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QUESTION PRESENTED

This Court has long recognized that “[I]Jaws of na-
ture, natural phenomena, and abstract ideas are not
patentable.” Mayo Collaborative Servs. v. Prometheus
Lab’ys, Inc., 566 U.S. 66, 70 (2012) (citation omitted).
Because these categories involve “the basic tools of sci-
entific and technological work,” “monopolization of
those tools through the grant of a patent might tend
to impede innovation more than it would promote it.”
Id. at 71.

The question presented is:

Whether the courts below correctly concluded that
merely applying a conventional measurement tech-
nique to observe a previously discovered natural phe-
nomenon is not eligible for patent protection.



PARTIES TO THE PROCEEDING

Respondent Eurofins Viracor, Inc. has changed its
name to Eurofins Viracor, LLC. The caption of the
petition otherwise correctly lists the parties to the pro-
ceeding.

RULE 29.6 STATEMENT

Eurofins Clinical Testing US Holdings, Inc. and
Eurofins Scientific SE are parent corporations of Eu-
rofins Viracor, LLC. There is no other company that
owns 10% or more of Eurofins Viracor’s stock.
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INTRODUCTION

Section 101 of the Patent Act precludes patenting
a natural phenomenon—a prohibition that is now
more than a century old. Patent owners regularly pe-
tition this Court to reinterpret that statutory provi-
sion in their favor, and this Court regularly denies
those petitions, including twice since this petition was
filed. And this case would be a poor vehicle to recon-
sider the interpretation of Section 101 in any event,
because petitioners (“CareDx”) so clearly are attempt-
ing to do what this Court’s decisions forbid—claim
ownership of subject matter that is ineligible for pa-
tenting.

Just since June 2022, this Court has denied at
least four petitions seeking a new interpretation of
Section 101. Three were brought by patent owners
seeking to loosen the limits Section 101 imposes. See
Interactive Wearables, LLC v. Polar Electro Oy, No.
21-1281 (cert. denied May 15, 2023); Tropp v. Travel
Sentry, Inc., No. 22-22 (cert. denied May 15, 2023);
Am. Axle & Mfg., Inc. v. Neapco Holdings LLC, No. 20-
891 (cert. denied June 30, 2022). The fourth was
brought by a defendant contending that Section 101’s
limits are not tight enough. Avery Dennison Corp. v.
ADASA Inc., No. 22-822 (cert. denied May 30, 2023).
The Court declined each of these invitations.

Nothing about this case’s subject matter calls for a
different result. The Court unanimously concluded
more than a decade ago that medical-diagnostic pa-
tents may not claim ownership of the inferences to be
drawn from observations of the human body—that is
just another attempt to patent a law of nature. Mayo
Collaborative Servs. v. Prometheus Lab’ys, Inc., 566
U.S. 66 (2012). Since Mayo, this Court has repeatedly
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denied petitions asking it to change its application of
Section 101 to medical-diagnostic patents. FE.g.,
Athena Diagnostics, Inc. v. Mayo Collaborative Servs.,
LLC, No. 19-430 (cert. denied Jan. 13, 2020); Hikma
Pharms. USA Inc. v. Vanda Pharms. Inc., No. 18-817
(cert. denied Jan. 13, 2020); Cleveland Clinic Found.
v. True Health Diagnostics LLC, No. 17-997 (cert. de-
nied June 11, 2018); Sequenom, Inc. v. Ariosa Diag-
nostics, Inc., No. 15-1182 (cert. denied June 27, 2016).

If anything, the arguments against granting certi-
orari to revisit this issue have grown only stronger.
Not only have the Patent Office, patent owners, and
patent challengers relied on this Court’s decisions go-
ing back to Mayo and beyond, Congress is actively con-
sidering whether to amend the statute. Whereas this
Court is bound by the existing statute, Congress is
free to rewrite it.

Not only is now not the right time to revisit Section
101, this is not the right petition. CareDx’s claim to
patentability is highly unusual among Section 101
cases: CareDx claims its patent is eligible for protec-
tion because of discoveries it did not make. As CareDx
acknowledges—indeed, emphasizes—the core of U.S.
Patent No. 8,703,652 (“the '652 patent”) involves a
long-known natural phenomenon: After an organ
transplant, an increase in the amount of the organ do-
nor’'s DNA found floating in the recipient’s blood is
correlated with organ rejection. That is exactly the
type of natural law that Mayo holds is not patent-eli-
gible. Yet the 652 patent (the only one asserted
against Eurofins Viracor) claims the application of
conventional measurement techniques to observe that
correlation. CareDx argues that its claims are eligible
for patent protection despite Mayo because it applied
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a known measurement technique (which it did not in-
vent) to a known natural phenomenon (which it did
not discover). CareDx calls this an improved meas-
urement technique, but it is nothing of the sort. Bor-
rowing a conventional pair of binoculars is not an im-
proved measurement technique, even if the borrower
uses them to observe a new natural phenomenon.

“For there to be a patent eligible application of a
natural law, there must be a ‘discover[y].” Athena Di-
agnostics, Inc. v. Mayo Collaborative Servs., LLC, 927
F.3d 1333, 1341 (Fed. Cir. 2019) (Dyk, J., concurring
in the denial of rehearing en banc). Here, there is no
discovery—just the patentees’ selection of a known
technique to observe a known correlation. CareDx ar-
gues that this process alone is patentable, but its ap-
proach would eviscerate Section 101. In every diag-
nostic case, the patentee is necessarily the first to ap-
ply a particular measurement technique to detect the
underlying phenomenon. Thus, patentees who had
actually discovered the natural phenomenon at play
(unlike the patentees here) could avoid Section 101
merely by claiming the application of a measurement
technique to observe it. And patentees who (like the
patentees here) did not discover anything could nev-
ertheless lay claim to a natural phenomenon merely
by patenting it in combination with a known measure-
ment technique that they likewise did not discover.
Not surprisingly, the Federal Circuit unanimously re-
jected CareDx’s arguments in a straightforward opin-
ion. And unlike in previous Section 101 cases, the
court of appeals then denied rehearing en banc with
no noted dissents.
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There may be hard cases under Section 101, but
this is not one of them. The Court should deny the
petition.

STATEMENT

A. The ’652 patent is directed to observing the
natural correlation between organ rejection

or failure and an increase in the quantity of
donor cell-free DNA.

1. The presence of cell-free DNA in bodily
fluids is used as a diagnostic tool in a
variety of medical contexts.

DNA (deoxyribonucleic acid) is made up of repeat-
ing sets of nucleotides (chemical bases) arranged in a
sequence. See Ass’n for Molecular Pathology v. Myr-
iad Genetics, Inc., 569 U.S. 576, 581-582 (2013). Dif-
ferences among individuals’ DNA sequences are
known as polymorphisms, where a single nucleotide
polymorphism refers to a single variation between nu-
cleotides on a particular stretch of DNA. C.A.J.A. 123
(11:24-35).1 Over the last several decades, scientists
have developed a variety of methods to “genotype” and
“sequence” DNA to identify the particular individual
from which it came. See C.A.J.A. 121-122 (8:50-9:3);
C.A.J.A. 1274-1275 (Decl. 9 71). Genotyping refers
generally to identifying an individual’s genetic
makeup, while sequencing is the specific process of de-
termining the order of nucleotide bases in a stretch of

1 Citations with a (column:line) parenthetical are to the ’652 pa-
tent, which appears in the appendix and the addendum to the
opening brief below. It is also available at https:/image-
ppubs.uspto.gov/dirsearch-public/print/download Pdf/8703652.
The parenthetical accompanying each citation indicates the spe-
cific column and line being cited.
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DNA. C.A.J.A. 1258-1259 (Decl. § 43); C.A.J.A. 1281
(Decl. 9§ 84).

