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35 U.S.C. § 101

“Whoever invents or discovers any
new and useful process, machine,
manufacture, or composition of
matter, or any new and useful
improvement thereof, may obtain a
patent therefor, subject to the
conditions and requirements of this
title.”
35 U.S.C. § 101
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Historical Context

“It’s no use going back to
yesterday, because I was a
different person then.”

Alice’s Adventures In Wonderland, Chapter X
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Pre-Mayo: “Anything Under The Sun … Made By Man”

“Congress plainly contemplated that
the patent laws would be given
wide scope .... Congress intended
statutory subject matter to ‘include
anything under the sun that is
made by man.’”

Diamond v. Chakrabarty, 447 U.S. 303, 308-09 (1980)
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Pre-Mayo: Claim “Considered As A Whole”
“[W]hen a claim containing a
mathematical formula implements or
applies that formula in a structure or
process which, when considered as a
whole, is performing a function which
the patent laws were designed to
protect (e.g., transforming or reducing
an article to a different state or thing),
then the claim satisfies the
requirements of § 101.”
Diamond v. Diehr, 450 U.S. 175, 192 (1981)
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Pre-Mayo: “Inventive Concept”
“Even though a phenomenon of nature or mathematical
formula may be well known, an inventive application of
the principle may be patented. Conversely, the discovery
of such a phenomenon cannot support a patent unless
there is some other inventive concept in its application.”
Parker v. Flook, 437 U.S. 584, 594 (1978)

“Proper analysis, therefore, must start with an
understanding of what the inventor claims to have
discovered—or phrased somewhat differently—what he
considers his inventive concept to be.”
Diamond v. Diehr, 450 U.S. 175, 212 (1981)
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Mayo Collaborative Servs. v. Prometheus Labs.
Two-step analysis:
1) Determine whether the claim is
directed to a “law of nature”; and
2) Determine whether the claim recites
an “inventive concept” beyond the
discovery

“[W]ell-understood, routine, conventional activity
previously engaged in by researchers in the field is not an
inventive concept.”
Mayo v. Prometheus, 566 U.S. 66, 73 (2012)
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Mayo Collaborative Servs. v. Prometheus Labs.

What else is there in the claims before
us? … These additional steps are not
themselves natural laws but neither are
they sufficient to transform the nature
of the claim.

Mayo v. Prometheus, 566 U.S. 66, 78 (2012)
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Mayo Collaborative Servs. v. Prometheus Labs.
“A method of optimizing … treatment of an immunemediated gastrointestinal disorder, comprising:
(a) administering a drug providing 6-thioguanine to a
subject …; and
(b) determining the level of 6-thioguanine in said
subject ...
wherein the level of 6-thioguanine … indicates a need
to increase [or decrease] the amount of said drug
subsequently administered to said subject ….”
Patent-ineligible:
“[T]he claims inform a relevant audience about certain laws of nature;
any additional steps consist of well-understood, routine, conventional
activity already engaged in by the scientific community; and those
steps, when viewed as a whole, add nothing significant beyond the sum
of their parts taken separately.”
Mayo v. Prometheus, 566 U.S. 66, 74-75, 79-80 (2012)
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Post-Mayo

“Down the Rabbit-Hole”

Alice’s Adventures In Wonderland, Chapter I
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Post-Mayo Trends
Diagnostics/Detection Methods
Risk of ineligilibity:
• Ariosa
• Genetic Technologies
• Cleveland Clinic
• Athena

Treatment Methods
More likely to be found eligible:
• Vanda
• Natural Alternatives
• Endo Pharms

“Claiming a natural cause of an ailment and well-known means of
observing it is not eligible for patent because such a claim in effect
only encompasses the natural law itself. But claiming a new
treatment for an ailment, albeit using a natural law, is not claiming
the natural law.”
Athena Diagnostics, Inc. v. Mayo Collaborative Servs., LLC,
915 F.3d 743, 752-53 (Fed. Cir. 2019)
11

Ariosa Diagnostics, Inc. v. Sequenom, Inc.
“A method for detecting a paternally inherited nucleic acid
of fetal origin …, which method comprises
amplifying a paternally inherited nucleic acid from the
serum or plasma sample and
detecting the presence of a paternally inherited nucleic acid
of fetal origin in the sample.”
Patent-ineligible:

“The only subject matter new and useful as of the date of
the application was the discovery of the presence of
cffDNA in maternal plasma or serum.”
“Using methods like PCR to amplify and detect cffDNA
was well-understood, routine, and conventional
activity....”
Ariosa Diagnostics, Inc. v. Sequenom, Inc., 788 F.3d 1371, 1373-74, 1377 (Fed. Cir. 2015)
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Genetic Technologies Ltd. V. Merial LLC
“Claim 1 is thus broad in scope; it encompasses methods
of detecting a coding region allele by amplifying and
analyzing any linked non-coding region, which could be
found within the same gene as the coding region, within
a different gene, or within an intergenic region.”

