No. 19-430

IN THE

Supreme Court of the nited States

ATHENA DIAGNOSTICS, INC., OXFORD UNIVERSITY
INNOVATION LTD., and MAX-PLANCK-GESELLSCHAFT
ZUR FORDERUNG DER WISSENSCHAFTEN E.V.,
Petitioners,
V.

MAYO COLLABORATIVE SERVICES, LL.C, DBA MAYO
MEDICAL LABORATORIES, and MAYO CLINIC,
Respondents.

ON PETITION FOR A WRIT OF CERTIORARI TO THE
UNITED STATES COURT OF APPEALS
FOR THE FEDERAL CIRCUIT

REPLY BRIEF FOR PETITIONERS

ADAM R. GAHTAN SETH P. WAXMAN

ERIC MAJCHRZAK Counsel of Record

FENWICK & WESTLLP THOMAS G. SAUNDERS

902 Broadway, Suite 14 JOSHUA M. KOPPEL

New York, NY 10010 CLAIRE H. CHUNG

(212) 430-2600 WILMER CUTLER PICKERING

HALE AND DORR LLP

1875 Pennsylvania Ave., NW
Washington, DC 20006
(202) 663-6000
seth.waxman@wilmerhale.com




TABLE OF CONTENTS

Page
TABLE OF AUTHORITIES......cooeitrireeereereceeenne il
ARGUMENT ...ttt esse e e saeas 1

I. THE COURT SHOULD REVIEW THIS CASE
To CLARIFY THE JUDICIAL EXCEPTIONS
TO SECTION 101 ..ciiiieeeeeeeeeeeeeeeeeeeeeeeeeeesreeseessseeesenns 3

A. The Federal Circuit Is Divided On
How To Interpret This Court’s

Precedent et 3

B. Mayo’s Arguments Reinforce The
Need For This Court’s Clarification .................. 5

C. This Case Presents An Ideal Vehicle
To Clarify The Law.......cocoevrivnnvennenenrenenenene 8

II. MAYO’'S ADDITIONAL ARGUMENTS ARE
UNAVAILING «evvveeeeerrreeeeisreeeeessseeeessssseeesssssresssssssssssssns 9
CONCLUSTON ..ceeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeesseesessssaeseeens 11

@)



ii
TABLE OF AUTHORITIES

CASES

Alice Corp. v. CLS Bank International, 573
U.S. 208 (2014) w.ceeeeieereeneererreeeeeresteeeneeeseeseneseesasnns 7

American Axle & Manufacturing, Inc. v.
Neapco Holdings LLC, 939 F.3d 1355 (Fed.

Cir. 2019).uucieeeereeerereereeeneeetseeesseesse e sessesessssesseseseens 4
Association for Molecular Pathology v.
Myriad Genetics, Inc., 569 U.S. 576 (2013)......c.c...... 5
Diamond v. Diehr, 450 U.S. 175 (1981) .ccceevervrererrrennnnes 7
INO Therapeutics LLC v. Praxair Distribution
Inc., 782 F. App’x 1001 (Fed. Cir. 2019).................... 4
Mayo Collaborative Services v. Prometheus
Laboratories, Inc., 566 U.S. 66 (2012) ................... 3,6
STATUTES AND RULES
35 U.S.C.
§ 100 ettt r e s b aneee passim
§ 1021 ettt ettt a e e s nens 11
§ 108ttt ettt ettt ae e 11
§ 1121 ettt ettt ae e 11
§ 282ttt ettt e et aenan 7
Fed. R. Civ. P. 12t 2,9
OTHER AUTHORITIES

Brief for the United States as Amicus Curiae,
Hikma Pharmaceuticals USA Inc. v. Van-
da Pharmaceuticals Inc., No. 18-817 (U.S.
Dec. 6, 2019)...ccuieeiieeeeeeeteeseee e pPassIm



iii
TABLE OF AUTHORITIES—Continued

Page(s)
Lefstin, Jeffrey A., et al., Final Report of the
Berkeley Center for Law & Technology
Section 101 Workshop, 33 Berkeley Tech.
L.J. 551 (2018) ceeeereeiieetretereetreterecseeteseeesenens 10

Nayak, Malathi, IP Groups Developing Fresh
Patent FEligibility Bill Proposal, Bloom-
berg Law (Oct. 17, 2019),
https://bit.ly/20NFGAL ..o, 11

Taylor, David O., Patent Eligibility and In-
vestment (Feb. 24, 2019), Cardozo L. Rev.
(forthcoming), https:/bit.ly/2QXE1fq......cceeuun...... 10



ARGUMENT

Mayo’s contention that there is no confusion in the
lower courts collapses under the weight of the Federal
Circuit’s 7-5 split. The Federal Circuit explained at
length, across multiple opinions, its struggle to apply
the judge-made exceptions to 35 U.S.C. § 101 in a clear
and consistent manner. The 7-5 split was not a disa-
greement over policy; there was broad consensus that
Athena’s claims should be patent-eligible. Rather, it
was a fundamental disagreement over how to interpret
this Court’s decisions, in particular how to apply the
prior Mayo decision beyond its unusual facts while rec-
onciling perceived tensions among this Court’s opin-
ions.

