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Intersection of two (2) pateitdiw doctrines:
Patentable subject matter
Inequitable Conduct
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Inequitable Conduct

Therasense v. Becton, Dickinson & Q0ase No. 2008
1511 (Fed. Cir., May 25, 2011).
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Patentable Subject Matter

Assoc. of Molecular Pathology v. USP,TID2 F. Supp. 2d
181 (S.D.N.Y. 2010).

Assoc. of Molecular Pathology v. USP,TCase No. 2010
1406 (Fed. Cir., July 29, 2011).
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What happens if an inventor applies for
something that the inventor believes to be-non

statutory subject matter, and does not tell the
USPTO?
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What if the inventor's attorney (or other
relevant individual) believes that the invention

IS nonstatutory subject matter, but deliberately
withholds that information from the USPTQO?
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GENES
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GENES

living organism ” ~
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GENES

hold information to pass
genetic traits to offspring
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GENES Eiggees

[ Tt

correspond to many
different biological traits
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GENES

GOOD GENES

correspond to many
different biological traits
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- GENES

correspond to many
different biological traits

BAD GENES
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GENES

Determine risk for specific
diseases

Including Breast Cancer
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GENES

Breast Cancer
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Breast Cancer
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U.S. Statistics




BREAST CANCER

U.S. Statistics
~216,000 cases




BREAST CANCER
U.S. Statistics

~40,000 deaths
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BREAST CANCER

Worldwide Statistics

second most common type of cance
(after lung cancer)




BREAST CANCER

Worldwide Statistics

fith most common cause of cancer
death




BREAST CANCER

Worldwide Statistics

caused ~519,000 deaths




BREAST CANCER

Worldwide Statistics

almost 1% of all deaths
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BREAST CANCER

Other Relevant Statistics

30-year old woman

Approximately 1 in 2,525 chance of
developing breast cancer
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BREAST CANCER

Other Relevant Statistics
30-year old woman

WITH BRCA
RISK INCREASESTO
1IN 3




OVARIAN CANCER




OVARIAN CANCER

BRCA genes also increase the
predisposition to ovarian cancer




Outline and Disclaimer

UNIVERSITY OF DAYTON

SCHOOL or LAW




ltems within the scope of this presentation
Overview of patentable subject matter
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ltems within the scope of this presentation

Inequitable conduct analysis
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Items beyond the scope of this presentation
Detailed claim analysis for patentssuit
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Items beyond the scope of this presentation

In-depth analysis of all legal issues
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35 USCA101

"Whoever invents or discovers any new and useful
process, machine, manufacture, or composition of
matter, or any new and useful improvement thereo
may obtain a patent therefor, subject to the
conditions and requirements of this title."
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Diamond v. Diehr, 450 U.S. 175 (1981)

Congress intended statutory subject matter to
"Include anything under the sun that is made by
man."

65



Patents 101

UNIVERSITY OF DAYTON

SCHOOL or LAW




Patents 101

UNIVERSITY OF DAYTON

SCHOOL or LAW




Patents 101

UNIVERSITY OF DAYTON

SCHOOL or LAW




Patents 101

UNIVERSITY OF DAYTON

SCHOOL or LAW




Patents 201

UNIVERSITY OF DAYTON

SCHOOL or LAW




35 USCA115 (Oath or Declaration)
NThe applicant shall make oath that he believes
himself to be the original and first inventor . . . .
Such oath may be made before any person
within the United States authorized by law to
AAIl El EOOAO T AOEO 8 8 8
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37 CFR 1.63: Oath or declaration.
Oy4eEA 1T AOE 1T O AAAI AO
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37 CFR 1.63: Oath or declaration.
Oy4eEA 1T AOE 1 O AAAI AO
Oj €q 30A0A OEAO OEA DA«
declaration acknowledges theduty to disclose

to the Office all information known to the
person to be material to patentability 8 8 8




Therasense v. Bectp@ase No. 2068511 (Fed. Cir.
May 25, 2011)

Inequitable Conduct requires both:
Intent; and
Materiality.
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Therasense v. Bectp@ase No. 2068511 (Fed. Cir.
May 25, 2011)

