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• Section 101 Happenings
o Brief Review
o Recent Cases
o Deferral Program
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Brief Review of § 101
• Processes, machines, manufactures,
compositions of matter, and improvements
thereof are eligible for patenting
– Judicial exception when claiming abstract idea, law of
nature, natural phenomenon

• Mayo/Alice two-step:
– (1) Is a judicial exception claimed?
– (2) Inventive concept?
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Brief Review of § 101
• Electrical/software-related cases impacted
– Numerous patents invalidated
– Difficulty obtaining allowances
– Courts look for technical solutions to technical
problems, improvements to functioning of computerrelated components, and problems/solutions unique
to computer world (not just automating economic
activity)
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Brief Review of § 101
• Life science-related cases impacted
– Diagnostic method patents invariably invalidated
– Methods of treatment/preparation receive more
leniency
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• Recent Cases
o American Axle v. Neapco
o Yu v. Apple
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American Axle v. Neapco
• Claims directed to a method for manufacturing a
shaft assembly of a driveline system
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American Axle v. Neapco
• Claims directed to a method for manufacturing a
shaft assembly of a driveline system
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American Axle v. Neapco
• 1. A method for manufacturing a shaft assembly of a driveline system, the
driveline system further including a first driveline component and a second
driveline component, the shaft assembly being adapted to transmit torque
between the first driveline component and the second driveline component,
the method comprising:
–
–
–

providing a hollow shaft member;
tuning at least one liner to attenuate at least two types of vibration transmitted through the
shaft member; and
positioning the at least one liner within the shaft member such that the at least one liner is
configured to damp shell mode vibrations in the shaft member by an amount that is greater
than or equal to about 2%, and the at least one liner is also configured to damp bending
mode vibrations in the shaft member, the at least one liner being tuned to within about ±20%
of a bending mode natural frequency of the shaft assembly as installed in the driveline
system
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American Axle v. Neapco
• 1. A method for manufacturing a shaft assembly of a driveline system, the
driveline system further including a first driveline component and a second
driveline component, the shaft assembly being adapted to transmit torque
between the first driveline component and the second driveline component,
the method comprising:
–

providing a hollow shaft member;

– tuning at least one liner to attenuate at least two types of vibration
transmitted through the shaft member; and
–

positioning the at least one liner within the shaft member such that the at least one liner is
configured to damp shell mode vibrations in the shaft member by an amount that is greater
than or equal to about 2%, and the at least one liner is also configured to damp bending
mode vibrations in the shaft member, the at least one liner being tuned to within about ±20%
of a bending mode natural frequency of the shaft assembly as installed in the driveline
system
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American Axle v. Neapco
• Step 1 of Mayo/Alice:
– Court ascertained the "focus of the claimed advance",
or novel aspect of the claim
• What is Known:
– Driveline shafts have 3 modes of vibration
– Damped by resistive or reactive attenuation
– Liners provide such attenuation for only single modes
• Therefore, tuning to two modes is the novel aspect
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American Axle v. Neapco
• Step 1 of Mayo/Alice:
– Court determined that "tuning" requires application of
Hooke's Law (force needed to extend/compress a spring by some
distance scales linearly with respect to that distance)
• Looked to expert evidence
• Rejected patentee's argument that achieving this
"tuning" step requires more than application of Hooke's Law
– Additional requirements absent from claim and therefore
cannot be considered
– Spec only listed variables for tuning
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American Axle v. Neapco
• Interesting observation:
– Court declared claims ineligible before even getting
to the step 2 analysis: "Parker v. Flook reinforces our
conclusion that a claim to a natual law concept
without specifying the means of how to implement
the concept is ineligible under section 101."
• This language was not included in the modified opinion
issued on July 31, 2020.
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American Axle v. Neapco
• Quick look at Parker v. Flook
– Claims directed to a method for updating the value of
at least one alarm limit on at least one process
variable involved in a process comprising the
catalytic chemical conversion of hydrocarbons
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American Axle v. Neapco
• 1. A method for manufacturing a shaft assembly of a driveline system, the
driveline system further including a first driveline component and a
second driveline component, the shaft assembly being adapted to
transmit torque between the first driveline component and the second
driveline component, the method comprising:
– providing a hollow shaft member;
–

tuning at least one liner to attenuate at least two types of vibration transmitted through the
shaft member; and

