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Outline

Negative information known to those who are substantively involved in the
prosecution of a patent application must be disclosed to the patent examiner
during patent prosecution. This is accomplished by preparing and filing an
Information Disclosure Statement (IDS).
The rule is easy enough to articulate, but little surrounding the Duty of Candor
mandated by Rule 56 is easy. What is the structure of “materiality”? Should
disclosure be focused only on the most relevant prior art references? Should
everything that is even tangentially related be disclosed to the Office? Does
the Office and the Federal Circuit follow the same rules consistently? What
disclosure is required before the Patent Trial and Appeal Board (PTAB)? How
do you manage the duty to disclose, and choose what to disclose, when
actions in foreign patent offices start arriving late in the U.S. prosecution? Are
there best practices to work with applicants, and how to avoid error?
•

Therasense and Supernus

• Practice Tips: Deciding what needs to be disclosed to the USPTO
• Managing prior art references to prevent late or missed filings.
• The economics of mis-managing and fulfilling prior art requirements.
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Duty of Candor
37 C.F.R. 1.56
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Duty of Candor
37 C.F.R. 1.56
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Therasense
The Basics

“Inequitable conduct is an equitable defense to patent infringement
that, if proved, bars enforcement of a patent.” Therasense, Inc. v.
Becton, Dickinson & Co., 649 F.3d 1276, 1285 (Fed. Cir. 2011) (en
banc). This is in contrast to other validity defenses, which require a
claim by claim analysis. If inequitable conduct is proved the entire
patent is declared unenforceable. Id. at 1288.
“While honesty at the PTO is essential, low standards for intent and
materiality have inadvertently led to many unintended consequences,
among them, increased adjudication cost and complexity, reduced
likelihood of settlement, burdened courts, strained PTO resources,
increased PTO backlog, and impaired patent quality. This court now
tightens the standards for finding both intent and materiality in order
to redirect a doctrine that has been overused to the detriment of the
public.” Id. At 1289.
Inequitable conduct has two separate requirements: materiality and
intent. Id. at 1290.
7

Therasense
Materiality

“[A]s a general matter, the materiality required to establish
inequitable conduct is but-for materiality.” Id. at 1291. A prior art
reference is “but-for material if the PTO would not have allowed a
claim had it been aware of the undisclosed prior art.” Id.
A reference is not but-for material, however, if it is merely cumulative.
See Dig. Control Inc. v. Charles Mach. Works, 437 F.3d 1309, 1319
(Fed. Cir. 2006) (“[A] withheld otherwise material prior art reference is
not material for the purposes of inequitable conduct if it is merely
cumulative to that information considered by the examiner.”). A
reference is cumulative when it “teaches no more than what a
reasonable examiner would consider to be taught by the prior art
already before the PTO.” Regents of the Univ. of Calif. v. Eli Lilly & Co.,
119 F.3d 1559, 1575 (Fed. Cir. 1997).
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Therasense
Intent

In addition to proving materiality, “the accused infringer must prove
that the patentee acted with the specific intent to deceive the PTO.”
Therasense, 649 F.3d at 1290. “[A] court must weigh the evidence of
intent to deceive independent of its analysis of materiality. Proving
that the applicant knew of a reference, should have known of its
materiality, and decided not to submit it to the PTO does not prove
specific intent to deceive.” Id. “In a case involving nondisclosure of
information, clear and convincing evidence must show that the
applicant made a deliberate decision to withhold a known material
reference.” Id.
“Because direct evidence of deceptive intent is rare, a district court
may infer intent from indirect and circumstantial evidence.” Id.
However, a court “may not infer intent solely from materiality.” Id. An
inference of intent to deceive is appropriate where the applicant
engages in “a pattern of lack of candor,” including where the applicant
repeatedly makes factual representations “contrary to the true
information he had in his possession.” Apotex Inc. v. UCB, Inc., 763
F.3d 1354, 1362 (Fed. Cir. 2014).
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Supernus

https://www.ipwatchdog.com/2019/01/30/federal-circuit-uspto-calculation-pta-supernus-pharmaceuticals-v-iancu/id=105775/
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Supernus

https://www.ipwatchdog.com/2019/01/30/federal-circuit-uspto-calculation-pta-supernus-pharmaceuticals-v-iancu/id=105775/
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Supernus
The CAFC Ruling

https://www.ipwatchdog.com/2019/01/30/federal-circuit-uspto-calculation-pta-supernus-pharmaceuticals-v-iancu/id=105775/
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QPIDS

•

In order to be eligible for this pilot program, an application must be a utility or
reissue.

•

The RCE will be treated as a ‘‘conditional’’ RCE until the examiner determines
whether any item of information in the IDS necessitates reopening prosecution.

•

All papers must be filed via the USPTO’s Electronic Filing System-Web (EFS-Web),
and all fees must be paid by authorization to charge a deposit account.

•

A submission must include an IDS in accordance with 37 CFR 1.97 and 37 CFR 1.98.

•

IDS submissions must be accompanied by either the timeliness statement set forth
in 37 CFR 1.97(e)(1) or the timeliness statement set forth in 37 CFR 1.97(e)(2).

•

Depending on whether a patent number has been assigned, applicants must select
either the ‘‘Petition to Withdraw from Issue after Payment of the Issue Fee (37 CFR
1.313(c)(1) or (2))’’ or the ‘‘Petition to Withdraw from Issue after Payment of the
Issue Fee (37 CFR 1.313(c)(1) or (2) with Assigned Patent Number).’’

•

A submission under this pilot program that includes an amendment will be
processed as an RCE. Similarly, the failure to provide an authorization to charge a
deposit account for payment of the IDS fee or failure to provide an appropriate
timeliness statement will result in the RCE being processed.
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QPIDS
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QPIDS
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Remaining
Questions for
Discussion

• Should disclosure be focused only on the most relevant prior
art references?
• Should everything that is even tangentially related be disclosed
to the Office?
• Are there best practices to work with applicants, and how to
avoid error?
• Practice Tips: Deciding what needs to be disclosed to the
USPTO
• The economics of mis-managing and fulfilling prior art
requirements.
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Derwent Solutions
Supporting IDS Requirements

IDS Management Services
•
•

Project-based and FTE Solutions
Prepare, route and file IDS packages

Alerting Capabilities in Derwent Innovation
•
•

When family members are published
If oppositions are filed in EP proceedings with prior art

Patent Watch Services
•

Competitor Application filing or publishing
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