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I INTRODUCTION

This is not an appropriate case for en banc review. This case applies
established law to a “rare set of facts” and is limited to those facts. The majority
and thé District Court properly based their finding of intent on Abbott’s conduct as-
a whole, as required up.der Kingsdown. Consistent with Star Scientific, the
inference of deceptive intent was “the single most reasonable inferénce able to be
drawn from the evidence.” And in contrast to Innc;geneﬁcs, this case inyolved the
deliberate withholding of the applicant’s own prior inconsistent statements, as well
as the submission of an affidavit inconsistent with those prior statements. Finally,
contrary to the suggestions by Abbott and amici, the decision imposes no new

burdens on prosecutors.”

IL. FACTUAL BACKGROUND

This case involved a clear instance of inéq'uitable conduct: making factual
statements to the PTO on the key issue of patentability while deliberately
withholding directly contradictory statements made to the EPO. Abbott’s
representatives, Lawrence Pope and Gordon Sanghera, became invélved with the
prosecutiqn of the *551 patent after it had been rejected over Abbott’s prior art
’382 displosure eleven times. Abbott sought a claim for membraneless sensors, but

the *382 patent plainly disclosed sensors that did not require a membrane:

! Bayer is not separately addressing arguments raised by amici to the extent they
are either duplicative of Abbott’s arguments or beyond the scope of this appeal.
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Optionally, but preferably when being used on live blood, a
protective membrane surrounds both the enzyme and the
mediator layers, permeable to water and glucose molecules.

To overcome the rejection, Mr. Pope made an agreement with the Examiner
to submit a declaration from Dr. Sanghera. The declaration stated that to those of
skill in the art, this sentence meant that membranes were required for use with
blood.? Citing the declaration as s.uppoft, Mr. Pope stated in his accompanying
remarks that one of skill in the art (1) would ror have understood this sentence to
mean that membranes were “optional” when used with whole blood, and (2) would
not have read the ;entence as é technical teachirig, but as “mere patent
phrasedlogy.” (Maj. Op. at 22-23.) However, in Europe, referring to exactly the
-same sentence, Abbott’s predecessor (with full participatién from Dr. Sanghera)
had stated that the 382 membrane vx'ras optional in or&er to overcomé prior art. Id.

In other words, to save its European counterpart to the 382 patent, Abbott
told the EPO that “optional” meant optional, and that it was a technical teaching

sufficient to overcome a rejection. But to obtain the *551 patent, Abbott told the

~ PTO that the same “6ptiona1” language did not mean optional, but meant required,

and that it was not a technical teaching. Mr. Pope and Dr. Sanghera were fully

2 dmici’s statement that “Appellants do not stand accused of inequitable conduct

based on [] factual assertions” (Washington Legal Found. Br. at 7) is simply
wrong. (Maj. Op. at 27 (“[T]he representations to the PTO were not merely lawyer
argument; they were factual assertions as to the views of those skilled in the art,
provided in affidavit form.”).)
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aware of the prior contradictory stateménts in Europe, and d‘eliberately chose not to
disclose them to the PTO. In defense of their actions, they testified that they did

“not believe the EPO statements were material. But the District Court found them
not credible and rejected their explanations as implausible.

III. ARGUMENT
A.  This Case Is Not Appropriate for En Banc Review.

“An en banc hearing or rehearing is not favored and ordinarily will not be
ordered unless: (1) en banc éonsideration is necéssary ﬁ) secure or maintain
uniformity of the court’s decisions; or (2) thé proceeding involves a question of
eﬁceptiox}al importance.” FRAP 35(a). Neither of these requirements is met here.

En banc consideration is hot necessary to secure or maintain uniformity of
the court’s decisions, because the majority decision did not depart from F ederal
- Cirouit precedent'.' The crux of the disagreement betweén the majority and dissent
was differing interpretations of the facts, not differing interpretations, much less an
expansion, of the law. The majority viewed the facts the same way the District
Court viewed them, properly gave deference to the District Court’s factual and
‘ crédibility findings, and held that those findings were “manifestly correct.” (Maj.
Op. at 23.) The dissent had a different interpretation of the facts, one that

conflicted with that of the District Court, but the case did not turn on /egal issues.
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Moreover, this is not a case of “exceptibnal importancé.” Itis a clear
instance of inequitable conduct, limited to making statements to the PTO on the
key issu-e of patentability while deliberately withholding contradictory statements
made in another forum. The District Court invalidated the patent in view of the
very same reference involved in the inequitable conduct, the Federal Circuit
affirmed, and Abbott no longer challenges that finding. Thus, the facts of the case
were unique, leading the maj oﬁty to find this case to be “one of those rare cases in
which a finding of inequitable conduct is appropriate.” (Maj.Op.at 18.) A
decision applying established law to “rare” facts is not suitable for en banc review.