– positioning the at least one liner within the shaft member such that the at least
one liner is configured to damp shell mode vibrations in the shaft member by
an amount that is greater than or equal to about 2%, and the at least one liner
is also configured to damp bending mode vibrations in the shaft member, the
at least one liner being tuned to within about ±20% of a bending mode natural
frequency of the shaft assembly as installed in the driveline system
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American Axle v. Neapco
• Dissent said this case has nothing to do with
eligibility
– This is an enablement issue
• How to "tune" without undue experimentation

– Dependent claims further narrow and provide structural
elements:
• "Structural portion", "resilient member", "extends helically",
"longitudinally", "circumferentially", etc.

– Liners had never been used to damp one of the modes of
vibration
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Modified American Axle v.
Neapco
• Maintained claims 22 and 36 are ineligible
• Remanded to district court eligibility of claim 1
and its dependents
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Modified American Axle v.
Neapco
• Claim 22 steps:
•
•
•
•

providing a hollow shaft member;
tuning a mass and a stiffness of at least one liner; and
inserting the at least one liner into the shaft member;
wherein the at least one liner is a tuned resistive
absorber for attenuating shell mode vibrations and
wherein the at least one liner is a tuned reactive absorber
for attenuating bending mode vibrations.
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Modified American Axle v.
Neapco
• Claim 22 steps:
•
•
•
•

providing a hollow shaft member;
tuning a mass and a stiffness of at least one liner; and
inserting the at least one liner into the shaft member;
wherein the at least one liner is a tuned resistive
absorber for attenuating shell mode vibrations and
wherein the at least one liner is a tuned reactive absorber
for attenuating bending mode vibrations.
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Modified American Axle v.
Neapco
• Mayo/Alice Step 1:
– Court determined that tuning according to mass and
stiffness requires use of Hooke's Law
– Therefore, directed to law of nature
– Court also says "claim 22 simply instructs the reader
to tune the liner to achieve a claimed result, without
limitation to particular ways to do so."
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Modified American Axle v.
Neapco
• Mayo/Alice Step 2:
– Court again says other steps in claim 22 are merely
pre- and post-solution activity
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Modified American Axle v.
Neapco
• Claim 22 dependents:
– Patentee's brief did not argue claim 22 was not
representative of its dependents
• Therefore, argument considered waived

– Some of the dependent claims recite structural
elements
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Modified American Axle v.
Neapco
• Dissent disagrees with 101 analysis of claim 22
• Calls it "enablement on steroids"
• Multiple laws of nature actually implicated by
claims: Hooke's law and friction damping
• No explicit invocation of natural law
– Whether claim invokes natural law is now a matter of
extrinsic evidence
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Takeaways from American Axle
• Prosecution perspective:
– thoroughly define steps in the claims and in the spec.
– be sure to claim the structure being formed by the
method

• Litigation perspective:
– If a claim appears indefinite/not enabled, § 101 attacks
are now fair game

24

12

Yu v. Apple
• Claims directed to an improved digital camera
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Yu v. Apple
•
•
•
•
•

a first and a second image sensor closely positioned with respect to a common plane,
said second image sensor sensitive to a full region of visible color spectrum;
two lenses, each being mounted in front of one of said two image sensors;
said first image sensor producing a first image and said second image sensor
producing a second image;
an analog-to-digital converting circuitry coupled to said first and said second image
sensor and digitizing said first and said second intensity images to produce
correspondingly a first digital image and a second digital image;
an image memory, coupled to said analog-to-digital converting circuitry, for storing
said first digital image and said second digital image; and a digital image processor,
coupled to said image memory and receiving said first digital image and said second
digital image, producing a resultant digital image from said first digital image
enhanced with said second digital image
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Yu v. Apple
•
•
•
•
•

