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In the Supreme Court of the Anited States

No. 21-757
AMGEN INC., ET AL., PETITIONERS

U.

SANOFTI, ET AL.

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

BRIEF FOR SMALL AND MEDIUM BIOTECHNOLOGY
COMPANIES AS AMICI CURIAE
IN SUPPORT OF RESPONDENTS

INTEREST OF AMICI CURIAE!
Amici are small- and medium-sized biotechnology
companies dedicated to developing innovative solutions
to meet patient healthcare needs and save lives. Smaller

1 Pursuant to S. Ct. Rule 37.6, no counsel for a party authored this
brief in whole or in part and no person or entity other than amici
and their counsel made a monetary contribution to its preparation
or submission.
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companies, like Amici, make up an important and grow-
ing share of the companies that innovate in the biotech-
nology space.2

Amici comprise four small- and medium-sized bio-
technology companies: ABL Bio, Kiniksa, OPKO
Health, and SK bioscience.

ABL Bio is a preclinical and clinical stage biotechnol-
ogy company that focuses on the development of anti-
bodies for the treatment of cancer and neurodegenera-
tive diseases. In its research pipeline, ABL Bio is devel-
oping antibody treatments for diseases including Par-
kinson’s and hematologic cancers. ABL Bio is actively
prosecuting and securing patent protection for its inno-
vations. See, e.g., U.S. Patent No. 11,261,259 (issued
Mar. 1, 2022).

Kiniksa is a biopharmaceutical company focused on
discovering, acquiring, developing, and commercializing
therapeutic medicines for patients suffering from debil-
itating diseases with significant unmet medical need.
Kiniksa’s portfolio of immune-modulating assets in-
cludes an FDA-approved drug for the treatment of re-
current pericarditis and reduction in risk of recurrence
in adults and children 12 years and older. This innova-
tive therapy is covered by U.S. patents.

OPKO Health, the parent company of ModeX Thera-
peutics, Inc., is a diverse and growing healthcare inno-
vator. Its first-in-class products include Rayaldee® (cal-
cifediol), a treatment for secondary hyperparathyroid-
ism in adults with chronic kidney disease, and the
4Kscore® Test, which is used by healthcare profession-
als to improve the accuracy of prostate cancer diagnosis.

2 See generally Cong. Budget Off., Research and Development in
the Pharmaceutical Industry (April 2021), https://www.cbo.gov/pub-
lication/57126.
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Multiple patents protect these innovations. In addition
to the products and services OPKO currently offers,
OPKO is positioning itself as a growing healthcare in-
novator through R&D centered on the multispecific an-
tibody platform technologies of its wholly-owned bio-
pharma, ModeX Therapeutics.

SK bioscience is a spinoff of SK Chemicals that spe-
cializes in vaccine development and manufacture. SK
bioscience has been committed to promoting global pub-
lic health by collaborating with international govern-
ments and healthcare providers including the Interna-
tional Vaccine Institute (IVI), the Coalition for Epidemic
Preparedness Innovations (CEPI), and the Bill &
Melinda Gates Foundation (BMGF). SK bioscience’s
achievements include the development and the success-
ful marketing of vaccines such as SKYCellflu, the
world’s first cell-cultured quadrivalent influenza vac-
cine; SKYZoster, the world’s second shingles vaccine;
and SKYVaricella, Korea’s only World Health Organi-
zation prequalified varicella vaccine.

This case matters to Amici and other small- and me-
dium-sized innovative companies like them that lack
sufficient resources to adapt to disruptive changes in
longstanding rules of patent law. Amici are intimately
familiar with the U.S. patent system and routinely
make—and have already made—critical strategic deci-
sions and long-term investments in reliance on core
well-established doctrines of patent law, including the
scope and disclosure requirements at issue in this case.
Certain Amici have found or anticipate finding them-
selves as both defenders and challengers of patent
rights and value a patent system that is stable, predict-
able, and fair.
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In particular, Amici have relied on the Federal Cir-
cuit’s longstanding interpretation of 35 U.S.C. 112(a)’s
enablement requirement, as set out in the decision be-
low. The current standard ensures that patentees can
fairly claim what they have invented and disclosed,
while at the same time protecting investments in follow-
on innovation from the risk of preemption by overbroad
patents. This balance appropriately incentivizes innova-
tion and has enabled Amici and others to develop and
commercialize numerous life-improving treatments.
The departure from the status quo proposed by petition-
ers would subject Amici and other market participants
to profound and costly uncertainty, would diminish
Amici’s economic incentive to innovate, and would ulti-
mately deprive patients and the public of novel treat-
ments and transformative scientific advancements.