B.  Neither the District Court Nor the Majority Inferred Intent
Solely From Materiality.

Abbott argues that this deqision creates intra-circuit conflict by “permitting
intent to be inferred entirely from the alleged implausibility of the applicant’s
érguments regarding materiality.” (Abbott Br. at 9 (emphaéis in original).)
Neither the facts nor tl:@ law supports Abbott’s argument.

1.  There Was Ample Evidence of Intent Beyond
Materiality.

This is not a case in which the evidence of intent was limited to a mere
failure to disclose a reference later found to be material. The record was replete
with evidence of Mr. Pope and Dr. Sanghera’s intent to deceive, from which the

District Court properly found intent. The majority rightly concluded that that
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finding wés “clearly correct.” (Maj. Op. at 19.) Several facts establish Mr. Pope
and Dr. Sanghera’s actual knowledge of matgriality of the contrary statements
made to the EPO, and their intent to withhold the statements to deceive the PTO:
¢ Mr. Pope knew that the meaning of tl_le “optionally, but preferably”
sentence wés absdlutely critical to the issuance of the 551 patent. He argued to
the examinér that this séntence meéant a membrane was “required,” and the
examiner told him that if he submitted an afﬁ_davi’; stating that a membrane was
required, it would overcome the pending rejection. (Maj. Op.‘ at 20, 28.)

e The argument and declaration that a membrane was “required,” which
flatly contradicted statements previously made to the EPO, resulted from
brainstorming sessions between M. Pope and Dr. Sanghera. (Maj. Op. at 19;
f?*teras‘ense, Inc. v. Becton, Dickinson & Co., 565 F. Supp. 2d 1088, 1105 (ND
Cal. 2008).) | |

¢ To satisfy the examiner and overcome the pending rejection, Mr. Pope
submitted an affidavit from Dr. Sanghera, which included factual statements about
the understanding of those of skill in the art that contradicted the statements
previously made to the EPO. (Maj. Op. at 20-21.)

e Dr. Sanghera had attended the EPO hearings and had been active in

crafting the submissions made in that proceeding, including the very submissions
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that contradicted his own affidavit and Mr. Pope’s argument to the PTO.
Therasense, 565 F. Supp. 2d at 1093-94. |

e Not only were Mr. Pope and Dr. Sanghera well aware of the
contradictory EPO statements, they “together evaluated i:he documents from the
- EPO proceedings during the prosecution of the *551 patent and made a conscious
decision to withhold them from the PTO.” (Maj. Op. at 28.)

¢ Mr. Pope admitted at trial that the “plain English reading of what Abbott .
' tol.d the EPO was cohtrary to what Abbott told the PTO.” (Jd. at 25-26.)

Dr. Sanghera aléo admitted at trial that he believed “‘general English usage’
c':ontradic:tedi the represéntations that he had made to the PTO.” (Id. at 30.)

e The District Court found that I\/Lr.‘ Pope and Dr. Sanghera’s explanations
for withholding the EPO documents were iﬁlplausible and that neither Witl_less was
credible. (Id. at 28-29.) The ex_planatioﬁs were “so incredible that they suggested
intent to deceive.” (Id. at 28.)

The majority highlighted one particularly incredible example of the |
“explanations” provided by Mr. Pope. (Id. at 29-30.) The relevant language in the
EPO submission was as follows: | |

“Optionally, but preferably when being used on live
blood, a protective membrane surrounds both the enzyme

and the mediator layers, permeable to water and glucose
‘molecules.”
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It is submitted that this disclosure 1s unequivocally clear.
The protective membrane 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. Furthermore
it is said, that said protective membrane should not
prevent the glucose molecules from penetration, the
membrane is “permeable” to glucose molecules.