a first and a second image sensor closely positioned with respect to a common plane,
said second image sensor sensitive to a full region of visible color spectrum;
two lenses, each being mounted in front of one of said two image sensors;
said first image sensor producing a first image and said second image sensor
producing a second image;
an analog-to-digital converting circuitry coupled to said first and said second image
sensor and digitizing said first and said second intensity images to produce
correspondingly a first digital image and a second digital image;
an image memory, coupled to said analog-to-digital converting circuitry, for storing
said first digital image and said second digital image; and a digital image processor,
coupled to said image memory and receiving said first digital image and said second
digital image, producing a resultant digital image from said first digital image
enhanced with said second digital image
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Yu v. Apple
• Mayo/Alice Step 1
– Abstract idea of taking two pics to produce enhanced
single pic
– Claims recite "simply a generic environment in which
to carry out the abstract idea"
• Using two pictures to enhance one has been practiced for
centuries
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Yu v. Apple
• Mayo/Alice Step 2
– Because claim 1 recites conventional components to
apply abstract idea, no inventive concept
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Yu v. Apple
• Dissent says goal of § 101 analysis is to
determine whether invention is in a category of
statutory subject matter
– NOT whether there are merely minor differences

• This case is a matter of obviousness
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Yu v. Apple
• From Berkheimer v. HP Inc.:
– Whether a particular technology is well-understood,
routine, and conventional goes beyond what was
simply known in the prior art. The mere fact that
something is disclosed in a piece of prior art, for
example, does not mean it was well-understood,
routine, and conventional.
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Yu v. Apple
• Prior art (CCD's are image sensors)
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Yu v. Apple
• Conventional Cameras at filing (single sensors)
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Yu v. Apple Takeaways
• If reciting a device or system that includes a
processing element, digital component,
controller, etc.
– Define the functional steps in detail in the spec
– Include said details in claims
– Discuss how the configurations improve the
functioning of the device or system in the spec
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Recent Cases in Life Sciences
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Landscape Post-Mayo/Myriad for
Processes
Eligible

Ineligible

36

18

Landscape Post-Mayo/Myriad for
Processes (cont’d)
Eligible

Ineligible

Illumina, Inc. v. Ariosa Diagnostics, Inc.,
967 F.3d 1319 (Fed. Cir. 2020) (method
of preparing cell-free fetal DNA in
maternal plasma and serum).

In re Bd. of Trustees of Leland Stanford
Junior Univ., 991 F.3d 1245 (Fed. Cir.
2021) (computerized method for
determining haplotype phase).

Endo Pharmaceuticals v. Teva
Pharmaceuticals, 919 F.3d 1347 (Fed Cir.
2019) (method of treating pain
utilizing controlled release
oxymorphone pharmaceuticals).

Genetic Veterinary Sciences, Inc. v.
Laboklin GmbH & Co., 933 F.3d 1302
(Fed. Cir. 2019) (method of detecting
genotype relating to hereditary nasal
parakeratosis).

Natural Alternatives Int’l v. Creative
Compounds LLC, 918 F.3d 1338 (Fed
Cir. 2019) (method of treatment using
beta-alanine).

Athena Diagnostics, Inc. v. Mayo
Collaborative Services, 915 F.3d 743 (Fed
Cir. 2019) (method of diagnosing
developmental disorders in mammals).

Vanda Pharmaceuticals Inc. v. West-Ward
Phamaceuticals Int’l Ltd., 887 F.3d 1117
(Fed Cir. 2018) (method of treating
schizophrenia patients with
iloperiodone).

Roche Molecular Systems, Inc. v. Cepheid,
905 F.3d 1363 (Fed Cir. 2018) (method
for detecting Mycobacterium
tuberculosis).
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Illumina, Inc. v. Ariosa
Diagnostics, Inc.
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19

Ariosa Diagnostics, Inc. v. Sequenom,
Inc., 788 F.3d 1371 (Fed. Cir. 2015).
• Inventors discovered cell-free fetal DNA (cffDNA) in maternal
plasma and serum, of which can be used to determine fetal
characteristics.
• Claim 1 of U.S. Patent No. 6,258,540
1. A method for detecting a paternally inherited nucleic acid of fetal origin performed on
a maternal serum or plasma sample from a pregnant female, 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.

• D. Ct. held that the claims were directed to patent ineligible subject
matter.
– Sequenom appealed.
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Ariosa Diagnostics, Inc. v. Sequenom,
Inc., 788 F.3d 1371 (Fed. Cir. 2015).
• On appeal, Fed. Cir. affirmed.
1. A method for detecting a paternally inherited nucleic acid of fetal origin performed on a maternal
serum or plasma sample from a pregnant female, 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.