SUMMARY OF ARGUMENT

This case calls for an application of “the ancient legal
principle, if it ain’t broke, don’t fix it.” Tr. of Oral Argu-
ment at 33, In re Grand Jury, 143 S. Ct. 543 (2023) (No.
21-1397). The longstanding enablement standard is con-
sistent with text and precedent. The balance it strikes
promotes innovation and saves lives. And departing
from the status quo would unleash harmful conse-
quences for industry participants like Amici, for pa-
tients, and for the public. This Court should affirm.

1. The Federal Circuit’s longstanding enablement
standard is consistent with statutory text and this
Court’s precedent. The Patent Act requires a patentee
to describe the metes and bounds of its invention with
specificity and provide sufficient disclosure “as to enable
any person skilled in the art ... to make and use [the
mvention].” 35 U.S.C. 112(a). Congress’s language
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makes clear that the relevant unit of analysis is “the in-
vention.” Since the full scope of a patent’s claim defines
“the invention,” 35 U.S.C. 112(b), it follows that the en-
tire claim, not just a portion of it, must be enabled.

In a series of decisions stretching back a century and
a half, this Court and the Federal Circuit have opera-
tionalized the statutory enablement requirement into a
framework now known as the “Wands factors.” Named
for one Federal Circuit case in which they were summa-
rized, the Wands factors assess whether a patent’s
“specification teach[es] those in the art to make and use
the invention without undue experimentation”—if so, a
patent is enabled. See In re Wands, 858 F.2d 731, 737
(Fed. Cir. 1988). The Wands factors are drawn from, and
reflect, the considerations articulated in this Court’s
case law that govern the enablement determination.

The Federal Circuit has evenhandedly applied the
Wands factors for decades, upholding some patents
while invalidating others. The through line of these de-
cisions is the Federal Circuit’s recognition—consistent
with the statutory text and this Court’s precedent—that
determining whether experimentation is undue re-
quires analyzing in each case the experimentation re-
quired to practice the invention’s full scope.

2. The Federal Circuit’s longstanding enablement
standard fosters innovation and improves the lives of
patients in need.

a. Amici and other industry participants have built
their businesses in reliance on Congress’s patent bar-
gain as 1t has been consistently interpreted by this
Court and the Federal Circuit. Amici find themselves on
both sides of the patent bargain. Rather than favoring
“broader” or “narrower” patent protection, they favor a
patent system that provides stability, predictability and
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evenhandedness. Given the timeline and investment
horizons of biotechnology research and development,
Amici have made critical investment and strategic deci-
sions in reliance on the protections afforded—as well as
the limitations imposed—by current patent law. Dis-
rupting the status quo would be costly and disruptive.
Yet that is what petitioners ask this Court to do.

b. The existing enablement standard strikes the
right balance to empower Amici and others to develop
life-changing innovations. The core premise undergird-
ing the current standard is that the statutory require-
ment 1s not met when the patentee’s disclosure requires
persons of ordinary skill in the art, including future in-
novators, to engage in undue experimentation in order
to make and use those aspects of the claimed invention
that the inventor did not disclose. Rather than award
incumbent patentees with overbroad monopolies, the
current standard preserves fertile ground for innovation
for members of the public willing to put in the work to
cultivate it.

