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Today’s En Banc Oral Argument in Therasense:  
The Federal Circuit Wrestles With How Much To 
Reform Inequitable Conduct 
BY BRUCE M. WEXLER 

Today, the Federal Circuit sitting en banc heard oral argument in Therasense, Inc. v.  Becton, 
Dickinson & Co.  The appeal focuses on the legal standards for proving the defense of inequitable 
conduct, and particularly the tests for proving materiality and intent and to what extent intent may be 
found based on materiality.  The oral argument presented an opportunity not only for the Court to 
hear from the lawyers, but also and perhaps more importantly for the individual judges to debate one 
another about their respective views through their questions to the lawyers. 

Background 

In our previous client alert, we described the background of the Therasense appeal and the specific 
questions which the Court asked the parties and interested members of the public to address.  Over 
thirty amici curiae, including the U.S. Patent and Trademark Office, submitted briefs.  One of the 
amicus briefs was filed by our firm on behalf of a client who had been subjected to an unsuccessful, 
but burdensome, charge of inequitable conduct.  Chief Judge Rader chaired the oral argument and he 
was accompanied by the eight remaining active judges (Judges Newman, Lourie, Bryson, Gajarsa, 
Linn, Dyk, Prost, and Moore).  The PTO was permitted to join in the oral argument as well. 

Materiality 

While it is not possible to predict the outcome of any appeal from oral argument, the Court did make 
clear through its questioning and the background of this case that it is deeply considering at least 
some level of inequitable conduct reform.  With regard to the materiality element of inequitable 
conduct, all parties and the Court appeared to agree that the “reasonable examiner” standard (i.e., 
information is material if it would be important to a reasonable examiner) was too vague a concept 
and should be abandoned.  The PTO conceded that the reasonable examiner standard has resulted in 
a deluge of information on the PTO and is not working.  The central debate was whether the 
materiality standard should be (i) a restrictive “but-for” standard (i.e., information is material if a 
patent claim would be invalid but-for the non-disclosure or misrepresentation of that information, 
judging invalidity under the clear and convincing standards applicable at the time of litigation), (ii) a 
“prima facie” unpatentability standard along the lines of the standard contained in 37 C.F.R. § 
1.56(b)(1) (i.e., information is material if a patent claim would have been found prima facie 
unpatentable by an examiner applying the standards used in patent prosecution, including applying a 
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preponderant evidence evidentiary burden and giving claims their broadest reasonable interpretation), 
or (iii) the PTO’s full definition of materiality recited in 37 C.F.R. § 1.56, including § 1.56(b)(2) (i.e., 
information can be material if it is inconsistent with some position taken by an applicant in support of 
patentability). 

Judges Dyk and Gajarsa each asserted that Supreme Court precedent did not require or permit a “but-
for” standard.  Judge Dyk also argued that a but-for standard would allow someone to affirmatively lie 
to the PTO and avoid inequitable conduct if the lie did not invalidate the patent.  Judge Prost likewise 
stated that Supreme Court precedent struck down patents even in the absence of but-for fraud.  
Judge Prost focused on whether a prima facie unpatentability standard would be acceptable, and 
expressed concern with the broader definition set forth in 37 C.F.R. § 1.56(b)(2).  Judge Moore 
likewise expressed concern that the PTO’s definition of materiality in 37 C.F.R. § 1.56(b)(2) was 
“broad and amorphous,” and effectively would be the same as the problematic reasonable examiner 
standard.  Similarly, Judge Bryson noted he was “having difficulty” with the breadth of 37 C.F.R. § 
1.56(b)(2). 

Judge Linn raised the policy question of whether inequitable conduct should be intended not only to 
prevent enforcement of patents acquired by fraud, but also as an incentive to enforce compliance with 
the duty of disclosure.  He later recognized that the current situation with the defense is that it 
incentivizes dumping of references and fear by patent prosecutors of substantively discussing 
references, which runs counter to a desired policy of enhancing the duty of disclosure.  Judge Newman 
pointed out that the public interest resides not only in avoiding enforcement of patents obtained by 
inequitable conduct, but also in avoiding the “profound” burden on patentees of defending against 
routine charges of inequitable conduct.  The Court debated whether sanctions by the PTO, such as 
disbarment and disciplinary actions, could be an alternative remedy where misconduct failed to rise to 
the level of but-for fraud.  Judge Dyk repeatedly asked, however, how many sanction proceedings the 
PTO had conducted in the last years, suggesting that this was not a realistic alternative in his view. 

Intent 

With respect to the intent prong, there seemed generally to be agreement that the Court should 
reaffirm that inequitable conduct requires a specific intent to deceive, and that lesser standards of 
intent or gross negligence would not be sufficient.  There also seemed to be agreement that intent 
may not be inferred solely from a finding of high materiality.  The discussion focused on whether 
materiality may be a factor at all in considering intent, or whether intent to deceive must be 
determined independent of materiality.  There were also several comments by the Court noting that 
prior panel decisions requiring heightened pleading standards for alleging inequitable conduct, and 
requiring that intent be the “single most reasonable inference” were helpful precedent in reforming 
inequitable conduct.  We would not be surprised to see that line of precedent reaffirmed en banc. 

Conclusion 

Overall, the oral argument conveyed the impression that the Federal Circuit will indeed undertake 
some measure of inequitable conduct reform.  The Court appeared hostile to the existing “reasonable 
examiner” standard and was focused on how restrictive the materiality standard should be once that 
standard is abandoned.  With regard to intent, the Court appeared to be in agreement that inequitable 
conduct requires specific intent to deceive and that the burden to prove intent should be high, 
although it remains to be seen how restrictive the Federal Circuit is willing to be and how separate the 
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Federal Circuit is willing to make intent and materiality.  There is no doubt that the Court’s decision 
will be of great interest both to patent prosecutors and litigators. 

  

If you have any questions concerning these developing issues, please do not hesitate to contact any of 
the following Paul Hastings lawyers: 

New York 

Bruce M. Wexler 
212.318.6020  
brucewexler@paulhastings.com 
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