– Alice/Mayo Step 1
• The method begins and ends with a natural phenomenon.
– First step = taking cffDNA from maternal serum or plasma sample
– Last Step = paternally inherited DNA

– Alice/Mayo Step 2
• “amplifying” and “detecting” cffDNA is well-understood, routine, and
conventional in view of statements made in the specification.
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Overview
• Inventors made a further discovery regarding cffDNA.
– Fetal DNA fragments were almost completely of sizes smaller
than 500 base pairs, and around 70% of these fragments were of
sizes smaller than 300 base pairs.
– The relative size distributions of cffDNA and maternal DNA
fragments were used by the inventors to develop a solution to
the problem of distinguishing cffDNA from maternal DNA.

• U.S. Patent No. 9,580,751 & U.S. Patent No. 9,738,931
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Overview
• D. Ct. held that the claims of the ’751 and ’931 patents were directed to
ineligible subject matter.
– Illumina appealed.

• On appeal, Fed. Cir. reversed and remanded, holding that the claims
survive Step 1.
– Before Lourie (author), Moore, and Reyna (dissenting)

• Illumina and Ariosa filed a combined petition for panel rehearing and for
rehearing en banc.
– Fed. Cir. granted the combined petition for panel rehearing, withdrawing its
opinion.
– Fed. Cir. denied the combined petition for rehearing en banc.

• Fed. Cir. issued a modified opinion.
• S. Ct. denied the petition for a writ of certiorari.
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Claim 1
• U.S. Patent No. 9,580,751 (U.S. Patent No. 9,738,931 directed toward 300
base pairs)
1. A method for preparing a deoxyribonucleic acid (DNA) fraction from a pregnant human
female useful for analyzing a genetic locus involved in a fetal chromosomal aberration,
comprising:
(a) extracting DNA from a substantially cell-free sample of blood plasma or blood serum
of a pregnant human female to obtain extracellular circulatory fetal and maternal DNA
fragments;
(b) producing a fraction of the DNA extracted in (a) by:
(i) size discrimination of extracellular circulatory DNA fragments, and
(ii) selectively removing the DNA fragments greater than approximately 500 base
pairs,
wherein the DNA fraction after (b) comprises a plurality of genetic loci of the
extracellular circulatory fetal and maternal DNA; and
(c) analyzing a genetic locus in the fraction of DNA produced in (b).
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Federal Circuit
“This is not a diagnostic case. And it is not a
method of treatment case. It is a method of
preparation case.”
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Federal Circuit
• Alice/Mayo Step 1
– Claim 1 is not directed to a natural phenomenon.
• Natural Phenomenon = cffDNA tends to be shorter than
maternal cell-free DNA
• The method includes specific process steps.
1. A method for preparing a deoxyribonucleic acid (DNA) fraction from a pregnant
human female useful for analyzing a genetic locus involved in a fetal chromosomal
aberration, comprising:
…
(b) producing a fraction of the DNA extracted in (a) by:
(i) size discrimination of extracellular circulatory DNA fragments, and
(ii) selectively removing the DNA fragments greater than approximately 500
base pairs, …
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Federal Circuit
• Alice/Mayo Step 1
– Claim 1 is not directed to a natural phenomenon.
• The size discrimination parameters are human-engineered.
– The modified opinion added the “human-engineered” language.

• The method steps change the composition of the mixture and
result in a DNA fraction different from the naturallyoccurring fraction in the mother’s blood.
“As described by the specification, the inventors used these concrete
process steps, not merely to observe the presence of the phenomenon that
fetal DNA is shorter than maternal DNA, but rather to exploit that discovery
in a method for preparation of a mixture enriched in fetal DNA.”
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Federal Circuit
• Alice/Mayo Step 1
– Ariosa argued that the claims are no different than Ariosa.
– Fed. Cir. disagreed.
• The claims in Ariosa are directed to the existence of cffDNA, while the claims
in Illumina are directed toward exploiting the natural size distribution of
cffDNA.
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Federal Circuit
Illumina
1. A method for preparing a deoxyribonucleic acid (DNA)
fraction from a pregnant human female useful for
analyzing a genetic locus involved in a fetal chromosomal
aberration, comprising:
(a) extracting DNA from a substantially cell-free
sample of blood plasma or blood serum of a
pregnant human female to obtain extracellular
circulatory fetal and maternal DNA fragments;
(b) producing a fraction of the DNA extracted in
(a) by:
(i) size discrimination of extracellular
circulatory DNA fragments, and
(ii) selectively removing the DNA fragments
greater than approximately 500 base pairs,
wherein the DNA fraction after (b) comprises
a plurality of genetic loci of the extracellular
circulatory fetal and maternal DNA; and
(c) analyzing a genetic locus in the fraction of DNA
produced in (b).