The public benefits of the status quo are significant.
Patients benefit from the availability of alternative and
1mproved therapeutic options—options that the existing
enablement standard makes possible. The products at
issue in this case are one example, and there are many
others. Moreover, in a number of therapeutic categories,
both incumbents and new entrants earn substantial
revenues that more than justify their initial invest-
ments. These examples show—and Amici’s own experi-
ences confirm—that overbroad patent monopolies are
not necessary to foster transformative innovations.

3. a. Petitioners criticize the Federal Circuit’s appli-
cation of its longstanding, predictable, and fair enable-
ment standard in this case and seek to replace it with
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something that has none of those characteristics. While
the precise contours of their proposed replacement are
unclear, the various standards petitioners and their
amici propose have one thing in common: If accepted,
these standards would provide a patentee a monopoly
over portions of an invention that it has not enabled a
skilled artisan to make and use without undue experi-
mentation. That would render the enablement require-
ment a dead letter in at least some cases and perhaps
many. Any standard that would uphold patents (like pe-
titioners’) that enable only a portion of the invention is
contrary to the statutory text, which requires that “the
invention” be enabled, not merely part of it.

b. Petitioners’ approach would harm innovation and
patients. In the short term, a ruling for petitioners
would usher in a period of uncertainty and risk for
Amici and other market participants. Small- and me-
dium-sized businesses like Amici lack the resources to
easily bear the brunt of such changes. They would have
to reconsider long-settled investments and research pri-
orities, prepare for previously unanticipated litigation
and licensing risks, or design around overbroad, non-en-
abled patents and thus delay bringing new medicines to
market.

In the longer term, upholding patent claims that lack
corresponding enabling disclosure to the public would
discourage Amici and others from investing in research
and development and deprive patients and the public of
potentially significant innovations. The new standard
would encourage a land-grab where speculator patent-
ees crowd out true innovators like Amici. And the possi-
bility of licensing such patents would be no solution. In-
creasing the cost of innovation without a corresponding
decrease in the experimentation required to unlock it



8

will discourage innovation. Worse still, incumbent pa-
tentees may elect not to license the farther reaches of
their patents at all. (Here, for example, petitioners
sought an injunction against respondents to keep a com-
petitor product off the market.) Far from effectuating
Congress’s patent bargain, petitioners would invite ex-
actly the sort of deadweight loss and under-invention
that Congress’s enablement standard is designed to pre-
vent—all at great harm to Amici, patients, and the pub-
lic.

ARGUMENT

I. The Federal Circuit's Longstanding Enablement
Standard Is Consistent With Text And Precedent.

1. The enablement requirement embodied in 35
U.S.C. 112 is an essential component of Congress’s pa-
tent bargain. “[T]he patent system represents a care-
fully crafted bargain that encourages both the creation
and the public disclosure of new and useful advances in
technology, in return for an exclusive monopoly for a
limited period of time.” Pfaff v. Wells Elecs., Inc., 525
U.S. 55, 63 (1998) (emphasis added).

To effectuate this bargain, Congress has mandated a
strict relationship between an invention and the ena-
bling disclosure needed to justify granting the patentee
a monopoly. As to the invention’s scope, Congress re-
quires patentees to conclude their specification “with
one or more claims particularly pointing out and dis-
tinctly claiming the subject matter which the inventor
or a joint inventor regards as the invention.” 35
U.S.C. 112(b). As to the enabling disclosure, Congress
has long required that the patent’s “specification shall
contain a written description of the invention, and of the
manner and process of making and using it, in such full,
clear, concise, and exact terms as to enable any person



9

skilled in the art to which it pertains, or with which it is
most nearly connected, to make and use the same.” 35
U.S.C. 112(a).3

Congress’s language makes clear that the relevant
unit of analysis is “the invention,” ibid.—that is, the
whole invention, not just a part of it. It is the inven-
tion—as described in the patentee’s “particular[]” and
“distinct[]” claims, 35 U.S.C. 112(b)—over which the pa-
tentee gains a monopoly. And it is the invention that the
patentee must disclose how “to make and use” in “full,
clear, concise, and exact terms.” 35 U.S.C. 112(a).

