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i
QUESTION PRESENTED
Whether the Federal Circuit correctly held that
concrete methods for improving the treatment of
patients suffering from autoimmune diseases by using
individualized metabolite measurements to inform the
calibration of the patient’s dosages of synthetic

thiopurines are patentable processes under 35 U.S.C.
§101.
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INTRODUCTION

Mayo’s brief distorts the record and ignores the
Federal Circuit’s unchallenged construction of the
patents-in-suit.! Prometheus’s claims are not drawn to
scientific facts in the abstract, and they do not
“preempt” broad principles like the laws of chemistry
or the idea of measuring metabolites.2 No one can
infringe these claims merely by thinking about
correlations. The claims describe concrete and specific
physical processes, employing synthetic drugs and
machines, that are used only to improve the clinical
treatment of seriously ill patients.

Mayo argues that the claims’ physical steps should
be disregarded because they were old in the art, but
that is precisely the discredited “point-of-novelty”
approach to 35 U.S.C. §101 that this Court flatly
rejected thirty years ago in Diamond v. Diehr, 450 U.S.
175 (1981), and again recently in Bilski v. Kappos, 130
S. Ct. 3218 (2010). This Court has made clear that a
process must be evaluated for patent eligibility under
§101 as a whole. Novelty and non-obviousness are
distinct, fact-intensive questions that are not before
this Court. And there certainly is no reason, at the
dawn of the 21* century, for this Court to adopt special
rules that would render personalized medicine

1 Petitioners Mayo Collaborative Services, which does business
as Mayo Medical Laboratories (“Mayo Labs”), a for-profit
commercial laboratory, and its affiliated non-profit co-defendant
Mayo Clinic Rochester (“Mayo Clinic”) are referred to herein
collectively as “Mayo” unless otherwise specified.

2 Respondent Prometheus Laboratories Inc. is referred to
herein as “Prometheus.”
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inventions, or other processes designed to produce
useful information, uniquely unpatentable under §101.

The Federal Circuit correctly held that the patents-
in-suit are “squarely” patent-eligible “processes.” This
Court should affirm.

STATEMENT

A. TFactual Background
Because this petition arises from Mayo’s motion for
summary judgment, all of Prometheus’s “evidence ... is
to be believed, and all justifiable inferences are to be
drawn in [its] favor.” Amnderson v. Liberty Lobby, Inc.,
477 U.S. 242, 255 (1986).

1. The Medical Problem. Immune-mediated
gastrointestinal disorders, such as Crohn’s disease and
ulcerative colitis, are incurable conditions that afflict
millions of individuals. 2JA7.3 Patients with these
disorders suffer from debilitating symptoms and
complications, including arthritis, anemia, rectal
bleeding, diarrhea, abdominal pain, liver disease, skin
ulcers, colon carcinoma, and intestinal cancer. 2JA7, 9-
10.  Although physicians have long treated these
disorders with powerful corticosteroids to provide
short-term relief from acute symptoms, such drugs
cannot be used to control the disorders on a long-term
basis without risking serious side effects. See, e.g.,
Dkt.141 at 398; Barbara S. Kirschner, Safety of
Azathioprine and 6-Mercaptopurine in Pediatric
Patients — with  Inflammatory  Disease, 115
Gastroenterology 813, 813 (1998); Daniel H. Present et

3 « JA_ 7 refers the Joint Appendix; “Pet.App.__” refers to
the Petition Appendix; “CA ” refers to the Joint Appendix in
the Court of Appeals; and “Dkt.___” refers to the District Court
docket.
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al., 6-Mercaptopurine in the Management of
Inflammatory Bowel Disease: Short- and Long-Term
Toxicity, 111 Annals of Internal Med. 641, 641 (1989).

These autoimmune disorders can also be treated
effectively with synthetic thiopurine compounds, such
as 6-mercaptopurine (6-MP) and azathiopurine (AZA),
which transform inside the body into metabolites that
suppress the patient’s immune system and mitigate the
symptoms. 2JAT7, 10-11; 1JA25-27, 31-32. If
administered in appropriate dosages, thiopurines are a
safe and effective option for many patients, allowing
doctors to avoid or minimize the need for potent
steroids. See 1JA31.