The United States agrees that the legal confusion
surrounding the “framework articulated in the Court’s
recent Section 101 decisions ... warrants review in an
appropriate case.” U.S. Br. 8, Hikma Pharms. USA
Inc. v. Vanda Pharms. Inc., No. 18-817 (U.S. Dec. 6,
2019) (“U.S. Br.”). Indeed, while advising against a
grant in Hikma, the government highlights this case as
one in which “further guidance from this Court is amply
warranted.” Id. at 22-23.

Eleven amicus briefs further amplify the need for
this Court’s review. As the former Chief Judge of the
Federal Circuit explained, in his “twenty-two years on
the bench,” he never saw a legal issue that “created
such disharmony, disagreement, and inconsistency,”
creating an “unsustainable” inability to “distinguish el-
igible subject matter from ineligible, with any reasona-
ble certainty.” Michel Br. 4. Other amici have similarly
attested to the difficulty of consistently applying this
Court’s prior Mayo decision and the resulting chilling
effect on medical investment and innovation.
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Mayo’s response only reinforces the need for this
Court’s guidance. Mayo’s central argument that be-
cause Athena’s claims adapt techniques known in the
abstract, they are patent-ineligible—notwithstanding
the use of novel man-made molecules in specific labora-
tory steps never previously performed—tees up multi-
ple points of doctrinal uncertainty identified by the
Federal Circuit, amici, and government. Those legal
questions include the role of novel man-made molecules
in method claims, the level of abstraction at which to
view claims, the Federal Circuit’s one-sided approach
to preemption, and what it means to view the claims as
a whole. Clarification on even one of these points would
revive Athena’s claims and help rein in the Federal
Circuit’s misinterpretation of this Court’s precedent.

Mayo’s attempt to argue the facts loses sight of the
procedural posture. Mayo moved to dismiss under Rule
12(b)(6) on the theory that, without any factual devel-
opment, the asserted claims were categorically ineligi-
ble for patent protection as a matter of law. This case
thus presents a pure question of law, with no factual
disputes to resolve because the record must be viewed
in the light most favorable to Athena. In short, it pro-
vides a perfect vehicle to clarify the law.

Finally, Mayo gets things backwards when it ar-
gues that Congress should correct the Federal Circuit’s
expansion of the judicial exceptions to § 101. The Fed-
eral Circuit did not interpret the statutory text; it mis-
applied this Court’s decisions creating exceptions to
that text. If Mayo wants those exceptions expanded, it
is the one that should take its policy arguments to Con-
gress. The Court has a special responsibility to ensure
that the lower courts do not unduly expand judge-made
law by misinterpreting the framework it created.
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I. THE COURT SHOULD REVIEW THIS CASE TO CLARIFY
THE JUDICIAL EXCEPTIONS TO SECTION 101

A. The Federal Circuit Is Divided On How To In-
terpret This Court’s Precedent

Mayo’s assertion (at 18) that “the Federal Circuit
has had no problems applying Mayo consistently” ig-
nores the 7-5 split in the Federal Circuit. The court did
not split based on disagreement about what the law
should be—in fact, the Federal Circuit broadly agreed
that Athena’s claims should be patent-eligible. Rather,
the court split based on genuine disputes about how to
apply the framework this Court established in Mayo
Collaborative Services v. Prometheus Laboratories,
Inc., 566 U.S. 66 (2012).

As the United States notes, in the eight concurring
and dissenting opinions, the twelve judges articulated
“different understandings of Mayo” and sought “clarifi-
cation from this Court” about which one is correct.
U.S. Br. 22. For example, Judge Moore wrote in dis-
sent that “§ 101 and Mayo, when read together and in
their entireties, compel the holding that the claims [at
issue here] are eligible.” App. 109a-110a. In particular,
Judge Moore explained, “[t]he concreteness and speci-
ficity of [Athena’s] claims ... moves them from reciting
a law of nature to a particular application of a law of na-
ture,” and thus “[t]he claims are not directed to a natu-
ral law or phenomenon.” App. 116a. Similarly, Judge
Stoll explained that the Federal Circuit has applied
Mayo broadly and “inflexibl[y],” resulting in “flawed
decisions that are inconsistent with the precepts of
Mayo and our patent system as a whole.” App. 136a.
In other words, the outcome in this case is a classic ex-
ample of the “rote application” of Mayo “in a way that
the Mayo Court clearly did not envision,” U.S. Br. 14,
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that has led to finding every diagnostic claim to come
before the Federal Circuit patent-ineligible.!