Intent if individual:
Knew information;
Knew that information was material; and
Made a deliberate decision to withhold information.
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Therasense v. Bectp@ase No. 2068511 (Fed. Cir.
May 25, 2011)

Materiality:
"If a claim is properly invalidated in district court based on the

deliberately withheld reference, then that reference is necessatril

material"
a



Inequitable conduct in procuring any claim within
a patent will result in the unenforceabillity of the

entire patent.
Kingsdown Med. Consultants, Ltd. v. Hollister Inc., 863 F.2d 867
(Fed. Cir. 1988).

This theory Is often termed "infectious

unenforceability."

Baxter Int'l Inc. v. McGaw, Inc., 958 F. Supp 1313, 1315 (N.D. Ill. 1997),
aff'd in part, rev'd in part 149 F.3d 1321 (Fed. Cir. 1998).

/8



Also applied to other patents that are
"genealogically related to the original application
as to which inequitable conduct has been found."

Baxter Int'l Inc. v. McGaw, Inc., 958 F. Supp 1313, 1315 (N.D. Ill. 1997),
aff'd in part, rev'd in part 149 F.3d 1321 (Fed. Cir. 1998).

Inequitable conduct in procuring a single claim
within a single patent can result in the

unenforceabillity of an entire family of patents.
Nilssen v. Osram Sylvania, Inc., 504 F.3d 1223, 1230 (Fed. Cir. 2007).
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The National Center for Human Genome
Research (National Institutes of Health)
Players
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MARGARET B. COLLINS -HILL

27th Amendment

A, further, that the States whose Legisatures have 5o ratified the said
propasid Asmendent canstitute the roquisite thres fourths of the wlaole

Uit States Cods, da Nrsby cerify tha the afopesatd Ameutnicut s
o at intents and purposes, a3 a part of the Constiution of
= = = = IN TESTIMONY WHEREOE,
1w herevnto set my b .
wusad the soal of the Natioual
y ] ces and Reconds
Adeinistration o be affeecd.
DONE at the City of Washington
this 1 ek day of _puas
ity of oo
[T Py p—
DON W, WILSON.

presence o this
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27th Amendment

Am, further, that the States whose Legisatures have 50 ratified the said

rmber of States in the United States

NOW, Therefore, be it hacwan that I, Dim W, Wilscm, Archivist of e
United Stats, by virtwe and in pursuasce of Section 1065, Tile 1 of the
Uaitet States Code, do Kvsby cerify i the afopesald Ameutnicut s
o at intents and purposes, a3 a part of the Constiution of

IN TESTIMONY WHEREOE,
1w berewnto set oy b o
cwusul the soalof the Natiowal
Archices and Reconis
Adinistration o be affized.

DONE at she City of Washington
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27th Amendment

Am, further, that the States whose Legisatures have 50 ratified the said

rmber of States in the United States

NOW, Therere be it ko that L, Doa W, Wilsow, Archcist of the
United Stats, by virtwe and in pursuasce of Section 1065, Tile 1 of the
Uaitet States Code, do Kvsby cerify i the afopesald Ameutnicut s
o it intents and purposes, s a part of the Consttution of

IN TESTIMONY WHEREOE,
1w berewnto set oy b o
cwusul the soalof the Natiowal
Archices and Reconis
Adinistration o be affized.

DONE at she City of Washington

o wine R and wbsty-pu

s e

DON W, WILSON

presence o this
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- GENETIC EQUATION
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Myriad's Patents

Allegedly covering natural human genes
U.S. Patent Number 5,727,282
U.S. Patent Number 5,837,492
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Myriad's Patents

Allegedly covering natural mutations
U.S. Patent Number 5,693,473
U.S. Patent Number 5,727,282
U.S. Patent Number 5,837,492
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Myriad's Patents

Patents that correlate genes to increased risk of breast cancer
U.S. Patent Number 5,727,282
U.S. Patent Number 5,710,001
U.S. Patent Number 5,753,441
U.S. Patent Number 6,033,857
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