Ariosa
1. A method for detecting a paternally inherited
nucleic acid of fetal origin performed on a maternal
serum or plasma sample from a pregnant female,
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.
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Federal Circuit
• Alice/Mayo Step 1
– Ariosa argued that, under Myriad, the claims are directed toward
natural phenomenon.
• Myriad held that a naturally occurring DNA segment is a product of nature
and not patent eligible merely because it has been isolated.

– Fed. Cir. disagreed.
• The S. Ct. declined to extend Myriad to method claims.
• The claims are not directed toward cffDNA itself nor do they cover
separated cffDNA.
• CellDirect is not on point but is instructive.
– CellDirect held that a method of preserving hepatocytes by freezing and thawing
them was directed to patent eligible subject matter.
– The inventors discovered that hepatocytes have can survive freezing and thawing
cycles, so they exploited that phenomenon in an improved patent eligible method.
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Federal Circuit
• Alice/Mayo Step 1
– Ariosa argued that the techniques for size discriminating and
selectively removing DNA fragments that are used to practice
the invention were well-known and conventional.
– Fed. Cir. disagreed.
• Fed. Cir. turned to CellDirect again, stating that the inventors in this case also
did not invent “freezing” and “thawing.”
• Fed. Cir. also noted that “conventionality” considerations are not relevant
under Step 1.
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Federal Circuit
• Alice/Mayo Step 2
– Fed. Cir. declined to reach this step.
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Dissent
• Alice/Mayo Step 1
– The Majority evades precedent because the claims are
directed toward “methods of preparation.”
– The cffDNA itself is not changed or altered the method.
• The method simply separates naturally occurring substances by
size.

– Nothing in the specification supports the Majority’s
repeated statements concerning “human engineered”
parameters.
– Myriad is on point, and the Majority’s reliance on CellDirect
is incorrect because the methods in CellDirect were new.
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Dissent
• Alice/Mayo Step 2
– The claims fail to disclose any new or useful improvement
to DNA separation techniques.

• Preemption
– The claims of the patents are drafted in a manner that “ties
up” future innovations premised on the natural
phenomenon.
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Takeaways
• Characterize the discovery, particularly as a
practical application, in the specification.
– Under Step 1, it is relevant to determine “whether the claimed advance
alleged in the written description demonstrates an improvement of a
technological process or merely enhances an ineligible concept.” In re
Bd. of Trustees of Leland Stanford Junior Univ., 991 F.3d at 1251 (citing
Athena Diagnostics, Inc. v. Mayo Collaborative Servs., LLC, 915 F.3d 743,
750 (Fed. Cir. 2019)).