The United States and numerous amici have con-
firmed that “the Federal Circuit, district courts, Patent
Office, and inventors have struggled unsuccessfully to
apply the Mayo/Alice decisions coherently and predict-
ably.” Lefstin & Menell Br. 4 (footnote omitted); see
also U.S. Br. 16-17. The United States has explained
that the “lack of clarity in judicial precedent” has con-
strained the Patent Office’s “ability to provide direc-
tion” and that the judicial attempt to create a frame-
work “decoupled ... from the statutory text and con-
text” has “proven problematic.” U.S. Br. 16-17. Practi-
tioners have bemoaned “the increased difficulty in pre-
dicting whether inventions will be found patentable de-
spite the absence of preemption concerns.” New York
Intellectual Property Law Ass’n Br. 20. Patent Own-
ers have explained that this Court’s § 101 case law “has
been applied inconsistently by panels of the Federal
Circuit and in district courts around the country,” and
that the Federal Circuit has failed to “develop[] ... a
uniform and consistent body of ... law that can be ap-
plied by district courts nationwide in a predictable
manner.” Intellectual Property Owners Association
(IPO) Br. 3. In short, as former Chief Judge Michel ex-
plained, “[o]ne cannot distinguish eligible subject mat-
ter from ineligible, with any reasonable certainty.”
Michel Br. 4.

! The sharp divide in the Federal Circuit has persisted in
post-Athena cases expanding the judicial exceptions to Section
101. E.g., American Axle & Mfy., Inc. v. Neapco Holdings LLC,
939 F.3d 1355 (Fed. Cir. 2019); INO Therapeutics LLC v. Praxair
Distribution Inc., 782 F. App’x 1001 (Fed. Cir. 2019).
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B. Mayo’s Arguments Reinforce The Need For
This Court’s Clarification

Mayo focuses on arguing the facts, contending that
Athena’s claims are not patent-eligible under this
Court’s two-part test because U.S. Patent No. 7,267,820
refers to certain techniques in the abstract as “known
per se” (i.e., by themselves) or “standard.” Mayo’s ar-
gument, however, merely highlights the legal questions
that the Federal Circuit has struggled with in applying
this Court’s cases.

First, as recognized by Judge Dyk, there is tension
between the decision below and this Court’s holding in
Association for Molecular Pathology v. Myriad Genet-
1cs, Inc., 569 U.S. 576, 594-595 (2013), that a “molecule
that is not naturally occurring” is “not a ‘product of na-
ture’ and is patent eligible under § 101.” Pet. 17, 29-31;
App. 69a-T1a.

Mayo offers no good response. It implicitly con-
cedes (at 25), as it must, that the prior Mayo case in-
volved a drug routinely used before, not a novel man-
made molecule as here. Further, its contention that the
radioactive MuSK molecule in the claimed methods was
created using known techniques ignores that the cDNA
molecule this Court held patent-eligible in Myriad also
could be created “through processes ... well known in
the field of genetics.” 569 U.S. at 582. For purposes of
evaluating the subject-matter eligibility of Athena’s
claims, it is the presence of a novel man-made composi-
tion that matters, not the manner of its creation. The
remainder of Mayo’s argument relies on the untenable
premise that radioactive MuSK is not “markedly dif-
ferent” from naturally occurring MuSK. That is an ar-
gument Mayo cannot win under any circumstances, and
especially not on a motion to dismiss. See infra § 1.C.
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In any event, the decision below did not turn on
any of Mayo’s points, as the majority held that the use
of a novel man-made substance was simply irrelevant
to the threshold issue of patent eligibility. App. 13a-
14a. This Court’s guidance is needed to resolve the
tension between that holding and Myriad.

Second, courts have had difficulty applying this
Court’s holding in Mayo to less unusual facts than those
in Mayo. Pet. 17-18; see also U.S. Br. 18 (Mayo frame-
work is “ambiguous”). The differences between Athe-
na’s claims and the ones at issue in Mayo are not “cos-
metic,” Opp. 23. For example, by the time of the inven-
tion claimed in Mayo, doctors had long been adminis-
tering the very same drug and adjusting its dose based
on levels of the very same metabolite. 566 U.S. at 73-
75, 78. The claims required no steps beyond those al-
ready engaged in by this “pre-existing audience” and
thus added nothing other than the bare recitation of
new information. Id. at 78. Here, in contrast, no one
had ever assayed MuSK autoantibodies for any reason
using any method, let alone with novel man-made, radi-
oactive MuSK molecules or the specific steps of the
claimed invention. The significance of this distinction
split the Federal Circuit. E.g., App. 117a (Moore, J.)
(claimed discovery was inventive, unlike the claim in
Mayo).