The practical problem addressed by the patents-in-
suit is determining the proper thiopurine dose for each
patient. Because of variations in the activity level of
the enzyme that breaks down these drugs (thiopurine
methyltransferase, or TPMT), everyone metabolizes
thiopurines differently. 2JA7. If a dose turns out to be
too high for a particular patient, it could cause severe,
potentially fatal, side-effects. 2JA7, 12, 25. Even
“minimal doses” can be fatal for a minority of the
population. 1JA26; 2JA7. These risks typically led
doctors who used thiopurines to start with a very low
dose and work slowly upwards while continually
monitoring and testing their patients’ blood and liver
for toxicity. See, e.g., Sanjoy Banerjee & Warren P.
Bishop, Ewvolution of Thiopurine Use in Pediatric
Inflammatory Bowel Disease in an Academic Center,
43 J. Pediatric Gastroenterology & Nutrition 324, 328-
29 (2006). This “start low, go slow” approach multiplied
office visits and costs and dramatically delayed the
drug’s effectiveness. See Marla C. Dubinsky et al., A
Cost-Effectiveness Analysis of Alternative Disease
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Management Strategies in Patients with Crohn’s
Disease  Treated  with  Azathioprine or  6-
Mercaptopurine, 100 Am. J. Gastroenterology 2239,
2243-45 (2005). And doctors still risked toxic
consequences if they overshot the appropriate dosage
for a particular patient. Many physicians, accordingly,
were reluctant to treat their patients with thiopurines
despite the potential benefits. 2JAT7; 1JA31; Present,
111 Annals of Internal Med. at 641.

Researchers appreciated, in theory, that
determining a patient’s thiopurine metabolite levels
could provide valuable information about the efficiency
with which that patient metabolizes the drug. 2JA10.
And laboratories had the technology to determine
those metabolite levels from blood or bodily samples.
2JA11. But developing and validating a metabolite-
based treatment protocol proved difficult because the
complex metabolic pathways at issue were not
completely understood. See, e.g., 1JA26; Dkt.502
McClenahan Decl. Ex. I at 60.

Once administered, thiopurines are converted
within the body into various metabolites, including 6-
thioguanine (6-TG),4 which is thought to be the active
metabolite, and 6-methyl mercaptopurine (6-MMP).
See 2JA7, 11, 1JA31; Dkt.4b at 194. In 1996,
researchers at Hopital Sainte-Justine in Montreal, led
by Drs. Ernest Seidman and Yves Théorét, concluded
that measuring the level of those two metabolites in
red blood cells can permit doctors to assess
“responsiveness to treatment” in patients with
gastrointestinal autoimmune disorders. Dkt.502

4 For purposes of this brief, 6-TG also refers to 6-thioguanine
nucleotides (6-TGN). See Pet.App.3an.1.
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MecClenahan Decl. Ex. I at 65; see 2JA1, 10; Dkt.43 at
128. After additional clinical research, they identified
certain metabolite levels as useful targets for
calibrating the treatment of these patients. In
particular, they determined that a dose that resultsin a
level of 6-TG between 230 and 400 picomoles (pmol) per
8 x 10° red blood cells and a level of 6-MMP below 7000
pmol per 8x10° red blood cells should be therapeutically
effective and nontoxic. See 2JA10-13, 16-18; see also
Dkt.45 at 194-95 (discussing 1995-1998 study period).
Based on that research, Seidman and Théorét filed a
provisional patent application on improved treatment
methods in 1998. See 2JA1, 19. The patents-in-suit
both stem from that application.

No evidence in this record supports Mayo’s
suggestion (at 21) that, when that application was filed,
doctors were already using measured metabolite levels
clinically to calibrate thiopurine dosages for patients
suffering from autoimmune disorders. To the contrary,
at the time, there was persistent skepticism about
whether monitoring metabolite levels would improve
patient treatment. In 1997, for example, Mayo’s own
Dr. Sandborn wrote that “measurement of [red blood
cell] 6-TGN and 6-MMP in patients with Crohn’s
disease treated with AZA or 6-MP remains
investigational and cannot be recommended for routine
clinical use.” Dkt.43 at 128.5 It was not until 1999,

5 See also, e.g., Dkt43 at 128 (1997 editor’s note) (future
studies needed to conclusively “establish a ‘therapeutic window),
Dkt.44 at 252 (declaration of Dr. Stephan R. Targan { 7) (noting
“skepticism of experts”); Dkt.16 at 300 (“[6-TG] target levels
remain controversial”); Dkt.43 at 151 (2004 Sandborn article)
(“routine determination” of such metabolites remains a “debated
topic”).
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when Prometheus introduced its test, that metabolite
measuring tests became commercially available to
practicing gastroenterologists. Dkt.45 at 190-91.