• Draft “test”/preparation claims for diagnostic methods, if
possible.
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In re Bd. of Trustees of Leland
Stanford Junior Univ.
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Overview
• Application No. 13/486,982, filed June 1, 2012.
– The application is directed toward computerized
statistical methods for determining haplotype phase.
– The PHASE-EM model, an embodiment of the
invention, improves the accuracy of prior art models
by using a hidden Markov model, in which the
imputed haplotypes themselves are used as hidden
state sequences in the model.
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Overview
• The examiner concluded that the claims were
drawn to abstract math calculations and
statistical modeling.
• PTAB affirmed.
• Fed. Cir. affirmed.
– Before Prost, Lourie, and Reyna (author)
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Claim 1
1. A computerized method for inferring haplotype phase in a collection of unrelated
individuals, comprising:
receiving genotype data describing human genotypes for a plurality of
individuals and storing the genotype data on a memory of a computer system;
imputing an initial haplotype phase for each individual in the plurality of
individuals based on a statistical model and storing the initial haplotype phase for
each individual in the plurality of individuals on a computer system comprising a
processor a memory [sic];
building a data structure describing a Hidden Markov Model, where the data
structure contains:
a set of imputed haplotype phases comprising the imputed initial haplotype
phases for each individual in the plurality of individuals;
a set of parameters comprising local recombination rates and mutation rates; …
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Claim 1 (cont’d)
… wherein any change to the set of imputed haplotype phases contained within the
data structure automatically results in re-computation of the set of parameters
comprising local recombination rates and mutation rates contained within the data
structure;
repeatedly randomly modifying at least one of the imputed initial haplotype phases
in the set of imputed haplotype phases to automatically re-compute a new set of
parameters comprising local recombination rates and mutation rates that are stored
within the data structure;
automatically replacing an imputed haplotype phase for an individual with a
randomly modified haplotype phase within the data structure, when the new set of
parameters indicate that the randomly modified haplotype phase is more likely than
an existing imputed haplotype phase;
extracting at least one final predicted haplotype phase from the data structure as a
phased haplotype for an individual; and
storing the at least one final predicted haplotype phase for the individual on a
memory of a computer system.
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Patent Trial and Appeal Board
• Alice/Mayo Step 1
– Claim 1 is directed toward patent ineligible abstract ideas
in the form of mathematical concepts.
1. A computerized method for inferring haplotype phase in a collection of unrelated
individuals, comprising:
receiving genotype data describing human genotypes for a plurality of
individuals and storing the genotype data on a memory of a computer system;
...
building a data structure describing a Hidden Markov Model,
...
repeatedly randomly modifying at least one of the imputed initial haplotype
phases in the set of imputed haplotype phases to automatically re-compute a new
set of parameters comprising local recombination rates and mutation rates that are
stored within the data structure; . . .
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Patent Trial and Appeal Board
• Alice/Mayo Step 1
– Claim 1 also recites two abstract mental processes.
1. A computerized method for inferring haplotype phase in a collection of unrelated
individuals, comprising:
...
imputing an initial haplotype phase for each individual in the plurality of
individuals based on a statistical model and storing the initial haplotype phase for
each individual in the plurality of individuals on a computer system comprising a
processor a memory [sic];
…
automatically replacing an imputed haplotype phase for an individual with a
randomly modified haplotype phase within the data structure, when the new set of
parameters indicate that the randomly modified haplotype phase is more likely
than an existing imputed haplotype phase; …

61

Patent Trial and Appeal Board
• Alice/Mayo Step 1
– The additional elements in claim 1 are merely generic.
1. A computerized method for inferring haplotype phase in a collection of unrelated
individuals, comprising:
receiving genotype data describing human genotypes for a plurality of
individuals and storing the genotype data on a memory of a computer system;
…
extracting at least one final predicted haplotype phase from the data structure as a
phased haplotype for an individual; and
storing the at least one final predicted haplotype phase for the individual on a
memory of a computer system.
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Patent Trial and Appeal Board
• Alice/Mayo Step 2
– Claim 1’s steps of receiving, storing, and extracting
data were well-known, routine, and conventional, and
the abstract computational steps are insufficient to
establish patent eligibility.

• Preemption
– The absence of complete preemption does not
demonstrate patent eligibility.
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Federal Circuit
• Alice/Mayo Step 1
– Claim 1 is directed toward patent ineligible abstract ideas,
specifically the use of mathematical calculations and
statistic modeling.
– Fed. Cir. agreed with the PTAB’s analysis.
• mathematical concepts = (1) building a data structure describing a Hidden
Markov Model and then (2) repeatedly randomly modifying at least one of
the imputed initial haplotype phases to automatically re-compute a new set
of parameters of the Hidden Markov Model
• generic steps = (1) receiving genotype data, (2) imputing an initial haplotype
phase, (3) extracting the final predicted haplotype phase from the data
structure, and (4) storing it in a computer memory.
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Federal Circuit
• Alice/Mayo Step 1
– Stanford argued that the increase in haplotype prediction accuracy is a
practical application of an abstract idea not an abstract idea, citing to
several cases, such as McRO, Inc. v. Bandai Namco Games America Inc.
and Enfish, LLC v. Microsoft Corp., to support its position.
• McRo – computer-implemented methods for 3-D animation (i.e., automatically animating lip
synchronization and facial expression of animated characters) are patent eligible
• Enfish – an improved information and storage system using a self-referential table is patent eligible