Patent-ineligible:
“[T]he patent claim focuses on a newly discovered
fact about human biology ..., involves no creation or
alteration of DNA sequences, and does not purport to
identify novel detection techniques.”

Genetic Techs. v. Merial, 818 F.3d 1369, 1372-73, 1376 (Fed. Cir. 2016)
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Cleveland Clinic v. True Health Diagnostics

“These claims recite methods of identifying and detecting
MPO ….”
Patent-ineligible:
“The claims are not directed to new techniques for
performing an immunoassay to detect a patient’s blood
MPO levels. They only recite applying known methods to
detect MPO levels in plasma, comparing them to standard
MPO levels, and reaching a conclusion: that the patient’s
blood MPO levels are elevated in comparison to a control
group.”
Cleveland Clinic v. True Health Diagnostics (Cleveland Clinic II),
No. 2018-1218, 2019 WL 1452697, at *3-*4 (Fed. Cir. Apr. 1, 2019)
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Athena Diagnostics v. Mayo

“Having discovered the association between MuSK
autoantibodies and MG, the inventors of the ’820 patent
disclosed and claimed methods of diagnosing
neurological disorders such as MG by detecting
autoantibodies that bind to a MuSK epitope.”
Patent-ineligible:
“The claims here are directed to a natural law because
they recite only the natural law together with standard
techniques for observing it.”

Athena Diagnostics v. Mayo, 915 F.3d 743, 747, 752 (Fed. Cir. 2019)
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Vanda Pharm. Inc. v. W.-Ward Pharm.
“The ’610 patent relates to a method of treating
schizophrenia patients with iloperidone wherein the
dosage range is based on the patient's genotype.”

Patent-eligible:
“[T]he claims here are directed to a specific method of
treatment for specific patients using a specific compound
at specific doses to achieve a specific outcome. … They
recite more than the natural relationship between
CYP2D6 metabolizer genotype and the risk of QTc
prolongation. Instead, they recite a method of treating
patients based on this relationship that makes
iloperidone safer by lowering the risk of QTc
prolongation.”
Vanda Pharm. Inc. v. W.-Ward Pharm. Int’l Ltd., 887 F.3d 1117, 1121, 1136 (Fed. Cir. 2018)
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Nat. Alternatives Int’l v. Creative Compounds
“The claimed patents generally relate to the use of betaalanine in a dietary supplement to ‘increas[e] the
anaerobic working capacity of muscle and other tissue.’”

Patent-eligible:
“The Method Claims at issue are treatment claims. They
cover using a natural product in unnatural quantities to
alter a patient’s natural state, to treat a patient with
specific dosages outlined in the patents. We hold,
therefore, that the Method Claims are not directed to
ineligible subject matter.”

Nat. Alts. Int’l, Inc. v. Creative Compounds, LLC,
918 F.3d 1338, 1341, 1346–47 (Fed. Cir. 2019)17

Endo Pharm. Inc. v. Teva Pharm. USA, Inc.
“[T]he patent covers a method of using oxymorphone
to treat pain in patients with impaired kidney
function.”

Patent-eligible:

“The claims in this case are directed to a new treatment
for an ailment, albeit using a natural law or phenomenon.
The claims are not directed to the ineligible subject
matter itself and, as such, are eligible.”

Endo Pharm. Inc. v. Teva Pharm. USA, Inc., 919 F.3d 1347, 1348, 1357 (Fed. Cir. 2019)
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Attempts To Clarify

“Curiouser and curiouser!”

Alice’s Adventures In Wonderland, Chapter II
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PTO Guidance Examples
Eligible
1. A method of detecting JUL-1 in a
patient…comprising:
a. obtaining a plasma
sample….; and
b. detecting whether JUL-1 is
present in the plasma
sample…with an anti-JUL-1
antibody….

Subject Matter Eligibilty Examples: Life Sciences, Ex. 29

Ineligible
2. A method of diagnosing julitis in
a patient…comprising:
a. obtaining a plasma
sample...;
b. detecting whether JUL-1 is
present in the plasma
sample…with an anti-JUL-1
antibody….; and
c. diagnosing the patient with
julitis when the presence of
JUL-1 in the plasma sample
is detected.
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PTO Guidance Examples
Eligible
1. A method of detecting JUL-1 in a
patient…comprising:
a. obtaining a plasma
sample….; and
b. detecting whether JUL-1 is
present in the plasma
sample…with an anti-JUL-1
antibody….