2. Prometheus’s Claimed Treatment Methods.
When Seidman and Théorét were awarded the patents-
in-suit on their new treatment methods they assigned
them to their employer hospital. See Pet.App.2a-ba;
2JA1-18 (No. 6,355,623, “the ’623 patent”); 2JA19-35
(No. 6,680,302, “the ’302 patent”).6 And the hospital
granted an exclusive license to Prometheus, a
pharmaceutical and diagnostic company that specializes
in the development and commercialization of products
that help physicians treat gastrointestinal autoimmune
disorders. Pet.App.2a; CA12596.7

The various asserted claims in the two patents
differ in certain respects, but all describe similar multi-
step processes for improving the thiopurine-based
treatment of patients suffering from autoimmune
diseases by using metabolite measurements to help
calibrate optimal doses. See 2JA16-18, 34-35.8

6 Although the actual motivations of the inventors in this case
are irrelevant, nothing in the record supports Mayo’s counter-
intuitive conjecture (at 5) that they and their employer, which
licensed their patents, were not motivated at all at the outset by
the possibility of obtaining licensing fees.

7 A redacted version of the license agreement is under seal in
the district court. Dkt.275 Ex.H. No party or court has disputed
that Prometheus has all substantial rights necessary to maintain
this suit. Cf. U.S.Br.5n.2.

8 Prometheus only asserted certain independent claims ('623
patent claims 1, 7, 22, 25, and 46, and ’302 patent claim 1) and
certain dependent claims (623 patent claims 6, 14, 24, 30, 32, 33,
35, 36 and 53) in this litigation. See Pet.App.6a. Hereafter, any
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First, most of the claims begin with the
administration of a thiopurine compound to a patient
with an autoimmune disorder. As noted, the thiopurine
converts within the body into metabolites that do not
otherwise exist in nature. 1JA26.9

Second, the patient’s metabolite levels are
determined.  Because “metabolite levels are not
detectable in raw human tissue,” all methods for
measuring their concentration require “significant
chemical and physical alteration of blood or human
tissue” and sophisticated laboratory equipment and
machines. 1JA29-31, 42-43; 2JA1l. Some of the
dependant claims, for example, specify the use of high
pressure liquid chromatography (HPLC), which entails
an intricate series of operations on the blood (including
heating, centrifuging, separating, and adding various
reagents), running the resulting solution through a
computer-controlled chromatography instrument,
calculating the peak height or peak area, and feeding
those figures into an equation, which finally outputs the
metabolite levels. 1JA29-30.

Third, the metabolite measurements are compared
to the patents’ reference levels, “warning” the
physician about the potential efficacy or toxicity of the
patient’s dosage. Pet.App.21a.

Claim 1 of the ‘623 patent is representative of the
three-step claims at issue. It recites:

discussion of the patents is limited to the asserted claims unless
otherwise noted.

9 Claim 46 of the ’623 patent, and its associated dependent
claims, omit that first “administering” step and start with the
second step: “determining” the metabolite levels “in a subject
administered a [thiopurine] drug ..., said subject having said
immune-mediated gastrointestinal disorder.” 2JA18.
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1. A method of optimizing therapeutic
efficacy for treatment of an immune-mediated
gastrointestinal disorder, comprising:

(a) administering a drug providing 6-
thioguanine to a subject having said
immune-mediated gastrointestinal
disorder; and

(b) determining the level of 6-thioguanine in
said subject having said immune-mediated
gastrointestinal disorder,

wherein the level of 6-thioguanine less than
about 230 pmol per 8x10° red blood cells
indicates a need to increase the amount of
said drug subsequently administered to
said subject and

wherein the level of 6-thioguanine greater
than about 400 pmol per 8x10° red blood
cells indicates a need to decrease the
amount of said drug subsequently
administered to said subject.

2JA16.

The patents’ various dependent claims further limit
the methods to treatment with specified thiopurine
compounds (such as AZA), using specified methods for
determining metabolite levels (such as HPLC), and
determining the results in specified measurement units
(such as red blood cells). E.g., 2JA16-17 (cl. 6, 32).10
The patents do not claim the use of other drugs (such

10 Other unasserted claims limit the methods to the treatment
of certain classes of patients (children) or certain autoimmune
disorders (such as collagenous colitis) or to the consideration of
certain toxic side-effects (such as hepatie toxicity). E.g., 2JA16-17
(cl. 9,10, 12).
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as steroids) to treat autoimmune diseases or the use of
thiopurines to treat other diseases (such as breast
cancer or leukemia).