Multiplex sequencing, also called “high-through-
put” or “Next Generation” sequencing,? involves se-
quencing multiple stretches of DNA in parallel, allow-
ing scientists to more quickly analyze large volumes
of genetic material. C.A.J.A. 1290 (Decl. 9 100). Mul-
tiplex sequencing is itself an umbrella term that co-
vers several different techniques for simultaneously
sequencing DNA. See C.A.J.A. 1290-1292
(Decl. 9 101-102) (discussing “sequencing-by-synthe-
sis” and “shotgun sequencing,” both forms of multi-
plex sequencing). The ’652 patent specification
acknowledges that multiplex sequencing dates back to
at least the year 2000, C.A.J.A. 125 (16:9-13), ten
years before the 652 patent’s priority date, C.A.J.A.
109.

While most DNA 1s found inside cells, scientists
discovered as early as 1948 that “cell-free DNA”
(cfDNA) circulates in blood and other bodily fluids af-
ter being released by dead or dying cells. C.A.J.A.
120-121 (6:57-67, 7:40-46); C.A.J.A. 1261-1262 (Decl.
99 47-48). The presence and quantity of cfDNA is a
well-recognized diagnostic tool in a range of medical
contexts. In cancer patients, for example, tumor cells
die and release cfDNA into the patient’s blood.
C.A.J.A. 1265-1266 (Decl. 99 54-55). Because tumor-
derived cfDNA bears unique “hallmark signs of the
disease,” scientists can monitor the level of tumor-de-
rived cfDNA to assist with “cancer detection and
treatment.” C.A.J.A. 121 (7:1-2, 7:18-19). The same

2 Like CareDx, Eurofins uses these terms interchangeably. See
Pet.5-6; see also C.A.J.A. 303 (258:20-24).
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1s true for patients with bacterial infections: bacterial
cells die and release bacterial cfDNA into the patient’s
blood, providing clinicians with a diagnostic tool for
monitoring the infection. C.A.J.A. 1266 (Decl. § 56).

The presence of cfDNA can also be used to detect
fetal abnormalities. In 1996, scientists discovered
that cell-free fetal DNA can be found in maternal
plasma during pregnancy. C.A.J.A. 1264 (Decl. 9 52);
see also Ariosa Diagnostics, Inc. v. Sequenom, Inc., 788
F.3d 1371, 1373 (Fed. Cir. 2015) (discussing the dis-
covery and subsequent uses of cell-free fetal DNA in
maternal plasma). This fetal ¢fDNA reflects the
child’s (rather than the mother’s) genotype, allowing
doctors to test for certain genetic markers and detect
certain disorders before birth. C.A.J.A. 1264-1265
(Decl. 99 52-53); see also C.A.J.A. 121 (7:19-27); Ari-
osa, 788 F.3d at 1373. For instance, the quantity of
fetal cfDNA in maternal plasma can be an indicator
for certain genetic abnormalities. Ariosa, 788 F.3d at
1373; C.A.J.A. 121 (7:23-25).

At issue here is the comparable role of cfDNA from
an organ transplant. When a patient receives a donor
organ, cells from that organ naturally die, releasing
cfDNA into the transplant recipient’s blood.
Pet.App.3a; see also C.A.J.A. 1263-1264 (Decl. 9 50-
51). Because the donated organ has the donor’s DNA,
the ¢fDNA released from the donated organ will differ
from the recipient’s. C.A.J.A. 121 (7:37-46); C.A.J.A.
1262-1264 (Decl. 99 49-51). If a transplanted organ is
failing or being rejected by the recipient, cells in the
organ die at a faster rate than other cells in the body,
thereby releasing more foreign cfDNA into the pa-
tient’s bodily fluids than would be expected from a
healthy transplant. Pet.App.3a; C.A.J.A. 1263-1264
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(Decl. 9 51). As a result, elevated quantities of donor
c¢fDNA naturally correlate with organ rejection or fail-
ure. Scientists recognized that correlation as early as
1998, more than a decade before the filing of the 652
patent. See C.A.J.A. 121 (7:48-8:21); C.A.J.A. 1491-
1492.

2. The ’652 patent recites well-known
diagnostic methods to detect DNA from
an organ donor in the bodily fluids of a
transplant recipient.

The ’652 patent uses this natural phenomenon to
claim a method for detecting organ rejection or failure.
The patentees proposed using multiplex sequencing
and other techniques well-known in the art to identify
the level of donor ¢fDNA in the blood of a transplant
recipient and identify any increase.

Representative claim 1 of the ’652 patent com-
prises four steps, each described at a high level of gen-
erality. Pet.App.3a-4a, 8a-9a. They are: (a) providing
a sample containing cfDNA from a transplant recipi-
ent; (b) creating a polymorphism profile using DNA
polymorphisms specific to the donor, the recipient, or
both; (¢) multiplex sequencing the cfDNA in the sam-
ple and analyzing the results using the polymorphism
profile to detect donor and recipient cfDNA; and (d)
determining the quantity of donor ¢fDNA to monitor
the transplant outcome, where an increase in the
quantity of donor cfDNA over time indicates organ re-
jection. Pet.App.3a-4a; C.A.J.A. 131 (27:39-28:40). As
the specification explains, each step is performed us-
ing one of any number of conventional techniques
known in the art.



8

For step (a), “providing a sample,” the specification
states that “any technique known in the art may be
used” to obtain a sample, including, for example, “a
syringe or other vacuum suction device.” C.A.J.A. 122
(10:11-12). The same is true for step (b), “obtaining a
genotype”:  The specification acknowledges that
“[g]lenotyping of the transplant donor and/or the
transplant recipient may be performed by any suita-
ble method known in the art,” C.A.J.A. 127 (20:31-34),
and proposes “using existing genotyping platforms
known in the art,” C.A.J.A. 124 (13:52-53). Likewise,
for step (c), “multiplex sequencing,” the specification
cites multiple commercially available options and
notes that multiplex sequencing systems “include
those disclosed” in articles from 2000, 2001, and 2003.
C.AJ.A. 125 (15:22-16:13). The specification also
identifies “high-throughput shotgun sequencing of cir-
culating nucleic acids (e.g. cell-free DNA)” among the
recited “methods known in the art.” C.A.J.A. 122
(9:11-13).