Third, Mayo ignores the confusion about the level
of abstraction at which to analyze whether the steps of
a claim transform a law of nature “into a patent-eligible
application of such a law.” Mayo, 566 U.S. at 72. In-
stead, Mayo repeats the Federal Circuit’s error, assert-
ing (at 24) that the specific claim steps recited in the
patent-at-issue “were standard and known.” But that
assertion is wrong, and the issue is the source of sub-
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stantial confusion warranting this Court’s review. Pet.
19-20; see also U.S. Br. 13-14.

Fourth, Mayo does not deny that the Federal Cir-
cuit has turned the “preemptive” scope of claims into a
one-way ratchet. This Court described the risk of
preempting the use of a natural law or abstract idea by
others as “the concern that drives” the judicial excep-
tions to § 101. Alice Corp. v. CLS Bank Int’l, 573 U.S.
208, 216 (2014). But the Federal Circuit considered it
irrelevant that Athena’s claims leave open “other ways
of interrogating the correlation between MuSK autoan-
tibodies and MuSK-related disorders,” declaring:
“Preemption is sufficient to render a claim ineligible
under § 101, but it is not necessary.” App. 13a.

Mayo attempts to distract from the Federal Cir-
cuit’s one-sided approach by pointing to five broader
patent claims that are not even at issue in this suit.
Opp. 6, 29. But those claims have no bearing on the va-
lidity of the far more specific claims asserted here. See
35 U.S.C. § 282 (“Each claim of a patent ... shall be pre-
sumed valid independently of the validity of other
claims.”).

Fifth, Mayo ignores the tension between the Fed-
eral Circuit’s mechanical application of Mayo and this
Court’s longstanding directive that claims should be
viewed “as a whole.” Diamond v. Diehr, 450 U.S. 175,
188 (1981). Judge Chen noted that there is now a sub-
stantial question whether prior Supreme Court cases
that required considering claims as a whole remain
good law. App. 83a-89a. Doubt on that question, the
United States observed, “threatens the patent-
eligibility of numerous valuable innovations that incor-
porate existing steps into [a] new and useful process[].”
U.S. Br. 19.



The Federal Circuit’s legal errors on these points—
which Mayo merely repeats or ignores—have skewed
its application of this Court’s two-part test. Athena’s
claims (1) use multiple man-made molecules that never
previously existed (2) as part of a series of specific la-
boratory steps never previously performed (3) to ena-
ble doctors to diagnose a serious medical condition in
the 20 percent of patients for whom no lab test was
previously available. Properly understood, such claims
are directed to a novel method of in vitro testing at step
one, not the underlying natural law. At minimum, the
claims add enough to qualify as patent-eligible applica-
tions at step two. Indeed, if this Court’s two-part
test—as opposed to the Federal Circuit’s misinterpre-
tation of that test—truly barred Athena’s claims, Mayo
would warrant reconsideration. Cf. U.S. Br. 3-5, 14.

C. This Case Presents An Ideal Vehicle To Clari-
fy The Law

This case presents an ideal vehicle to clarify the
doctrinal questions on which the Federal Circuit seeks
guidance. The United States has specifically identified
this case as an “appropriate case” in which this Court
should provide “additional guidance.” U.S. Br. 8, 22-23.
Mayo does not identify any vehicle problems. To the
contrary, the specificity of Athena’s claims and their
use of novel man-made molecules provide the Court
with flexibility to clarify the law, on one or more di-
mensions, as the Court sees fit. Pet. 28.

The case also arises in an ideal procedural posture
for resolving questions of law. Mayo attempts to argue
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the facts, reaching outside the record.? But this Court
need not address any factual disputes. Mayo won dis-
missal under Rule 12(b)(6) on the premise that no fact-
finding was needed to invalidate Athena’s claims as a
matter of law. Any factual disputes must therefore be
resolved in Athena’s favor. One of the reasons the
stakes are so high in this case is that if Athena’s claims
to specific laboratory steps using novel man-made mol-
ecules cannot even survive a motion to dismiss, it will
sound the death knell for most medical diagnostic pa-
tents.