(Id. at 22.) Mr. Pope agreed that as a matter of normal English coﬁstruction, the
phrase “it is submitted” refers to the entire immediately preceding phrase, i.e., the
“optionally but preferably” language. (/d. at 29-30.) However, he testified that as
a patent attorﬁey, he “didn’t believe that they were trying to convey anything about
the optional[ly] but preferably language.” (Idj

The majority found that the District Court did not err in finding that
Mr. Pope’s explanation was not plausible, particularly in view of his admission
that the EPO statelﬁen ’s “normal 'English construction” directly contradicted his
representations to the PTO on a critical issue. (/d. at 30.} The majority also found

that Dr. Sanghera’s admission that “general English usage” contradicted his

* affidavit to the PTO supported the District Court’s finding of bad faith. (/d.)

Thus, there was ample evidence from which the District Court properly concluded
that Mr. Pope and Df. Sanghera knew of the materiality of the contrary statements,
and that they therefore intended to deceive the PTO by consciously withholding

them. The majority’s holding that the District Court’s factual findings were not
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clearly erroneous, and were in fact plainly correct, is not grounds fof en banc
review. |

The evidence in this case is sufficient to support an inference of intent even
under the case law Abbott cites in an attempt to cc;ntrast “proper” inequitable
conduct findings with this case. (See Abbott Br. at 10 n. 18.) Abbott cites to
Molins and Bruno to support its argument that réquiring independent evidence of
intent, even if circumstantial, is not too high a bar, and that “such evidence is
found in many cases [such as Molins and Bruno],” but not hére. (Abbott Br. at 10.)
The; evidence in this case is at least as, if not more, compelling than the evidence
relied upon in Molins and Bruno to support a finding of intent.’ |

In Molins, the independent evidence of intent consisted of reminders to the
prosecuting attome& of the reference’s matériality “thrqugh its pfominence in the
prosecution of several foreign counterpart applications” with which the attorney.
was “intimately involved.” .(Abbott Br. at 10, n.18.) Similarly here, the materiality

of the contradictory statements was obvious to Mr. Pope, given the focus of the

3 The Nilssen case cited by amicus Ole Nilssen did not involve deliberately
withholding contrary statements on the key issue of patentability. (Nilssen Br. at
8-9.) In Nilssen, the asserted patents were found unenforceable based on multiple
grounds of inequitable conduct, one of which was the failure to'disclose related
litigation involving the same patents. Nilssen v. Osram Sylvania, Inc., 440 F.
Supp. 2d 884, 901-911 (N.D. Ill. 2006). The district court followed Federal Circuit
precedent that related litigation is “per se material information,” and found, in
view of the totality of circumstances, that Mr. Nilssen intended to mislead the PTO
by failing to disclose it. 7d. at 909-10.
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examiner on the “optionally, But preferably” sentence, the prominence of that
sentence during prosecution, and his admitted familiaﬁty_ with the EPO
proceedings through his “brainstorming sessions” with Dr. Sanghera.

In Bruno, the independent evidence of intent was “[t}he fact that an official
of Bruno, who was involved in both the FDA and PTO Submiséions, chose to
disclose the [reference] to the FDA, but.not to the PTO.” (Abbott Br. at 10, n.18.)
Similarly here, an official of Abbott (Dr. Sanghera) who was involved in both the
EPO and PTO submissions, chose to inform the EPO that the “optionally, but
preferably” sentence meant that a membrane was “optional,” but then later

submitted a declaration to the PTO stating that it was not optional, but “required.”

And Mr. Pope and Dr. Sanghera “together evaluated the documents from the EPO

proceedings during the prosecution of the *551 patent and made a conscious
decision to withhold them from the PTO.” (Maj. Op. at 28.) Thus, the evidence

here supports an inference of intent even under cases cited with approval by

" Abbott.

2. No Reasonable Inferences Could Be Drawn in
Abbott’s Favor. ' '

~ Abbott next argues that the majority inferred intent, despite testimony to the
contrary; and thus failed to follow the rules of Star Scientific and Scanner. (Abbott
Br.at9, 11.) Abbottis wrong. In Star Scientific, the defendant provided no

evidence for its theory that the plaintiff changed law firms in order to prevent
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disclosure of ’a prior art reference known by the prior firm. Star Scientific, Inc. v.
R.J. Reynolds Tobacco Co., 537 F.3d 1537, 1386 (Fed. Cir. 2008). In fact, the |
évidence showed that the company’s executives, who decided to change law firms,
had never even seen the prior art reference. Id. Thus, unlike the present case,
there were no facts from Which the court couldreasoriably infer intent.