Finally, for step (d), “monitoring ... [the] quantity
of donor [cfDNA],” the specification explains that de-
tecting “donor-specific markers” can be accomplished
through a series of “methods known in the art,”
C.A.J.A. 122 (9:8-14), and further that “[t]he presence
or absence of one or more nucleic acids from the trans-
plant donor in the transplant recipient may be deter-
mined by any suitable method known in the art,”
C.A.J.A. 128 (21:5-8). Step (d) also includes functional
language to the effect that the “sensitivity of the
method is greater than 56% compared to sensitivity of
current surveillance methods”—reflecting the sensi-
tivity of commercially available methods. C.A.J.A.
131 (27:67-28:40); see also C.A.J.A. 129 (23:34-36) (“In
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some embodiments, the methods described herein
have at least 56% sensitivity.”).

Each of these steps is recited in the claims at a
high level of generality, and neither the claim lan-
guage nor anything else in the intrinsic record nar-
rows the method to anything more precise. In addi-
tion, the specification broadly notes that the invention
“employs, unless otherwise indicated, conventional
techniques of immunology, biochemistry, chemistry,
molecular biology, microbiology, cell biology, genomics
and recombinant DNA, which are within the skill of
the art.” C.A.J.A. 120 (5:36-48).

B. Both the district court and the Federal Cir-
cuit held that the patent claims ineligible
subject matter.

1. Petitioner CareDx Inc. and respondents Eu-
rofins Viracor, LLC (“Eurofins”) and Natera, Inc. are
competitors in the field of medical diagnostics. All
have products on the market designed to monitor and
assess the probability of organ failure following a kid-
ney transplant. CareDx Inc. licenses the '652 patent
from Stanford. In 2019, CareDx sued Eurofins and,
separately, Natera for allegedly infringing the 652
patent. C.A.J.A. 352; C.A.J.A. 363. CareDx later as-
serted two additional patents3 against Natera, but not
Eurofins. C.A.J.A. 374; see also Pet.App.9a.

2. From the outset, Eurofins has asserted that the
‘652 patent is directed to patent-ineligible subject
matter—detecting the natural correlation between in-
creased donor cfDNA and transplant rejection. Under
this Court’s longstanding construction of 35 U.S.C.

3 U.S. Patent No. 9,845,497 and U.S. Patent No. 10,329,607.
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§ 101, “[l]aws of nature, natural phenomena, and ab-
stract ideas’ are not patentable.” Mayo, 566 U.S. at 70
(quoting Diamond v. Diehr, 450 U.S. 175, 185 (1981),
and citing cases going back to 1853).

Eurofins first moved to dismiss on Section 101
grounds, but the district court determined that the is-
sue was better decided on an early motion for sum-
mary judgment. The district court initially referred
the motion to dismiss to a magistrate judge,
Pet.App.70a n.1, who recommended that the court
deny it, Pet.App.70a-81a. The district court adopted
the magistrate judge’s proposed disposition of the mo-
tion to dismiss, but not his reasoning or conclusion
that the claims were directed to eligible subject mat-
ter. Pet.App.67a. Rather, the court thought that de-
ciding the Section 101 merits would be “premature.”
Pet.App.67a. The court highlighted that the specifi-
cation “raise[d] doubts” as to the patent’s validity:
“language in the written description[] ... suggest[ed]
that the patented steps are neither new nor unconven-
tional.” Pet.App.67a. Given the “doubts about the pa-
tent’s wvalidity,” the court decided to “enter-
tain ... early dispositive motion practice” on the ques-
tion of subject-matter eligibility. Pet.App.67a-68a.

3. The district court granted summary judgment
to Eurofins and Natera, holding the patents ineligible
under Section 101. C.A.J.A. 74.# The court concluded

4 The district court initially denied summary judgment, briefly
stating that CareDx’s expert declaration and a handful of articles
created a dispute of fact on whether multiplex sequencing had
become routine. Pet.App.63a-65a. But the court decided to re-
visit this ruling after Eurofins and Natera sought certification of
an interlocutory appeal and explained that a patentee cannot use
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that the claims were directed to the detection of natu-
ral phenomena—i.e., “donor-specific cfDNA and the
correlation donor-specific cfDNA has with organ rejec-
tion.” Pet.App.46a. The court further determined
that it was clear from the patentees’ own admissions,
recited in the patent, that “the claimed detection
methods are conventional.” Id. As the court ex-
plained, “where the specification admits the addi-
tional claim elements are well understood, routine
and conventional, it will be difficult, if not impossible,
for a patentee to show a genuine dispute” with respect
to subject-matter eligibility. C.A.J.A. 229 (14:22-15:1)
(quoting Aatrix Software, Inc. v. Green Shades Soft-
ware, Inc., 890 F.3d 1354, 1356 (Fed. Cir. 2018)
(Moore, J., concurring in denial of rehearing en banc)).
Thus, the court concluded, the intrinsic evidence es-
tablished that the 652 patent claimed ineligible sub-
ject matter and did not add any “inventive concept”
that could make it patent-eligible. Pet.App.45a-56a.

4. The Federal Circuit affirmed in a straightfor-
ward, unanimous opinion. As the panel explained,
contrary to CareDx’s persistent descriptions, its
claims do not involve “a method of preparation or a
new measurement technique.” Pet.App.14a. Indeed,
“CareDx does not actually claim any improvements in
laboratory techniques,” and “the actual claims of the
patent merely recite the conventional use of existing
techniques to detect naturally occurring cfDNA.”
Pet.App.18a. Nor, for that matter, does CareDx claim
that it “invent[ed] or discover[ed] the relationship be-
tween donor cfDNA and the likelihood of organ

a litigation expert to contradict admissions made in the patent
itself—admissions that here proved highly relevant to the Sec-
tion 101 analysis. Pet.App.39a.
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transplant rejection,” a correlation that was un-
earthed by other scientists “at least” as early as 1998.
Pet.App.14a. In short, the patents “apply conven-
tional measurement techniques to detect a natural
phenomenon—the level of donor cfDNA and the like-
lihood of organ transplant rejection.” Pet.App.16a.

In so holding, the Federal Circuit rejected
CareDx’s argument that the district court improperly
conflated the two steps of the patent-eligibility analy-
sis—namely, whether (1) “the claims at issue are di-
rected to one of th[e] patent-ineligible concepts” (nat-
ural laws, natural phenomena, or abstract ideas), and
(2) if so, whether the otherwise ineligible claims con-
tain “an inventive concept sufficient to transform the
claimed abstract idea into a patent-eligible applica-
tion,” thus saving the patent from ineligibility. Alice
Corp. Pty. Ltd. v. CLS Bank Int’l, 573 U.S. 208, 217-
222 (2014) (internal quotation marks omitted); see
also Mayo, 566 U.S. at 76-80. Rather, the Court ex-
plained, the district court concluded at step one that
the claims’ focus on “detecting” and “quantifying”
cfDNA revealed that the claims were “directed to” nat-
ural phenomena.” Pet.App.17a. And at step two, the
Federal Circuit agreed with the district court that the
asserted claims “merely recite standard, well-known
techniques in a logical combination.” Pet.App.18a.
While both steps involved considerations of conven-
tionality, that was a natural consequence of CareDx’s
argument at step one. Pet.App.18a. To evaluate
CareDx’s argument that the patents’ claims were di-
rected to improved laboratory techniques, the court
had to consider whether the patents in fact claimed
any such improved laboratory techniques, rather than
“the conventional use of existing techniques.”
Pet.App.18a.
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5. CareDx filed a combined petition for panel re-
hearing and rehearing en banc. The Federal Circuit
denied the petition with no noted dissents.
Pet.App.82a-84a.

