mr. Pope's and Dr. Sanghera's explanations for
withholding the EPO documents were so incredible that
they suggested intent to deceive.

(JA00093 ,95-91 .)

Abbott pretends that these last two findings of fact were the only facts found

by the trial court on intent and that they alone wele insufficient for defendants to

meet their burden of proof to show that Mr. Pope and Dr. Sanghera acted with an

intent to deceive the PTO. However, the evidence of intent was not limited to

these facts or to a mere failure to disclose a reference later found to be material.
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The record was replete with evidence from which the trial court properly found

intent to deceive by Mr. Pope and Dr. Sanghera:

. Mr. Pope knew that the meaning of the "optionally, but preferably"

sentence was absolutely critical to the issuance of the '551 patent. Ife argued to

the examiner that this sentence meant a membrane was "required," and the

examiner told him that if he submitted an affidavit stating lhat a membrane was

required, it would overcome the pending rejection. (J400082-83, J400088; Panel

Op. at 20,28.)

. The argument and declaration that a membrane was "required," or "not

optional," which flatly contradicted statements previously made to the EPO,

resulted from brainstorming sessions between Mr. Pope and l)r. Sanghera.

(J400082, J400087-88; Panel Op. at 19.)

. To satisfy the examiner and overcome the pending rejection, Mr. Pope

submitted a declaration from Dr. Sanghera, which included factual statements

about the understanding of those of skil1 in the artthat contradicted the statements

previously made to the EPO. (J400082-83; Panel Op. at20-21.)

. Dr. Sanghera had attended the EPO hearings and had been active in

crafting the submissions made in that proceeding, including the vely submissions

that contradicted his own affidavit and Mr. Pope's argument to the PTO.

(JA0008 8.)
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o Not only were Mr. Pope and Dr. Sanghera well aware of the

contradictory EPO statements, they "together evaluated the documents fiom the

EPO proceedings during the prosecution of the '551 patent and made a conscious

decision to withhold them from the PTO." (J400088; Panel Op. at 28.)

. Mr. Pope admitted attrial that the plain English reading of what Abbott

told the EPO was contrary to what Abbott told the PTO. (J402988,1A02990;

Panel Op. at 25-26.) Dr. Sanghera also admitted attrial that he believed general

trnglish usage contradicted the representations that he had made to the P'fO.

(J403009; Panel Op. at 30.)

Although the trial court made a passing reference that Mr. Pope "knew or

should have known" that the withheld information was material, it specifically

found that Mr. Pope and Dr. Sanghera actually knew of the materiality, concluding

that "[b]oth knew that the EPO materials made affirmative statements inconsistent

with the declaration and the attorney remarks concerning the '382 sentence in

question." (J400088,92.) Nor did the trial courl invert the burden of ploof by

considering Mr. Pope and Dr. Sanghera's explanation for failing to submit the EPO

documents, but instead concluded that it did not believe those explanations.

Abbott cites Bose Corp. v. Consumers (Jnion,466 U.S. 485, 512-513 (1984), for

the proposition that discredited testimony by itself is not sufficient to establish a

contrary conclusion. (Abbott En Banc Br. at 51.) That case addressed journalists'
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First Amendment rights to criticize consumer products (specifically Bose speakers)

so long as the journalists do not make false and disparaging statements with actual

malice. The issue was whether the plaintiff had proven that the journalist critical

of the Bose speakers had acted with actual malice. Bose is inapposite, not just

because the "actual malice" standard is not the same as "intent" but because the

only evidence of actual malice was the falsity of the statement and the coutl's

finding that the explanation of the falsity was incredible. Here, as described above,

the trial court had ample other evidence to conclude that Mr. Pope and Dr.

Sanghera acted with a specific intent to deceive the PTO.

The trial court considered all evidence of record, including evidence of good

faith offered by Abbott. While the Court's precedent at the time clid not require

that the trial court label its conclusion regarding intent as the "single most

reasonable inference," the trial court reached that conclusion, noting that

alternative explanations for the conscious decisions to withhold were not plausible.

(JA00093 ,97 .)

C. The Evidence Supports a Holding of Incquitablc Conduct
Even Under a "But For" and ttActual Fraud" Standard of
Materiality.

Even if this Court were to change the law of inequitable conduct to require

an actual finding of fraud before declaring a patent unenforceable, the result in this

case would remain unchanged; and remand would be unnecessary. Remalkably,

59



Abbott argues in favor of a "but for" and "actttal fraud" standard, but does not

apply the facts of this case to the standard it advocates. That is because this is the

rare inequitable conduct case in which the "but for" test and "reliance" element of

actual fraud are both met.

The trial court found that Mr. Pope and Dr. Sanghera withheld material

information with an intent to deceive, with the omission amounting to a false

representation. Mr. Pope struck abargaínwith Examiner Shay. The Examiner

expressly noted that if Abbott provided "an affidavit or other evidentiary showing

that at the time of the invention such membrane was considered essential," then the

examiner would withdraw the rejections. (J^07639.) The examiner did withdraw

the rejection after receiving Dr. Sanghera's declaration and the accompanying

response by Mr. Pope. This is inefutable evidence satisfying the reliance element

of common law fraud using a "but for" standard. But for the submission of the

Sanghera declaration, the Examiner would not have allowed the claims. The

written record of the prosecution expiicitly shows that, Dr. Sanghera admitted that

atlriaT, and Abbott does not dispute it on appeal. (I^07639; J403016.) The '551

Patent has since been found invalid over the very prior art reference that was the

subject of the inequitabie conduct.
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COI{CLUSION

Bayer respectfully requests that the Court reaffirm the basic principles of

inequitable conduct as set forth in this brief. Under these standards, the District

Couft's finding of inequitable conduct should be affirmed.

Dated: October 8, 2010 MORRISON & FOERSTER LLP

"r, 
ßaM fu*-*a flK

Rachel Krevans

Attorneys for Defendant-App ellee
BAYER HEALTHCARE LLC
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