Since their introduction, Prometheus’s patented
methods have improved the lives of countless
individuals suffering from autoimmune diseases. See,
e.g., Banerjee & Bishop, 43 J. Pediatric
Gastroenterology & Nutrition at 326-29. With these
tools, doctors are both more willing and better able to
treat patients effectively with thiopurines and
minimize resort to more toxic or less effective drugs.

The patented test, moreover, is both cost-effective
and readily available. Hospitals and physicians wishing
to use Prometheus’s PROMETHEUS Thiopurine
Metabolites test (formerly known as the
PROPredictRx® Metabolites test) send Prometheus a
blood sample, and Prometheus provides the results of
the test with a risk assessment based on the metabolite
levels. See 2JA36 (sample test results form). The test
costs about $260. 1JA28. One study found that use of
the test reduces net thiopurine treatment costs by
about 10% (about $700 per patient in the first year) and
reduces the time to effectiveness by about 14% (nearly
four weeks). Dubinsky, 100 Am. J. Gastroenterology at
2245 tbl.5 (2005).

3. Mayo’s Competing Commercial Test. Mayo is a
substantial Prometheus customer, purchasing and
using Prometheus’s patented test over 17,000 times
between 1999 and 2007. Pet.App.ba-6a; 1JA28; Pet. Br.
9.11 In 2004, however, Mayo announced its intent to

11 Prometheus’s test remains in Mayo’s test catalog. See
http://www.mayomedicallaboratories.com/test-catalog/Overview/
91564 (last visited Oct. 25, 2011).



10

sell its own competing test called “Azathioprine
Metabolites Profile, Blood.” See Pet.App.6a; 2J A40; see
also 1JA9-13 (recounting Mayo’s business motive).

Mayo’s test (like Prometheus’s) is intended for
“[plhysicians who are treating patients,” 1JAT,; it
measures the same metabolites as Prometheus’s test;
and it specifies similar metabolite levels for ensuring
efficacy and avoiding toxicity. Pet.App.6a, 111a-12a;
2JA40. Indeed, Mayo developed its test using
Prometheus’s test as a model. See Dkt.146 at 67-69.
One of the test developers explained that, because
“Prometheus was the only other provider of this
method,” Mayo used Prometheus’s test “[a]s a measure
of accuracy” to “validat[e]” Mayo’s method. Id. at 69;
see also id. at 52 (“Prometheus is the only lab in the
United States doing Azathioprine metabolite .... Why
reinvent the wheel?”); Dkt.528 Morgan Decl. Ex. 17.

Mayo was poised to earn a 60% profit margin on
this commercial test. 1JA28. When Prometheus
brought the present suit, Mayo stayed its hand.
Pet.App.6a; CA10905. But Mayo is anxious to “begin
selling its competitive product.” Appellees’ Opp. to
Mot. to Stay 4 (Fed. Cir. Aug. 11, 2008).

B. Procedural Background

1. District Court Proceedings. When Prometheus
learned that Mayo Labs, Mayo’s for-profit arm,
intended to market a practically identical competing
test, it filed this action for patent infringement.
Pet.App.6a; CA10036-41. Prometheus alleged that
Mayo Labs infringed “directly, contributorily, and by
inducement of others, by making, using selling,
importing and/or offering for sale methods ... covered
by [the patents].” CA10037-38. Mayo Labs
counterclaimed for declaratory relief of non-
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infringement and of patent invalidity under 35 U.S.C.
§§101, 102, 103, and 112. CA10045.

On cross-motions for summary judgment, the
district court held that Mayo’s test, as offered for sale,
“literally infringes all elements of the patents-in-suit.”
Pet.App.115a. Mayo Labs had argued that it did not
infringe because it specified a slightly different range
of metabolites as the optimal therapeutic window. The
district court, however, found that the term “about” as
used in the claims’ “wherein” clauses means plus-or-
minus-15%, and concluded that Mayo’s test infringed
because Mayo’s upper 6-TG threshold (450 pmol per
8x10° red blood cells) was within 15% of Prometheus’s
upper level (400 pmol per 8x10° red blood cells).
Pet.App.113a-14a.12 Mayo has not contested that
construction.