REASONS FOR DENYING THE PETITION

The Federal Circuit’s unanimous opinion broke no
new ground and made no new law. To the contrary,
the decision below is entirely consistent with this
Court’s precedents and with fundamental principles
of patent eligibility. There is no reason for the Court
to take this straightforward case after repeatedly de-
clining Section 101 cases—cases that had drawn con-
siderably more amicus support and attracted consid-
erably more controversy. Indeed, this case would not
be a suitable vehicle even if the Court were actively
seeking a Section 101 case to review.

First, this case follows ineluctably from the Court’s
prior precedents interpreting Section 101. As the Fed-
eral Circuit explained, the claimed methods here are
“indistinguishable” from the diagnostic claims at is-
sue in Mayo. Pet.App.16a. Step for step, the claims
in the ’652 patent mirror the claims in Mayo. While
CareDx avoids raising this possibility, this Court
could reach a different decision only by overruling or
dramatically reshaping Mayo. CareDx has not raised
the type of extraordinary justification necessary to
overrule prior statutory-interpretation precedent—
nor is there any reason for the Court to reinterpret the
current statute just when Congress is actively consid-
ering a bill to rewrite it. Congress is the proper audi-
ence for CareDx’s request to revise the categories of
eligible subject matter.



14

Second, this case does not present the question
CareDx says is presented. CareDx asks the Court to
consider “whether a new and useful method for meas-
uring a natural phenomenon, that improves upon
prior methods for measuring that very same phenom-
enon, 1s eligible for patent protection under Section
101.” Pet.1. But the ’652 patent does not involve a
new and improved laboratory method. Rather, the pa-
tentees applied concededly conventional laboratory
techniques to observe a known natural phenomenon.
And there is no need for the Court to consider whether
using a known technique to observe a known natural
phenomenon is eligible for patent protection.

While CareDx argues that the patentees were the
first to apply a known technique to a particular con-
text, that is true in every comparable diagnostic case:
even where the patentee also discovered the underly-
ing correlation, the patentee is necessarily the first to
apply a particular measurement technique to detect
the correlation. CareDx’s approach would extend pa-
tent eligibility to every natural phenomenon. Not sur-
prisingly, this issue has neither divided the Federal
Circuit nor led to the purported concerns that CareDx
identifies.

I. This Court’s decision in Mayo directly
controls this case.

1. As the Federal Circuit recognized, this case is
Mayo: “The claimed methods are indistinguishable
from other diagnostic method claims the Supreme
Court found ineligible in Mayo.” Pet.App.16a (citing
Mayo, 566 U.S. at 82). Both here and in Mayo, the
asserted claims direct doctors to use conventional
techniques to determine the level of a particular sub-
stance in the patient’s blood. From there, they can
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draw a conclusion in light of a previously discovered
law of nature: in Mayo, the correlation between me-
tabolite levels and drug toxicity; here, the even sim-
pler correlation between increasing donor cfDNA lev-
els over time and organ rejection.

The patent at issue in Mayo claimed a method for
“optimizing therapeutic efficacy” of a drug by linking
the amount administered to the concentration of cer-
tain metabolites in the patient’s blood. 566 U.S. at 73-
75. That drug was tricky to dose: it was difficult for
doctors to assess “whether for a particular patient a
given dose is too high, risking harmful side effects, or
too low, and so likely ineffective.” Id. at 73. Scientists
had previously discovered that after a patient takes
the drug, metabolites form in the patient’s blood. Id.
The patentees ascertained the concentrations of me-
tabolites that correlated with drug concentrations
that were too high or too low. Id. at 74. The patent
directed doctors to harness those correlations by “de-
termining” the level of metabolites in a patient’s blood
stream, “wherein” metabolites above a certain level
“indicate[]” that drug levels are too high (and that doc-
tors should thus decrease the amount of the drug),
while metabolites below a certain level “indicate[]”
that drug levels are too low (and that doctors should
thus increase the amount of the drug). Id. at 74-75.
The “upshot” is that these steps “simply tell doctors to
gather data from which they may draw an inference
in light of the correlations.” Id. at 79.

So too here: In broad strokes, the patents at issue
direct doctors to measure the level of donor ¢cfDNA in
a patient’s bloodstream to draw an inference about the
health of the donor organ. Claim 1 of the 652 patent
recites using standard laboratory techniques to
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“detect” the amount of donor c¢fDNA in a sample,
“wherein” an increase—any increase—in the amount
of donor cfDNA over time indicates organ rejection or
failure. C.A.J.A. 131 (27:39-28:40). Just as directing
doctors to use conventional “methods for determining
metabolite levels” was “not sufficient to transform an
unpatentable law of nature into a patent-eligible ap-
plication of such a law,” 566 U.S. at 79, neither is di-
recting doctors to use conventional methods to detect
c¢fDNA levels. Thus, this claim is not patent-eligible
under Mayo.

2. CareDx makes no real effort to argue otherwise.
CareDx does not explain how claim 1 is different from
the claims in Mayo or why the Federal Circuit was
wrong to deem them  “indistinguishable.”
Pet.App.16a.

Instead, CareDx points to an 1880 case, Tilghman
v. Proctor, 102 U.S. 707. That case primarily con-
cerned other aspects of patent law, such as anticipa-
tion and infringement. But even treating it as a sub-
ject-matter eligibility case (and even if it were appro-
priate to skip over the next century and a half of prec-
edent), the contrast between Tilghman and this case
shows why the Federal Circuit got it right here. In
Tilghman, the patentee had invented a particular pro-
cess for “decomposing fats into glycerine and fat ac-
1ds,” i.e., “mixing them with water, and subjecting the
mixture to a high degree of heat under a pressure suf-
ficient to prevent the conversion of the water into
steam.” Id. at 717, 729. He was “the original discov-
erer of this process.” Id. at 713. CareDx emphasizes
(at 23) that Tilghman had not discovered the underly-
ing “chemical fact”—"“that the elements of neutral fat
require to be severally united with an atomic
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equivalent of water in order to separate from each
other and become free.” Id. at 729. But Tilghman did
invent a specific way of “bringing about the desired
chemical union between the fatty elements and wa-
ter’—involving heat and pressure. Id. That is quite
unlike CareDx’s claim regarding observing a known
natural phenomenon using conventional technology.