2. Over the past 150 years, this Court and the Fed-
eral Circuit have operationalized this statutory com-
mand into a workable test. This Court long ago recog-
nized that a patent’s disclosure does not provide a “full,
clear[,] and exact” description sufficient to teach how to
make and use the invention where it “leave[s] the per-
son attempting to use the discovery to find it out ‘by ex-
periment.” Tyler v. City of Boston, 74 U.S. 327, 329-30
(1868); see also Wood v. Underhill, 46 U.S. 1, 5 (1847) (a
patent 1s invalid where “no one could use the invention
without first ascertaining by experiment the exact pro-
portion of the different ingredients required to produce
the result intended to be obtained”). This Court has ac-
cordingly invalidated patents where the specification
enabled only a limited portion of the invention’s scope
and left it to others to engage in “painstaking experi-
mentation” to determine how to make and use the rest.

3 The text of the enablement requirement has remained relevantly
unchanged since the Patent Act of 1836. See Act of July 4, 1836, ch.
357, § 6, 5 Stat. 117 (1836) (requiring “a written description ... in
such full, clear, and exact terms, avoiding unnecessary prolixity, as
to enable any person skilled in the art or science to which it apper-
tains, ... to make, construct, compound, and use the same”).
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Consolidated Elec. Light Co. v. McKeesport Light Co.,
159 U.S. 465, 472-75 (1895); see also, e.g., Béné v. Jean-
tet, 129 U.S. 683, 684-86 (1889) (invalidating a claim
where only one chemical “solution” was disclosed and
one would have to “resort to experiments of his own to
discover those [other] ingredients”).

This Court has further held that this “painstaking
experimentation” standard takes on particular signifi-
cance where a patent’s claims are defined by the inven-
tion’s function rather than its structure. In Holland
Furniture Co. v. Perkins Glue Co., 277 U.S. 245, 250
(1928), this Court rejected a patent claiming “a starch
glue having substantially the properties of animal glue,”
focusing on the need to test whether the many starch
glues that fell within the claim’s scope exhibited the
claimed functionality: “[A]n inventor may not describe a
particular starch glue which will perform the function of
animal glue and then claim all starch glues which have
those functions, ... since starch glues may be made with
[the disclosed composition] that do not have those prop-
erties.” Id. at 256. The reason the disclosure had not en-
abled the claimed invention’s full scope, this Court ex-
plained, was that “[o]ne attempting to use or avoid the
use of [their] discovery as so claimed and described func-
tionally could do so only after elaborate experimenta-
tion.” Id. at 257.

These decisions illustrate that the relevant question
for determining whether a disclosure is sufficiently en-
abling is whether a person in the relevant field can
make and use the invention without engaging in exper-
1mentation that is “painstaking,” Consolidated Elec.,
159 U.S. at 475, “elaborate,” Perkins Glue, 277 U.S. at
257, or—as the Federal Circuit’s predecessor put it—
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“undue,” Bergstrom v. Tomlinson, 220 F.2d 766, 768
(C.C.P.A. 1955).

This Court’s decisions describe a number of consider-
ations relevant to determining whether the experimen-
tation required to practice an invention is undue:

ey

©)

The scope of the invention, e.g., Consolidated
Elec., 159 U.S. at 476 (“[T]he fact that paper hap-
pens to belong to the fibrous kingdom did not in-
vest [the patentee] with sovereignty over this en-
tire kingdom”);

The amount of experimentation needed to prac-
tice the invention, e.g., Perkins Glue, 277 U.S. at
257 (considering whether the experimentation is
“elaborate”);

(3) The specificity of the disclosure’s teachings and

(4)

®)

whether it provides instructive examples or coun-
ter-examples, e.g., Wood, 46 U.S. at 5 (examining
whether the disclosed proportions of coal-dust
and clay were sufficiently specific to enable the
claimed brick-making);

The sophistication of those in the relevant field,
e.g., Béné, 129 U.S. at 686 (considering the exper-
tise of “one skilled in chemistry”); and

The nature of the invention itself and the predict-
ability of its functionality, e.g., Wood, 46 U.S. at
5 (“It may be, indeed, that the qualities of clay
generally differ so widely ... that the improve-
ment cannot be used ... without first ascertaining
by experiment the proportion to be employed.”).