Prometheus later amended its complaint to add Mayo
Clinic, Mayo’s non-profit arm. See 1JA14; Dkt. 110,
234. Prometheus alleged that Mayo Labs and Mayo
Clinic infringed the asserted claims by, respectively,
offering Mayo’s test for sale and using Mayo’s test,
2JA43, 58. Prometheus also alleged that Mayo Labs
induced Mayo Clinic to infringe by performing the
patented methods on patients of Mayo Clinic’s
employees, including Dr. Rokea el-Azhary. 2JA48, 53-
54, 64-65, 70.13

12 The court did not need to address whether Mayo’s 5700 upper
6-MMP  threshold infringed Prometheus’s 7000 level
Pet.App.113a n.16.

13 Mayo’s characterizations of Dr. el-Azhary’s peripheral
involvement in this matter are both irrelevant (because the
district court has not addressed the issues) and highly misleading.
See Pet. Br. 11-13, 25, 34, 44, 47, 56. It is undisputed that Dr. el-
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The district court then granted Mayo’s motion to
invalidate Prometheus’s claims for lack of patentable
subject matter under 35 U.S.C. §101. Pet.App.83a.
The court concluded that Prometheus’s claims do not

Azhary’s patients were administered thiopurines for treatment of
an autoimmune disease covered by the patented claims, and that
Mayo measured the level of the indicated metabolites and
provided a report of the metabolite measurements along with
Prometheus’s 6-TG correlation. See 2JA53-57; 1JA5-6, 20-22;
Dkt.146 Ex.27. Mayo insists that Dr. el-Azhary did not believe
that Prometheus’s thiopurine metabolite correlations accurately
describe the therapeutic range for the disease at issue. Pet. Br.
11-13, 34. But that is a disputed question of fact. One of Mayo’s
test developers conceded that, when Mayo reported the blood
metabolite levels to Dr. el-Azhary, it noted “in the patient’s
interest” that the “therapeutic range” for 6-TG was between 235
and 400 in “an attempt to alert her that [some of] those values
seemed abnormal according to literature values.” 1JA5. If Mayo
is correct that Dr. el-Azhary ignored or disbelieved Mayo’s alert,
Prometheus would agree that this particular allegation of induced
infringement would fail (because Dr. el-Azhary would not have
been “warned” by a comparison of the metabolite measurements
to Prometheus’s correlations).

Contrary to Mayo’s assertion (at 13), moreover, Prometheus has
never claimed that Dr. el-Azhary must stop her dermatological
research until she purges her memory of the correlations. If she is
using meaningfully different correlations to calibrate her patients’
thiopurine treatments, she is not infringing the patents. If she is
using Prometheus’s correlations (and performing the other steps
of the asserted claims) in patient treatment, Mayo can pay
Prometheus for her tests as it has routinely for its other
physicians since 1999.

Finally, Prometheus has never contended—and would never
contend—that Dr. el-Azhary or Mayo would infringe the patents
merely by publishing an article that says that Prometheus’s
correlations are inaccurate (or, for that matter, accurate). Mayo
cites no evidence for its repeated insistence that Dr. el-Azhary
(irrationally) did not “dare[]” publish an article for fear of
infringing these patents. See Pet. Br. 13, 25, 47.
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describe a “process” only after dissecting the claims
into their constituent parts and disregarding the
physical steps. The court held that the claims’ first two
steps (administering the thiopurine compound and
determining the resulting metabolite concentrations)
should be disregarded because they are mere
“conventional” or “data-gathering” steps that are not
independently novel. Pet.App.62a. Having limited its
analysis to the third—“warning”—step, the court
concluded that the patents improperly claim dominion
over “the correlations themselves.” Pet.App.62a-63a.14
The court considered these correlations to be “natural
phenomena” because they “result[] from innate
metabolic activity in the human body,” Pet.App.63a-
7la, even though thiopurine metabolites indisputably
do not occur naturally in the human body and are
created only through human intervention. The court
further concluded that the patents “‘wholly pre-empt’
use of the natural phenomenon such that the ‘practical
effect is [an improper] patent on the [phenomenon]
itself.” Pet.App.72a (quoting Gottschalk v. Benson,
409 U.S. 63, 71-72 (1972)) (second alteration in original).