Nor is this case one like Scanner, in which “multiple reasonable inferences”l
could be drawn from the evidence and there existed an “equally reasonable
inference” favorable to Abbott. (Maj. Op. at 25.) Based on the implausibility of
the explanations given by Abbott’s witnesses and their lack of credibility, the court
found that it was reasonable to infer that fhey understood they were withholding
material information. Because there were no reasonable inferenceé that could be
drawn in Abbott"s favor, the inference of deceptive intent was indéed the “the
single most reasonabie inference able to be drawn from the evidence.” Star

Scientific, 537 F.3d at 1366. Again, the dissent’s contrary view was not based on a

- differing view of the law, but on a factual disagreement: whether any other

plausible inferences could be drawn from the facts. But the fact that a different
inference can be articulated does not make it a reasonable inference supported by
I'ﬁhe-facts found by the District Court, nor does it merit en banc reviéw.

Finally, contrary to Abbott’s argument, the District Court’s findings were

not based on “its conclusion that it could better interpret the scientific relevance of

sf-2809543 ‘ 10



the EPO briefs than the sciéntists who test-i'ﬁed'to the issué at trial.” (Abbott Br. at
11.) Abbott’s attempt to dismiss the efforts of district court judges because they
have “no training or experience in the specialized field” is unwarl;anted. (Abbott
Br. at3.) Asthe ﬁaj ority found, the District Court’s findings as to materiality and
intent were “careful and thorough.” (Maj. Op. at 18.) The District Court made a
specific and independent finding that Abbott’s witnesses were not credible. For
example, the District Court stated that, “As a trial witness, it must be said that

Dr. Sanghera was impeached or; substantive points with his prior inconsistent
statements and exhibited an unconvincing demeanor.” (Maj. Op. at.29 (citing
District Court Op.).} The District Coﬁrt also properly discredit;:d the testimony of |
Abbétt’s expert, Dr. Johnson, who testified that a membrane was “required” for-
testing With blood. (Maj. Op. at 10.) The court should not rehear this case en banc
to re-review the trial court’s assessment of wifness credibility. (Maj. Op. at 28.)

C. Neither the District Court Nor the Majority Applied a |
“Should Have Known” Standard to Find Intent.

2

Abbott and amici also argue that the majority “deepens persistent confusion’
about inferring intent by applying a “should have known” standard, which Abbott
says amounts to ‘;gross negligence” and is contrary to the holdings of Kingsdown
and Halliburton. (Abbott Br. at 5-6, ‘9.) Neither the majority nor the District

Court, however, applied a “gross negligence” standard to find intent.
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Abbott’s entire argument rests on é single sentence in the District Court’s
opinion reciting the “knew or should have known” s;tandard. But the District Court
went beyond finding that Mr. Pope and Dr. Sanghera “should have knqwn” of the
materiality. It found that Mr. Pope and Dr. Sanghera actually knew of the
materiality and intended to deceive ’Fhe PTO: “Both knew. that the EPO materials
made affirmative statements inconsistent with the declaration and the aitorney
remarks concerning.the ’382 sentence in quesﬁon.” Therasense, 565 F. Supp. 2d at
1110. “Inconsistency is called out by Rule 56 as a specific indicum of |
materiality.” Id. at 1112.' “[I]nf:ent to deceive, not just to w-ithhold, was clearly in
the mind of Attorney Pope.” Id. at lAl 14. Thus, this case does not depend on any
split regarding the “should have known” standard. | |

Furthermore, Abbott’s su_‘pposed concern about the increased preyalence of
inequitable conduct charges, which is based on the “percentage of answers and
counterclaims” alleging inequitable conduct (Abbott Br. at 4 n.2.), 1s fully
ad;iressed by the recent Exergen decision. See Exergen Corp. v. Wal-Mart Stor;es,

Ane., 575 F.3.d 1312, 1325-31 (Fed. Ci-r. 2009). Exergen created a higher threshold
for pleading inequitable conduct, making it much more difficult for accused |

infringers to assert the defense. Jd. To the extent that there are problems with the
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allegedly high prevalence of inequitable conduct, the most effective reform will be
at the pleadings stage (addressed by Exergen), not at the judgment stage.”

