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Inequitable Conduct

Inequitable Conduct

Considers Behavior Before the PTO

Can include misrepresentations, failure to disclose, or
submission of false information.

Is this important from a policy perspecfive?




In Therasense, The Federal Circuit refers to

Inequitable Conduct as “the atomic bomb”
of patent law. Why?

What are the policy implications?

Note the Difference:

Inequitable Conduct (JP Stevens)

Fraud in Procuring Patents (Walker-Process Fraud)




Inequitable Conduct

Two Components:

Materiality and Intent

Inequitable Conduct

A two-step decision-making process:

[1] Establish that boseline levels of materiality and intent exist.
(Factual analysis.)

[2] Balance materiality and intent to determine equities
involved. (Discretion by Court.)




Intent

Therasense: a “specific intent to deceive the PT0”

How does one prove decepfive intent?
(What is the standard?)

Note Kingsdown: gross negligence is not sufficient.

Because direct evidence of deceptive intent
iix ct coust may 3infer intent £

circumstantial evidence Nowever, o meet the clear
and convincing evidence standard, the specific intent to
deceive must be "the single most reasonable inference
able to be drawn from the evidence.” ... Indeed, the
svidence “must be sufficient to require & finding of
3 ~oitful intent in the light of all the
circumstances.” ... Hence, when there are nultiple
reasonable inferences that may Dbe drawn, intent to
deceive cannot e found.

- Therasenae, 643 F.34 at 1230-51




Because the party alleging inequitable conduct bears the
burden of proof, the “"patentee need not offer any good
faith explanation unless the accused infringer first ...
prove[s) a threshold level of intent to deceive by clear
and convincing evidence The absence of & good faith
explanation for withholding a material reference does
not, by itsel?, prove intent to deceive.

Therazmnan, 649 ¥ 332 at 1291

Materiality: Critikon v Becton-Dickenson (Fed. Cir. 1997)

e The materiality standard is the PTO's rules for
maferiality

o Pre-1992: ‘important fo o reasonable examiner’

o Post-1992: ‘establishes prima facie case of
invalidity / refutes argument put forth my
applicant”




Materiality: Therasense (Fed. Cir. 2011)

e The materiality standard is “but for” materiality

o “in assessing the materiality of a withheld
reference, the court must determine whether the PTO
would have allowed the claim if it had been aware
of the undisclosed reference.”

[ Does this kill inequitable conduct? ]

Materiality: Therasense (Fed. Cir. 2011)

e The materiality standard is relaxed for “egregious
conduct”

o filing false affidavits
o other “affirmative egregious acts”

[ Does this resurrect inequitable conduct? ]




Therasense (Fed. Cir. 2011)

o 0'Malley’s concurrence: why does she think {(some)
ambiguity is important here? Is she right?

o Bryson dissent (joined by Gajarsa, Dyk, Prost)
- “but for” is a HUGE change in the low

- the best policy approach is to enforce the PTO’s
standards of materiality (Rule 56)

- why does Bryson think small adjustments will
work to reduce claims of 1C?

Inequitable Conduct: Case 1

Holfway through the prosecution process, you find
relevant prior art. In order to avoid slowing the process,
you simply amend the claim fo avoid the art (everyone
agrees you were successful in doing so) rather than
nofifying the examiner. Inequitable conduct?




Inequitable Conduct: Case 2

After finding relevant prior art, you file o notice with the
P10, listing the problematic reference together with 350
other less relevant (but not irrelevant) documents.
Inequitable conduct?

You claim to have submitied the quantity of art 1o impress
the examiner with the scope of your search. Any change?

Inequitable Conduct: Case 3

The inventor of the patent application you are prosecuting
tells you that she does not know of any relevant prior art;
accordingly, you do not nofify the PTO of any. After the
pafent has issued, it becomes clear that the inventor did
know of relevant prior art. Inequitable conduct?




Experimental Use

Experimental Use
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Experimental Use

Statutory Experimental Use
[35USC271(e) ]

Common-Law Experimental Use

Statutory Experimental Use

271 (e) (1)

It shall not be an act of infringement to make, use,
offer to sell, or sell within the United States or
import into the United States a patented invention

solely for
uses reasonably related to the development and
submission of information under a Federal law which
regulates the manufacture, use, or sale of drugs or
veterinary biolegical products.




The defendant used the patented RGD peptides as ‘positive
controls’ when screening for efficacy of new drug candidates.

Does this avoid infringement under 271(e)(1)?

What is Integra’s argument?




Under Merck, what is the scope of 271(e)(1)?

Properly construed, § 271(e) (1) leaves adequate space
for experizmentation and failure on the road to
regulatory approval: At least where a drug-maker has a
reasonable basis for believing that a patented compound
may work, through a particular biological process, to
produce a particular physiological effect, and uses the
compound in research that, 3if succesaful, would be
appropriate to include in a submission to the FDA, that
use is “reascnably related”" to the “development and
submission of information under . . . Federal law.”

US Patest s ), 1 e tofs 450000




The court holds that experimental use is both
an exception and a defense, not only an
affirmative defense.

Why does this matter?
Who bears the burden?

Under Madey, what is the scope of experimental use?

In short, regardless of whether a particular
institution or entity is engaged in an endeavor for
commercial gain, so long as the act is in furtherance
of the alleged infringer's legitizate business and is
not sclely for amusement, to satisfy idle curiosity, or
for strictly philosophical inquiry, the act does not
qualify for the wvery narrow and strictly limited
experimental use defense. Moreover, the profit or non-
profit status of the user is not determinative.




Under Madey, what is the scope of experimental use?

solely for amusement, to satisfy idle curiosity, or
for strictly philosophical ingquiry

Experimental Use

Statutory Common Law
Experimental Use Experimental Use
[35USC271(e) ] [Madey v. Duke]

broadly applies very narrow
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