II. MAYO’S ADDITIONAL ARGUMENTS ARE UNAVAILING

1. The Federal Circuit’s expansive interpretation
of the judicial exceptions to § 101 threatens important
medical innovation, particularly the development of
new diagnostics. Pet. 24-28; see U.S. Br. 15-16, 22. The
United States and multiple amicus briefs confirm this
point. E.g., U.S. Br. 15-16; Pharmaceutical Research
and Manufacturers of America Br. 14-22; Biotechnology
Innovation Org. Br. 18-20; Chicago Patent Attorneys
Br. 13-17; IPO Br. 12-13; Michel Br. 19. Academic liter-
ature has also made clear that “patent eligibility is an
important consideration in deciding whether to invest
in a company developing technology”; patent-eligibility
case law has impacted many firms’ investment behav-
iors; and these impacts have been felt most in the

2 For example, Mayo asserts that the patented method simply
replicates the assay for detecting AChR autoantibodies. In fact, it
does not, and could not. C.A.J.A. 606, 622. The earlier assay relied
on a radioactively labeled snake toxin, but no toxin was known to
bind to MuSK as tightly and with the same specificity. Id. 607,
609. Pursuing a different approach, the inventors created radioac-
tive PI-MuSK, avoiding the need for either snake toxin or the tox-
in inhibitor used in the prior art. Id. 607, 609, 615-616.
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pharmaceutical, biotechnology, and medical device in-
dustries. Taylor, Patent Eligibility and Investment 31,
44-52, 62 (Feb. 24, 2019), Cardozo L. Rev. (forthcom-
ing), https:/bit.ly/2QXE1fq; Lefstin, et al.,, Final Re-
port of the Berkeley Center for Law & Technology Sec-
tion 101 Workshop, 33 Berkeley Tech. L.J. 551, 583-584
(2018) (“The shift in patent eligibility for diagnostics
threatens research and development investment in
medical diagnostics.”).?

Mayo argues (at 33) that the Federal Circuit’s § 101
framework leaves room for some (unspecified) innova-
tion. But it notably cites no case upholding a diagnostic
claim, where “Mayo has had particularly significant
practical effects,” U.S. Br. 22. Even if a narrow win-
dow might exist for a small subset of claims, the Feder-
al Circuit’s invalidation of the breakthrough methods in
this case—which for the first time enabled “accurate
and speedy” diagnosis (and thus treatment) of 20 per-
cent of myasthenia gravis patients, C.A.J.A. 44—shows
the far-reaching impact its decisions will have.

Athena is not asking for “a special rule for diagnos-
tic patents” or seeking to “guarantee[] eligibility for all
medical diagnostic methods.” Opp. 17, 32. Athena
merely seeks to restore balance by clarifying points of
genuine confusion in the case law, which create uncer-
tainty in a variety of technical areas. E.g., U.S. Br. 15-
16, 22. Federal Circuit’s misapplication of those princi-
ples to broadly bar eligibility in a field of particular im-

3 Mayo’s statistics (32-33) are not to the contrary. It is unsur-
prising that investment in diagnostics, and the share price of
Athena’s parent company, have risen since the depths of the Great
Recession. That says nothing about the overall impact of patent-
eligibility law on innovation, or the impact of this case in particu-
lar.
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portance to the health of the nation simply highlights
the significance of that confusion and the urgent need
for this Court to provide clarity.

2. The Court should not ignore the lower courts’
confusion in the hope that Congress might intervene.
Despite congressional hearings highlighting that confu-
sion and the unsustainable state of the law, Pet. 22-24,
there is no legislative solution in sight, Nayak, IP
Groups Developing Fresh Patent Eligibility Bill Pro-
posal,  Bloomberg  Law  (Oct. 17,  2019),
https://bit.ly/20NFG4t (“lawmakers have not intro-
duced a bill” in light of “disagreement among stake-
holders”).

In any event, this Court has a special responsibility
to clarify patent-eligibility law and rein in the Federal
Circuit’s improper expansion of the exceptions to pa-
tent eligibility. As the United States explained, these
exceptions are “atextual.” U.S. Br. 8. Congress al-
ready spoke when it enacted § 101 as written, broadly
defining patent-eligible subject matter while relying
primarily on other statutory provisions (§§ 102, 103,
and 112) to limit patent protection. See U.S. Br. 1-5, 20-
21. If Mayo wants to expand the exceptions to § 101
beyond their historical scope, it should take those policy
arguments to Congress. It is this Court’s role to ensure
that the Federal Circuit does not effect such an expan-
sion in the absence of congressional action based on the
misconception that this Court’s precedent requires it.

CONCLUSION

The petition for a writ of certiorari should be
granted.
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