Thus, unlike Tilghman, “[t]his is not a case involv-
ing a method of preparation or a new measurement
technique.” Pet.App.14a. The Court explained in
Tilghman that the patentee had invented a new pro-
cess for preparing matter. 102 U.S. at 730. Here,
however, CareDx “does not actually claim any im-
provements in laboratory techniques.” Pet.App.18a.
Instead, the only limitation in the ’652 patent beyond
the “mere[] recit[ation]” of “the conventional use of ex-
isting techniques” is the natural correlation itself.
Id.> Had CareDx invented a novel type of sequencing,
it might have obtained a patent on that process. Hav-
ing failed to do so, it was left with just the unpatenta-
ble principle.

3. The Court can uphold the '652 patent only by
overruling Mayo. But “stare decisis is a foundation
stone of the rule of law,” and “this Court has always
held that ‘any departure’ from the doctrine ‘demands
special justification.” Michigan v. Bay Mills Indian
Cmty., 572 U.S. 782, 798 (2014). That is all the more
true for statutory decisions: “[U]nlike in a constitu-
tional case, critics of [the] ruling can take their objec-
tions across the street, and Congress can correct any
mistake it sees.” Kimble v. Marvel Entm’t, LLC, 576

5 The amicus brief (which does not mention the '652 patent)
simply misunderstands this aspect of what CareDx claims.
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U.S. 446, 456 (2015). And here in particular, “Con-
gress legislates actively with respect to patents, con-
sidering concerns of just the kind” CareDx identifies
in its petition. Id. at 465. These principles apply
“even when a decision has announced a judicially cre-
ated doctrine’ designed to implement a federal stat-
ute.” Id. at 456 (citation omitted). These decisions,
too, “effectively become part of the statutory scheme,
subject (Just like the rest) to congressional change.”
Id. “Absent special justification, they are balls tossed
into Congress’s court, for acceptance or not as that
branch elects.” Id.

There i1s no such “special justification” here. To
start, the petition scrupulously avoids Mayo: it does
not ask the Court to overrule the decision, and there-
fore does not identify any reason to take this drastic
step. To the contrary, all signs suggest the Court
should decline to overhaul (or even tinker with) its
Section 101 jurisprudence, as Congress is poised to
make significant changes to Section 101. On June 22,
2023, Senators Thom Tillis and Chris Coons (the chair
and ranking member of the subcommittee with juris-
diction over intellectual property) introduced the Pa-
tent Eligibility Restoration Act of 2023, which would
revise the scope of patent eligibility under Section
101. The bill would replace this Court’s articulation
of the exceptions to patent-eligible subject matter
with delineated categories, including, as relevant
here, “a mental process performed solely in the human
mind” or “occur[ing] in nature wholly independent of,
and prior to, any human activity”; an “unmodified hu-
man gene, as that gene exists in the human body”; and
an “unmodified natural material, as that material ex-
ists in nature.” Patent Eligibility Restoration Act of
2023, S. 2140, 118th Cong. § 3 (2023).
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Given this action in Congress, former Judge
Michel—who filed an amicus brief supporting
CareDx’s petition—views legislative change to Section
101 as “imminent[].” As he explained recently, Con-
gress is the correct venue to modify Section 101, and
changes are likely “to happen quite soon.”® Even
Judge Michel’s amicus brief confirms that Congress is
the proper arena for change. According to the brief,
Section 101 “has sharply split the Executive and Ju-
dicial Branches on patentable subject matter.” Michel
Amicus Br. 2; see also id., at 3 (referring to “the inter-
branch split between the Federal Circuit and the So-
licitor General”). Even if that premise were correct, it
would merely underscore that the dispute is one
properly resolved by the Legislative Branch. Con-
gress, unlike the Court, is able to facilitate a public
debate about the proper scope of patent eligibility,
with assistance from hearings, public commentary,
and industry feedback. See Athena, 927 F.3d at 1337
(Hughes, J., concurring in the denial of rehearing en
banc) (noting Congress’s “distinctive role in making
the factual and policy determinations relevant to set-
ting the proper balance of innovation incentives under
patent law”).

At bottom, whether a patent is eligible for protec-
tion under the proposed statute presents an entirely
different question from whether it is eligible for pro-
tection under the Court’s governing caselaw. There is
no reason for the Court to revise the governing

6 Eileen McDermott, Michel Puts Hope in “Imminent” Patent
Bills Following SCOTUS Eligibility Denials, IPWatchdog (May
16, 2023), https://ipwatchdog.com/2023/05/16/michel-puts-hope-
imminent-patent-bills-following-scotus-eligibility-denials/
1d=160910/.
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caselaw when the entire scheme is potentially on the
precipice of a dramatic overhaul. Rather, by “adher-
ing to [its] precedent[s],” and leaving this matter for
imminent Congressional action, the Court “promote|s]
the rule-of-law values to which courts must attend
while leaving matters of public policy to Congress.”
Kimble, 576 U.S. at 465.

I1. This case is a poor vehicle for revisiting
Section 101.

CareDx asserts that the “Court needs to take an-
other Section 101 case.” Pet.10. The Court itself evi-
dently disagrees. At the end of last Term, the Court
denied the petitions in Tropp and Interactive Weara-
bles that feature so prominently in CareDx’s petition,
as well as the petition in Avery Dennison. See supra,
p. 1. The year before, the Court denied the petition in
American Axle & Manufacturing, Inc. v. Neapco Hold-
ings LLC, No. 20-891 (cert. denied June 30, 2022).
Nothing has changed in the intervening months to
suggest that the Court should now take up Section
101. To the contrary, the only relevant event—the re-
newed effort to amend Section 101—weighs strongly
against this Court’s review of Section 101. See supra,
pp. 18-20.

Nor is there a pressing need for the Court to grant
a petition involving medical diagnostics. Pet.10-11.
As the sole amicus brief notes, the Federal Circuit has
upheld some such patents. Michel Amicus Br. 21.
That does not reflect a “split”—it simply means that
some claims are properly directed to the patentable
innovation rather than to a natural phenomenon or its
observation. Thus, this Court has repeatedly denied
petitions in the medical and life sciences fields, includ-
ing as recently as 2020. E.g., Athena Diagnostics, Inc.
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v. Mayo Collaborative Servs., LLC, No. 19-430 (cert.
denied Jan. 13, 2020); Hikma Pharms. USA Inc. v.
Vanda Pharms. Inc., No. 18-817 (cert. denied Jan. 13,
2020); Cleveland Clinic Found. v. True Health Diag-
nostics, LLC, No. 17-997 (cert. denied June 11, 2018);
Sequenom, Inc. v. Ariosa Diagnostics, Inc., No. 15-
1182 (cert. denied June 27, 2016).

Moreover, as CareDx recognizes, the Solicitor Gen-
eral recommended that the Court grant certiorari in
both Tropp and Interactive Wearables—neither of
which involved medical diagnostics. The Solicitor
General suggested that, while “this Court’s Section
101 precedents have attracted particular attention in
certain fields, such as medical diagnostics,” the pur-
ported concerns with Section 101 “extend to ‘all
fields.” U.S. Br. 22, Tropp v. Travel Sentry, Inc., No.
22-22 (Apr. 5, 2023) (quoting Yu v. Apple Inc., 1 F.4th
1040, 1049 (Fed. Cir. 2021) (Newman, J., dissenting)).
Indeed, the Solicitor General proposed that the
Court’s review would be aided by selecting a case
(such as Tropp or Interactive Wearables) with “com-
paratively less complex inventions” than those typi-
cally at play in the medical-diagnostics sphere. Id.
The same was true in American Axle: the Solicitor
General recommended granting a petition in a non-
medical case involving the mechanical arts, again re-
buffing suggestions that the application of Section 101
to medical-diagnostic patents is especially worthy of
review. U.S. Br. 20, Am. Axle & Mfg., Inc. v. Neapco
Holdings, No. 20-891 (May 24, 2022).