– Fed. Cir. disagreed, stating that the claims of the cited cases were
directed to a technological improvement unlike claim 1.
• An improvement in computational accuracy is not a technological
improvement but, instead, is “an enhancement to the abstract mathematical
calculation of haplotype phase itself,” citing Athena.
• Athena – medical diagnostic test or process claims that do not recite more than a natural law together
with conventional steps to detect the law are patent ineligible.
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Federal Circuit
• Alice/Mayo Step 2
– “Step two is like a lifeline: it can rescue and save a claim
that has been deemed, at step one, directed to nonstatutory subject matter. We conclude that claim 1 is not
saved.”
– Again, Fed. Cir. agreed with the PTAB.
• The steps of receiving, extracting, and storing data amount to
well-known, routine, and conventional steps taken when
executing a mathematical algorithm on a regular computer.

– Fed. Cir. noted that claim 1 does not result in a specialized
computer or computer with specialized memory.
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Takeaways
• Regarding computerized methods, as applied to
life sciences or software, the analysis appears to
be consistent.
• Arguing that a claim does not completely
preempt a natural phenomenon or law of nature
does not appear to be a persuasive argument.
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Deferred Subject Matter
Eligibility Response (DSMER)
Pilot Program
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Overview
• M.P.E.P. § 714.02 & 37 C.F.R. § 1.111(b) require an
applicant to reply to every ground of objection and
rejection raised in a previous Office Action.
• The DSMER pilot program provides a limited waiver
with respect to subject matter eligibility rejections for
qualifying applications.
– Invitations to participate in the program will be mailed from
February 1, 2022 to July 30, 2022.
– The Patent Office, however, may extend or shorten the pilot
program.
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Participation
• Criteria
– The application is a national or national stage application;
– The application does not claim the benefit of a nonprovisional
application;
– The application does not have special status; and
– The first substantive office action includes subject matter
eligibility (SME) and non-SME rejections.
• “SME rejection” = Step 1 or Step 2B rejection
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Participation
• Accepting the Invitation
– An applicant must electronically and timely file a complete
request form (PTO/SB/456) with a response to the office action.
– The applicant’s response to the non-subject matter eligibility
objections and rejections must comply with M.P.E.P. § 714.02 &
37 C.F.R. § 1.111(b).
• Hypo: The examiner issues a first substantive office action setting forth a
Step 1 rejection, a Step 2B rejection, and an anticipation rejection.
• If Applicant accepts the invitation, a compliant response may:
– (1) respond to the anticipation rejection only;
– (2) respond to the anticipation rejection and one subject-matter eligibility
rejection; or
– (3) respond to all three rejections.
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Termination
• The limited waiver is terminated only when:
– (1) a final disposition occurs (e.g., the Applicant receives a final
office action); or
– (2) the outstanding rejections have been withdrawn or obviated.
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Considerations
• Participating applications may request prioritized
examination in connection with filing an RCE.
• Participating applications may participate initiatives
that:
– expedite processing after final disposition; or
• E.g., Fast-Track Appeals Pilot Program

– do not advance applications out of turn.
• E.g., After Final Consideration Pilot 2.0 Program, Pre-Appeal Brief
Conference Pilot Program, Quick Path Information Disclosure Statement
Program
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Considerations
• Benefits
– The examiner must consider whether the applicant’s response to
the non-SME rejection overcomes the SME rejection.
• If all rejections are overcome, a notice of allowance will be issued.

– If a subsequent office action is a non-final office action, the
limited waiver is not terminated.

• Drawbacks
– If the Applicant’s response fails to overcome the SME and nonSME rejections, the examiner may issue a final office action.
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Any Questions?
Chandler Schmidt
cschmidt@hoveywilliams.com
Denise Dantzler Rew
ddantzler@hoveywilliams.com
© Hovey Williams LLP 2022
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Thank You!
Hovey Williams LLP
84 Corporate Woods
10801 Mastin Blvd., Suite 1000
Overland Park, KS 66210
913.647.9050
www.hoveywilliams.com
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