Subject Matter Eligibilty Examples: Life Sciences, Ex. 29

“The claim recites steps of obtaining
a plasma sample from a patient (step
a) and detecting whether JUL-1 is
present in the plasma sample by
contacting the plasma sample with
an anti-JUL-1 antibody and detecting
resultant binding between JUL-1 and
the antibody (step b). These steps do
not recite or describe any
recognized exception.”
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PTO Guidance Examples
Ineligible
2. A method of diagnosing julitis in
a patient…comprising:
a. obtaining a plasma
sample...;
b. detecting whether JUL-1 is
present in the plasma
sample…with an anti-JUL-1
antibody….; and
c. diagnosing the patient with
julitis when the presence of
JUL-1 in the plasma sample
is detected.
Subject Matter Eligibilty Examples: Life Sciences, Ex. 29

“In step c, the claim recites
diagnosing the patient with julitis
when the presence of JUL-1 in the
plasma sample is detected, which
describes a correlation or
relationship between the presence
of JUL-1 in a patient’s plasma and
the presence of julitis in the patient.
This limitation sets forth a judicial
exception, because this type of
correlation is a consequence of
natural processes….”
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Cleveland Clinic Rejects Guidance

“We have considered Example 29
and the arguments relating to it,
but to the extent that Example 29–
Claim 1 is analogous to the claims
at issue, Ariosa must control.
Accordingly, we decline to follow
the PTO’s Example 29–Claim 1 ….”

Cleveland Clinic v. True Health Diagnostics (Cleveland Clinic II),
No. 2018-1218, 2019 WL 1452697, at *6 (Fed. Cir. Apr. 1, 2019)
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Deference?
“The parties dispute the persuasiveness of
this document and the weight we should
afford it under Skidmore v. Swift & Co ....”
Nat. Alts. Int’l, Inc. v. Creative Compounds, LLC,
918 F.3d 1338, 1346 n.2 (Fed. Cir. 2019)

“While we greatly respect the PTO’s expertise
on all matters relating to patentability, including
patent eligibility, we are not bound by its
guidance.”
Cleveland Clinic v. True Health Diagnostics
No. 2018-1218, 2019 WL 1452697, at *6 (Fed. Cir. Apr. 1, 2019)
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Further Clarification Is Necessary
“It would be so nice if something
made sense for a change!”

Alice in Wonderland
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Further Clarification Is Necessary
“A future case is likely to present a
patent claim where the inventive
concept resides in a newly discovered
law of nature or natural phenomenon,
but the claim is narrowly drawn and
actually reduced to practice. That case
will, I hope, provide the Supreme
Court with an opportunity to revisit
the Mayo/ Alice framework in this
one limited aspect.”
Ariosa Diagnostics, Inc. v. Sequenom, Inc., 809 F.3d 1282, 1293
(Fed. Cir. 2015) (Lourie, J., concurring) 26

Further Clarification Is Necessary
“[Section] 101 remains the most
important substantive patent law
issue in the United States today.
And it’s not even close ....”
“It’s important for the judiciary to
first recognize that there is a
problem that needs to be
addressed.”
https://www.law360.com/ip/articles/1149185/courts-can-resolve-patent-eligibility-problems-iancu-says?nl_pk=9adca3f527
df45-4adf-add5-0f447f3dbe9e&utm_source=newsletter&utm_medium=email&utm_campaign=ip

PTO Sets Forth “Practical Application” Test
Element [1B]

“Under the procedure, if a claim recites a judicial
exception . . ..it must then be analyzed to determine
whether the recited judicial exception is integrated into
a practical application of that exception. A claim is not
‘directed to’ a judicial exception, and thus is patent
eligible, if the claim as a whole integrates the recited
judicial exception into a practical application of that
exception.”

84 Fed. Reg. 50, 53 (Jan. 7, 2019)

28

Senate Judiciary IP Subcommittee Outline

•

Abrogate judicially created exceptions

•

Create “exclusive categories” of ineligible
subject matter

•

Adopt “practical application” test to “ensure
that the statutorily ineligible subject matter
is construed narrowly”

image.fedcirbar-mail.org/lib/fe921372766005797d/m/2/outline-of-101-reform.pdf
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AIPLA-IPO Proposal On Patent Eligibility

Sole exceptions to eligibility if invention as
a whole:
• Exists in nature independent of an
prior to human activity; or
• Performed solely in human mind

https://www.aipla.org/docs/default-source/uploadedfiles/documents/advocacy/congress/documents/aipla-ipo-jointproposal.pdf?sfvrsn=a4067549_0
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ABA-IPL Proposal On Patent Eligibility

“Patent eligibility is to be determined based
upon consideration of the claims of the
patent or application as a whole, without
ignoring or reading out any limitation
recited in the claims. Patent eligibility is not
to be determined based on ‘the gist of the
invention’ or an assessment of whether the
claims define an ‘inventive concept.’”
https://www.americanbar.org/content/dam/aba/administrative/intellectual_property_law/advocacy/101_joint_principles
_letter.pdf
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