This would not be a suitable case to clarify how
Section 101 applies to medical diagnostics in any
event. CareDx asks the Court to address whether an
“Improved method for measuring a previously known



22

natural phenomenon” i1s patent-eligible, suggesting
that the patentees here invented that improved
method. Pet.12. They did not. Rather, they took a
known technique (which they did not invent) and ap-
plied it to a known natural phenomenon (which they
did not discover); there is no “improved method” for
the Court to consider. Indeed, the patent does not
1dentify a particular measurement method with any
meaningful degree of detail, but rather claims the ap-
plication of any conventional sequencing techniques
to the organ transplant context. As the Federal Cir-
cuit recognized (with no dissent from any judge, on or
off the panel), this is an easy case: There is nothing
to the patent other than the observation of a natural
correlation, and thus nothing unresolved for this
Court to address.

A. The question CareDx seeks to present is
not actually presented here.

CareDx asks the Court to grant the petition to ad-
dress the treatment of “new” diagnostic methods. But
“[t]his 1s not a case involving ... a new” diagnostic
method. Pet.App.14a. Rather, as the Federal Circuit
explained, CareDx “did not invent or discover the re-
lationship between donor ¢fDNA and the likelihood of
organ transplant rejection.” Id. Nor did it discover
the methods used to measure that relationship; “the
written description is replete with characterizations
of the claimed techniques in terms that confirm their
conventionality.” Pet.App.15a. Rather, “CareDx’s pa-
tents apply conventional measurement techniques to
detect a natural phenomenon—the level of donor
cfDNA and the likelihood of organ transplant rejec-
tion”—that  was  already well established.
Pet.App.15a-16a. As a result, this case does not
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provide the Court with an opportunity to tackle the
question CareDx presents: “whether a new and useful
method for measuring a natural phenomenon” is eli-
gible for protection under Section 101. Pet.i (empha-
sis added).

1. CareDx’s petition rests on its assertion that the
patent claims an “improved measurement method[]”
for detecting donor cfDNA in the recipient’s blood.
Pet.App.12a. While actively “disclaim[ing]” any other
potential innovations, CareDx maintains that the
“only claimed advance” of the patents “is to improve
upon” the prior methods for measuring donor cfDNA
“by devising a new and better test for measuring that
very same correlation.” Pet.22. That is, at best, a
sleight of hand. The patentees here did not “devis[e]”
anything. Rather, as the Federal Circuit recognized,
the measurement methods listed in the claims involve
“only conventional techniques and off-the-shelf tech-
nology” for high-throughput sequencing; the patent-
ees did nothing to improve on those methods.
Pet.App.18a. By “improve[d]” process, CareDx means
only that the patentees were the first to patent the se-
lection of certain conventional techniques for measur-
ing a particular natural correlation (a correlation they
likewise did not discover, see infra, pp. 26-27, and ad-
mit they cannot patent). CareDx cannot refashion
this exercise into an inventive process worthy of this
Court’s review.

To start, CareDx’s current description of the inven-
tion is entirely at odds with the ’652 patent itself. The
’652 patent is notable for the degree to which they em-
phasize the conventionality of the measurement tech-
niques. As the Federal Circuit described, “the written
description is replete with characterizations of the
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claimed techniques in terms that confirm their con-
ventionality.” Pet.App.15a. The court then proceeded
to catalogue those references, identifying ten separate
places in the specification where the patentees
stressed that the claimed detection could be carried
out using conventional techniques. Pet.App.15a-16a
n.1. The specification explains, for example, that the
required genotyping “may be performed by any suita-
ble method known in the art including those described
herein such as sequencing, nucleic acid array or PCR,”
and likewise that “[t]he presence or absence of one or
more nucleic acids from the transplant donor in the
transplant recipient may be determined by any suita-
ble method known in the art including those described
herein such as sequencing, nucleic acid arrays or
PCR.” Id. Thus, the patent, unlike the petition, is
entirely clear about the nature of the purported inven-
tion: application of a known technique to a known phe-
nomenon.

CareDx suggests that the patents claim an “im-
proved” measurement technique because high-
throughput sequencing provides a more effective
method for detecting donor ¢cfDNA than the available
alternatives. Pet.12. In other words, the patentees
did nothing to improve any of the available methods
for genetic sequencing, but rather selected a different
technique from the menu of options. No matter how
CareDx describes it, this selection does nothing to
change whether the patent claims patent-eligible sub-
ject matter. If, as CareDx seems to acknowledge, the
prior techniques for detecting organ failure were inel-
igible for patent protection, then there is nothing fur-
ther to consider with a different technique.
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While CareDx repeatedly harps on the difficulties
scientists had in quantifying ¢fDNA prior to 2009,
these patents do little more than direct doctors to use
a broad class of then-existing tools for genetic se-
quencing. As a result, this case does not present the
question of how the analysis might evolve if, as
CareDx seems to contemplate, a patentee were the
first to apply a particular measurement technique in
a novel context—in other words, if there were some-
thing inventive about the recognition that a technique
could be used in a particular context. Rather, the '652
patent discloses applying several existing genetic-se-
quencing techniques to an entirely expected context:
sequencing a type of DNA. Again, there is nothing
“new” or “improved” for the Court to consider.

2. Even were the Court inclined to consider the
eligibility of applying a known technique to a known
phenomenon, the petition does not present that ques-
tion either. The ’652 patent does not claim a particu-
lar measurement technique with any meaningful de-
gree of detail, and is thus little different from a patent
that merely discloses the observation of a particular
phenomenon (rather than, as CareDx suggests, a par-
ticular approach for doing so).

The 652 patent claims its measurement step at the
highest level of generality: “multiplex sequencing” of
the sample, followed by “analysis of the sequencing re-
sults” to observe the natural phenomenon and look for
any increase over time. C.A.J.A. 131 (27:41-28:40).
That is all. The patent does not claim any specific type
or method of multiplex sequencing, nor does it provide
any particular instructions for using multiplex se-
quencing in this context. Rather, the written descrip-
tion provides only high-level directives to use



26

conventional, commercially available means. C.A.J.A.
122 (9:8-14); C.A.J.A. 125 (15:22-16:41); C.A.J.A. 128
(21:5-8). Consider, also, the two other patents that
CareDx asserted only against Natera, which replace
multiplex sequencing with high-throughput sequenc-
ing or digital polymerase chain reactions (PCR), while
similarly failing to provide any particular instructions
for use in this context. Pet.App.3a-8a. So in full,
CareDx is claiming the detection of ¢fDNA using ei-
ther multiplex sequencing or high-throughput se-
quencing or digital PCR—the suite of conventional
methods for genetic sequencing. See Pet.App.15an.1.
In short, the ’652 patent does nothing materially more
than “simply state the law of nature while adding the
words ‘apply it,” Mayo, 566 U.S. at 72.