D.  The Majority Decision Is Distingunishable from the
“Attorney Argument” Cases Cited by Abbott and Amici.

Finally, Abbott argues that this decision “subverts” case law holding that
“arguments, especia_liy lawyer arguments, about what the prior art teaches are not
material if the p-rior art itself is before the PTO.” (Abbott Br. at 12-13.) Amici
echo Abbott’s argument. The majority, however, properly disﬁnguished these
cases because they did not “speak to the applicant’s obligatioﬁ to advise t_he. PTO
6f contrary representations made in another forum.” (Maj. Op. at 26-27 (emi)hasis
added).) None of these cases involves what happened here: the deliberate and
knowing withholding of the applicant’s own prior inconsistent stateinenf as.
specifically prohibited by Rule 56(b)(2).” Further, none of these cases involves a
situation where, as here, the applicant submitted both a sworn declaration and

attorney argument, each of which directly contradicted its own prior statements.

* Recent decisions have also tightened the standards for proving intent to deceive.
McMahon & Boyle, 10 Sedona Conf. J. 197, 201 (2009) {cited by Abbott)
(concluding based on Star Scientific and Scanner that “the standard for proving the
factual elements of materiality and intent is high and may be getting higher.”) As
discussed above at pages 9-10, Bayer met this higher standard.

> See 37 C.F.R. § 1.56(b)(2) (a prior statement must be submitted if “[i]t refutes, or
is inconsijstent with, a position the applicant takes in . . . [a]sserting an argument of
patentability”); Pharmiacia Corp. v. Par Pharm., Inc., 417 F.3d 1369, 1373 (Fed.
Cir. 2005) (upholding inequitable conduct based on declarant’s failure to disclose

- prior inconsistent statement in article that declarant had cq—authored).'
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Abbott argues that Innogenetics involved similar facts because the attorney
told the EPO that a reference was the “closest prior art,” but later told the PTO that
the reference “did not relate to the invention.” (Abbott Br. at 13.) As the

Innogenetics court recognized, however, 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.” Innogenetics, N.V. v. Abbott Labs., 512 F.3d 1363,

. 1379 (Fed. Cir. 2008). The attorney did not make contradictory statements about

the reference: he told the EPO that “none of the submitted references” (which
included the refergnce at issue) “taughf or disclosed the method claimed,” and later
told the PTO that “the references do not relate to the invention.” Innogenetics, 512
F.3d 1363 at 1379. Thus, Innogenetics did no;c involve thr-,; deliberate withholding
of pontradictory statements from the PTO. Moreover, Innogenetics redognized that
“[c]ases involving affidavits or declarations” — as is the case here, given the
submission of Dr. Sanghera’s declaration — “are held to a higher standard.” Id.
The Life Techs. case cited by Abbott is even further removed from the facts
of this case. (Abbott Br at 13.) In Life Techs., the inventors had failed to disclose
that a particular article had served as their motivation to devél?p the claimed
invention. | Life Techs., Inc. v. Clonetech Labs., Inc., 224 F.3d 1320, 1322-23 (Fed.

Cir. 2000). While the inventors disclosed the article itself, they arguéd &uring

prosecution that the article did not render the claimed invention obvious. /d. at
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[
f

. H ! i

1325-26. The district court found, inter alia, that the inventors’ statements
regarding patentability in view of the article amounted to inequitable conduct. Zd.
The Federal Circuit reversed, holding that the inventors’ statements were not
material misfepresentations, because they “did not contain any factual assertions”
about the article. /d at 1326. Nothingin Life Techs. addresses the facts at issue

here: concealing from the PTO factually contradictory assertions about the prior

arf. The remaining cases cited in Abbott’s footnote 20 are similarly

. distinguishable: none of them involves the deliberate withholding of a prior

inconsistent statement. (Abbott Br. at 12 n20.)

Finally, Abbott and amici exaggerate the effect of this decision. Nothing
about the decision expands the scope of required disclosure. The majority
followed Rule 1.56(b)(2), which requires disclosure of known prior inconsistent -
statements, and it is imdispﬁted that Pope and Sanghera knew 6f the statements.
Neither Rule 56 nor this decision requires anyone to search for all “legal arguments
and briefs . . . submitted in foreign prosecutions of other patents.” (Abbott Br. at
14.) If those with a duty to disclose do nc;t know of prior inconsistent statements,
there cah.be no inequitable conduct under Rule 56(b)(2) or ﬁeraseme.

Iv. CONCLUSION

For the above reasons, the Court should deny Abbott’s petition for en bane

review.
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