2. Federal Circuit’s First Decision. The Federal
Circuit reversed. Applying the machine-or-

14 The district court rejected Prometheus’s argument that the
third step requires “that the doctor (or any person) ‘provide’ a
warning.”  Pet.App.63a. Under the district court’s claim
construction, by reference to the correlations “it is the metabolite
levels themselves that ‘warn’ the doctor that an adjustment in
dosage may be required.” Id. Accordingly, a doctor who does not
believe Prometheus’s correlations are accurate is not “warned”
within the meaning of these patents of a potential need to alter
dosage—and thus does not infringe the claims. Prometheus has not
challenged that ruling.
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transformation test, the court held that Prometheus’s
methods “squarely fall within the realm of patentable
subject matter because they ‘transform an article into a
different state or thing,” and this transformation is
‘central to the purpose of the claimed process.”
Pet.App.40a (citation omitted). Specifically, it
determined that the claims entail at least two integral
transformations. First, “[w]hen administering a drug
such as AZA or 6-MP, the human body necessarily
undergoes a transformation” in response to the
administration of these synthetic drugs. Pet.App.4la
(emphasis added). Second, “[d]etermining the levels of
6-TG or 6-MMP in a subject necessarily involves a
transformation,” because “[sJome form of manipulation,
such as the high pressure liquid chromatography ... is
necessary to extract the metabolites from a bodily
sample.” Pet.App.42a-43a. “[A]t the end of the
[determination] process, the human blood sample is no
longer human blood; human tissue is no longer human
tissue.” Pet.App.43a (citation omitted).

The Federal Circuit concluded that these
transformations cannot be disregarded as “mere[] data-
gathering” or “insignificant extra-solution activity™
appended to a bare recitation of the correlations,
Pet.App.44a-45a  (citation omitted), because it
construed the claims as limited to the patient treatment
context. See, e.g., Pet.App.4la (“The invention’s
purpose to treat the human body is made clear in the
specification and preambles of the asserted claims.”).
It explained that “the administering step provides
thiopurine drugs for the purpose of treating disease,
and the determining step measures the drugs’
metabolite levels for the purpose of assessing the
drugs’ dosage during the course of treatment.”
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Pet.App.44a (emphasis added). The transformations,
therefore, are not peripheral or tacked-on, but “central
to the claimed methods” and “‘sufficiently definite to
confine the patent monopoly within rather definite
bounds.”” Pet.App.42a (citation omitted).

Further, the court held that the inclusion of a
mental step—even as the final step—does not render
an otherwise patentable process unpatentable.
Pet.App.4ba-47a. It explained that, “[a]lthough a
physician is not required” in the “warning” step “to
make any upward or downward adjustment in dosage,”
the process taken as a whole “provide[s] useful
information for possible dosage adjustments to the
method of treatment using thiopurine drugs for a
particular subject.” Pet.App.47a.

Although it believed the integral involvement of
transformations was dispositive of the §101 inquiry, the
Federal Circuit distinctly addressed, and rejected, the
district court’s finding that the claims impermissibly
preempt all practical uses of a natural phenomenon.
The court explained that “the claims do not preempt
natural processes” but instead “utilize them in a series
of specific steps ... comprising particular methods of
treatment.” Pet.App.48a. (citing Diehr, 450 U.S. at
187). As in Diehr, Prometheus’s method patents “‘seek
only to foreclose from others the use of that [principle]
in conjunction with all of the other steps in their
claimed process.” Id. (quoting Diehr, 450 U.S. at 187).

The Federal Circuit emphasized that “the only
issue” it was addressing was “whether the claims meet
the requirements of §101” and that the appeal did “not
raise any questions about lack of novelty, obviousness,
or overbreadth, since those are separate statutory
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requirements for patentability under §§102, 103, and
112, respectively.” Pet.App.39a.

3. This Court’s Initial Grant of Certiorari. While
Mayo’s first certiorari petition was pending, this Court
decided Bilski v. Kappos, 130 S. Ct. 3218 (2010). The
Court in Bilski rejected two proposed nonstatutory
“categorical” limitations on §101 patentability. Id. at
3229. First, the Court held that the machine-or-
transformation test is an important tool for
determining patent eligibility, but that an invention
may be patent-eligible even if it does not satisfy that
test. Id. at 3227. Second, the Court held that business
method patents are not per se unpatentable. Id. at
3228-29. Ultimately, however, the Court found that the
particular business method claims at issue did not
constitute statutory “processes” because, evaluated as
a whole, they merely described the abstract idea of risk
hedging and would “preempt” use of that broad
concept “in all fields.” Id. at 3229-31 (applying Benson
and Parker v. Flook, 437 U.S. 584 (1978), as “limited”
by Diehr).

The Court then vacated the Federal Circuit’s first
decision in this case and remanded for further
consideration in light of Bilski. Pet.App.24a.

4. Federal Circuit’s Second Decision.  After
supplemental briefing, the Federal Ci