3. This case is in fact even further detached from
the question presented and the issues typically pre-
sented 1n a Section 101 dispute. As CareDx repeat-
edly acknowledges (indeed, emphasizes), the patent-
ees did not discover the natural phenomenon at issue
here (i.e., the correlation between the proportion of
cell-free donor DNA and organ rejection). Rather, “the
patents disclaim discovery of that natural phenome-
non.” Pet.8. CareDx attempts to turn this to its ad-
vantage, suggesting that, if the patentees did not dis-
cover the natural phenomenon, then the 652 patent
must be directed to something other than the phenom-
enon—and that something else must be eligible for pa-
tent protection.

In that sense, this case is fundamentally different
from the recent medical-diagnostic petitions the Court
has considered (and, even then, ultimately denied). In
those cases, the patentees actually discovered the phe-
nomenon at the heart of the case. In Ariosa, for
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example, the patent owners had themselves “discov-
ered cell-free fetal DNA (‘cffDNA’) in maternal plasma
and serum,” “implemented a method for detecting”
cffDNA “to determine fetal characteristics,” and then
obtained a patent claiming “methods of wusing
cffDNA.” 788 F.3d at 1373. The same was true in
Athena Diagnostics, Inc. v. Mayo Collaborative Ser-
vices, LLC, 915 F.3d 743 (Fed. Cir. 2019), in which the
patentees “discovered the association between MuSK
autoantibodies and” the neurological disorder myas-
thenia gravis. Id. at 747. “Prior to their discovery, no
disease had been associated with MuSK.” Id. And
“[h]Javing discovered the association between MuSK
autoantibodies and MG, the inventors ... disclosed
and claimed methods of diagnosing neurological dis-
orders” using this association. Id.; see also Cleveland
Clinic Found. v. True Health Diagnostics LLC, 859
F.3d 1352, 1363 (Fed. Cir. 2017) (discussing Cleveland
Clinic’s “discovery of the relationship between [the en-
zyme] MPO and cardiovascular health”).

CareDx’s approach also makes little sense: if the
discoverer of an unknown natural phenomenon can-
not get a patent for applying conventional measure-
ment techniques to observe it, someone who did not
discover the phenomenon should not get a patent for
applying conventional measurement techniques to ob-
serve that known natural phenomenon. Moreover,
this theory works only if there is in fact something else
for the patent to claim. If not, the patentee is simply
left with a patent claiming a natural phenomenon
that the patentee did not discover. That is precisely
the case here.
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B. CareDx does not claim an “improvement”
to an existing method, and CareDx’s
newfound emphasis on that term
provides no reason to grant certiorari.

Section 101 extends patent protection to “any new
and useful process, machine, manufacture, or compo-
sition of matter, or any new and useful improvement
thereof.” 35 U.S.C. § 101. CareDx argues that this
Court should grant the petition to consider the “appli-
cation of Section 101 to an ‘improvement’ upon a
preexisting useful process.” Pet.21. Contrary to
CareDx’s suggestion, this case would not provide the
Court “an opportunity to focus on the text of that
clause,” nor does CareDx provide any reason this
would be a useful exercise.

1. As discussed at length above, this case does not
involve an “improvement” because CareDx has not
“Improve[d]” any existing method. See supra, pp. 23-
25; see also Pet.App.18a (recognizing that “CareDx
does not actually claim any improvements in labora-
tory techniques”). Had the patentees in fact invented
an improvement to a process (e.g., an improvement on
high-throughput sequencing), they could have instead
claimed that in their patents.

In an effort to wedge itself into the statute, CareDx
characterizes as an “improvement” its selection of con-
ventional sequencing methods for the purpose of de-
tecting donor cfDNA. E.g., Pet.21-22. That is not an
improvement of any existing “process,” as the statu-
tory text (“any new and useful process ..., or any new
and useful improvement thereof”) requires. Even tak-
ing a charitable view of CareDx’s argument, the selec-
tion of a process for achieving a designated end is not
itself an improvement on a process.
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2. Regardless, CareDx does not provide any reason
why it would be beneficial for this Court to consider
patent eligibility in the context of the “improvement”
prong of the statute, as opposed to a “new” “machine,”
“method,” or “composition of matter.” This Court has
always treated “natural phenomena” as an “important
1mplicit exception” to Section 101. Mayo, 566 U.S. at
70. Thus, the question whether the claims are “for-
mally addressed to patent-eligible subject matter,” by
reciting a “machine” or a “method,” has never been the
end of the inquiry. Alice, 573 U.S. at 224. Eligibility
turns on substance, not “the draftsman’s art.” Id.
(quoting Parker v. Flook, 437 U.S. 584, 593 (1978)).
Indeed, CareDx does not dispute that a patent can be
directed to ineligible subject matter even if it formally
recites a “method” or a “machine.” There is no appar-
ent reason why the statutory term “improvement”
would receive a different construction, and CareDx
provides none. Nor did CareDx provide one to the
Federal Circuit, as it never argued below—not even in
its rehearing petition—that this case should come out
differently because it involves an “improvement” to a
method rather than a “new” method. That argument
1s new on certiorari—and its premise is incorrect, as
shown above.

C. This case does not implicate CareDx’s
policy concerns regarding medical-
diagnostic patents.

CareDx argues that the Federal Circuit’s approach
to Section 101 is dampening investment in medical di-
agnostics. Notably, no amicus has appeared to vali-
date that concern—in sharp contrast with the robust
amicus participation in previous Section 101 cases.
But even if policy concerns like these were properly
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addressed to this Court rather than Congress, the out-
come of this case plainly serves as no disincentive to
invest in diagnostic inventions. Again, the patentees
here did not invent anything: They did not discover
the natural correlation between donor cfDNA and or-
gan failure, nor did they discover the claimed diagnos-
tic techniques. There was no discovery to dampen.
Compare Mayo, 566 U.S. at 91 (discussing the pa-
tentee’s argument “that a principle of law denying pa-
tent coverage” in that case would “interfere signifi-
cantly with ... research leading to the discovery of
laws of nature”). Had the patentees here actually dis-
covered or improved a process for measuring donor
c¢fDNA, they might have obtained a patent on the pro-
cess instead.

More broadly, this argument has played out time
and again in every aspect of patent law. As this Court
has explained, while patent exclusivity might provide
“monetary incentives that lead to creation, invention,
and discovery,” granting exclusivity over natural phe-
nomena would “impede the flow of information that
might permit, indeed spur, invention.” Mayo, 566
U.S. at 92. And “patent law’s general rules must gov-
ern inventive activity in many different fields of hu-
man endeavor, with the result that the practical ef-
fects of rules that reflect a general effort to balance
these considerations may differ from one field to an-
other.” Id. (“Patent protection is, after all, a two-
edged sword.”). Ultimately, whether diagnostic meth-
ods should be entitled to increased patent protection
1s a “policy” matter appropriate for Congress. Id.
(“recogniz[ing] the role of Congress in crafting more
finely tailored rules where necessary”).
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Here in particular, CareDx’s proposed approach
1mplicates the precise concerns animating Section
101: the “monopolization” of “the basic tools of scien-
tific and technological work.” Mayo, 566 U.S. at 71.
The breadth of the patents (which together cover all
modern sequencing methods, see supra, p. 26) would
have a dramatic preemptive effect. This case thus em-
bodies the “substantial risk ... that granting over-
broad patents could reward a mere concept’—the use
of sequencing to detect donor cfDNA—“rather than
the work subsequently done by the actual inventor”—
here, quite little. Athena, 927 F.3d at 1340 (Dyk, J.,
concurring in the denial of rehearing en banc). While
CareDx’s claims may not include every single method
of detecting cfDNA, this Court has never suggested
that a patentee can save a patent directed to measur-
ing a natural phenomenon merely because there may
be some other way to measure the natural phenome-
non. See, e.g., Parker, 437 U.S. at 589-90 (invalidating
a patent even though it did not “wholly preempt the
mathematical formula”).”

Against this backdrop, granting CareDx patent
protection for applying an accepted sequencing tech-
nique to do precisely what that technique is intended
to do (sequence DNA) would dramatically alter this
Court’s Section 101 jurisprudence. To start, every di-
agnostic patent involves the application of a measure-
ment technique to a natural correlation; otherwise,
discovery of the natural correlation would be of little

7 While elevating total preemption to an absolute requirement
for patent eligibility, CareDx also repeatedly asserts that the
prior methods for detecting an increase in donor cfDNA had sig-
nificant flaws. Pet.4-5 (describing the “detection of organ rejec-
tion [as] difficult and impractical”).
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use. Under CareDx’s approach, the discoverer of the
natural correlation could avoid Section 101’s stric-
tures merely be claiming the measurement of the cor-
relation, rather than the correlation itself. See Par-
ker, 437 U.S. at 590 (noting that “[a] competent drafts-
man could attach some form of post-solution activity
to almost any mathematical formula”). Even beyond
that, if an inventor could claim patent protection by
being the first to apply a known technique to a new
context, every natural phenomenon would be patent-
eligible in pieces—one for each conventional tech-
nique used to observe it. Thus, under CareDx’s ap-
proach, a patentee could bypass Section 101 entirely
merely by using a known measurement technique to
detect a natural correlation (even if the patentee had
nothing to do with the discovery of the natural corre-
lation). This approach is flatly inconsistent with this
Court’s precedents and general principles of patent el-
igibility, and there is no basis for this Court entertain
it.
D. The Federal Circuit properly applied
considerations of conventionality and
lack of novelty.

CareDx finally contends that the Federal Circuit
misapplied the two steps of the Mayo inquiry— by not
confining “conventionality” to the second step, and
further by conflating Section 101’s subject-matter re-
striction with other requirements for patent validity
(novelty, 35 U.S.C. § 102, nonobviousness, 35 U.S.C.
§ 103, and enablement, 35 U.S.C. § 112). Neither ar-
gument is persuasive.

1. CareDx first suggests that conventionality
should play no role at step one, on the theory “that it
1s only at ‘step two” that courts can consider whether
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the patentee has provided an inventive concept be-
yond the natural phenomenon. Pet.25. CareDx does
not identify anything in this Court’s caselaw imposing
that rule or otherwise suggesting that conventionality
plays no part in determining whether an invention is
“drawn to” ineligible subject matter at step one.
Pet.25. Nor does CareDx give any reason why this
disagreement with one aspect of the Federal Circuit’s
opinion would warrant certiorari.

CareDx’s theory of the case also made convention-
ality unavoidable at step one. In the typical Section
101 case, the patentee discovered the natural phe-
nomenon at the heart of the case. See supra, pp. 26-
27. But not here—leading to the question of what
CareDx did in fact claim to invent. The Federal Cir-
cuit could not answer that question without consider-
ing the nature of the claimed measurement tech-
niques, including whether CareDx had invented a
new technique or merely adopted a preexisting one.
As the Federal Circuit explained, CareDx “con-
tend[ed] that the ‘claimed advance’ is ‘an improved,
human-devised method for measuring increases in do-
nor cfDNA in a recipient’s body to identify organ re-
jection.” Pet.App.18a. “In particular, CareDx identi-
fie[d] the use of digital PCR, [next-generation se-
quencing], and selective amplification to more accu-
rately measure donor SNPs of cfDNA in transplant re-
cipients.” Id. CareDx thus asked the Federal Circuit
to assess whether these techniques were in fact an
“advance,” or were instead conventional. Having di-
rectly teed up this issue for the court below, CareDx
cannot now complain that the Court engaged with its
argument.
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2. CareDx next argues that, while the Federal Cir-
cuit was correct to consider conventionality at step
two, the court’s conventionality analysis improperly
strayed into issues of obviousness and novelty.
Pet.26-30.8 Not so. Following this Court’s caselaw,
the Federal Circuit properly considered whether the
steps of the patent, “when viewed as a whole,” were
“sufficient to transform unpatentable natural correla-
tions into patentable applications of those regulari-
ties.” Mayo, 566 U.S. at 80. Having done so, the court
concluded that “the claimed combination of
steps ... was a straightforward, logical, and conven-
tional method for detecting cfDNA previously used in
other contexts, including cancer diagnostics and pre-
natal testing.” Pet.App.20a. Thus, contrary to
CareDx’s suggestion, the Federal Circuit properly de-
termined that there was no “result heretofore un-
known in the art.” Pet.28 (quoting Diamond, 450 U.S.
at 193 n.15); see also Pet.App.20a (“affirm[ing] the dis-
trict court’s holding with regard to Alice/Mayo step
two” because “the practice of the asserted method
claims does not result in an inventive concept that
transforms the natural phenomena into a patentable
invention”).

While CareDx accuses the courts below of blurring,
in particular, obviousness and patent-eligibility, it is
in fact CareDx that conflates the two. CareDx argues
that the Federal Circuit erred by failing to recognize
that the claimed process was “brand new.” Pet.27.

8 While CareDx “strongly disagree[s] with the Federal Circuit’s
understanding of the specification’s language,” Pet.28, it does not
suggest (nor could it) that a factual dispute over the convention-
ality of high-throughput sequencing in 2009 is worthy of this
Court’s review.
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Whether scientists had previously tried a particular
combination of steps is an issue of novelty; it does not
answer the question whether the invention is directed
to patent-ineligible subject matter. The patents could
be novel in a literal sense (as CareDx argues here) and
yet directed to patent-ineligible subject matter. By
contrast, CareDx’s approach “would make the ‘law of
nature’ exception to § 101 patentability a dead letter,”
Mayo, 566 U.S. at 89, by shifting all of Alice/Mayo
step two, see supra, p. 12, to other statutory sections.

CONCLUSION

The petition for a writ of certiorari should be de-
nied.

Respectfully submitted.
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