The Federal Circuit has summarized and applied
these exact considerations as the so-called “Wands fac-
tors.” See In re Wands, 858 F.2d at 737 (considering “(1)
the quantity of experimentation necessary, (2) the
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amount of direction or guidance presented, (3) the pres-
ence or absence of working examples, (4) the nature of
the invention, (5) the state of the prior art, (6) the rela-
tive skill of those in the art, (7) the predictability or un-
predictability of the art, and (8) the breadth of the
claims”). Even if the Federal Circuit has occasionally
used different language, as petitioners suggest, see Pet.
Br. 24, the Federal Circuit has consistently focused on
undue experimentation and correctly applied the
Wands factors in the decision below, see Pet. App. 7a,
and that is the standard this Court should affirm.

3. The Federal Circuit has evenhandedly applied the
Wands factors for decades—including in the decision be-
low. It has upheld certain patents (including patents
with broad claimed inventions) as adequately enabled.4
And it has invalidated others where the Wands factors
indicate that undue experimentation would be required
by one “attempting to use or avoid the use of [the] dis-
covery as so claimed.” Perkins Glue, 277 U.S. at 257.5

4 See, e.g., Bayer Healthcare LLC v. Baxalta Inc., 989 F.3d 964,
970, 980-83 (Fed. Cir. 2021); Erfindergemeinschaft UroPep GbR v.
Eli Lilly & Co., 276 F. Supp. 3d 629, 659-63 (E.D. Tex. 2017), aff'd,
739 Fed. Appx. 643 (Fed. Cir. 2018); Pfizer Inc. v. Teva Pharms.
USA, Inc., 555 Fed. Appx. 961, 966-67 (Fed. Cir. 2014); Cephalon,
Inc. v. Watson Pharms., Inc., 707 F.3d 1330, 1336-40 (Fed. Cir.
2013); Invitrogen Corp. v. Clontech Lab’ys., Inc., 429 F.3d 1052,
1070-71 (Fed. Cir. 2005); Johns Hopkins Univ. v. CellPro, Inc., 152
F.3d 1342, 1359-61 (Fed. Cir. 1998).

5 See, e.g., Pet. App. 12a-15a; Idenix Pharms. LLC v. Gilead Scis.
Inc., 941 F.3d 1149, 1154-63 (Fed. Cir. 2019); Enzo Life Scis., Inc. v.
Roche Molecular Sys., Inc., 928 F.3d 1340, 1345-49 (Fed. Cir. 2019);
Wyeth & Cordis Corp. v. Abbott Lab’ys., 720 F.3d 1380, 1384-86
(Fed. Cir. 2013); ALZA Corp. v. Andrx Pharms., LLC, 603 F.3d 935,
939-43 (Fed. Cir. 2010).
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In the decisions below, both the District Court and
the Federal Circuit thoroughly “weigh[ed] the Wands
factors,” Pet. App. 7a-15a, 28a-29a, 31a-44a, to conclude
that—especially in light of the “functional breadth” of
petitioners’ claims and the unpredictability of antibody
functionality, id. at 13a, see also id. at 32a-38a, 43a—
the patents were not enabled. Although the decision be-
low did not go petitioners’ way, the Federal Circuit’s bal-
anced and consistent approach, upholding some genus
claims while rejecting others, would seem to indicate
that reports of the death of the genus claim are, at best,
exaggerated. Cf. Dmitry Karshtedt et al., The Death of
the Genus Claim, 35 Harv. J.L.. & Tech. 1 (2021).

Throughout, the Federal Circuit has recognized—
consistent with the statutory text and this Court’s prec-
edent—that determining whether experimentation is
undue requires analyzing in each case the experimenta-
tion required to practice “the invention,” 35
U.S.C. 112(a), that is, the invention’s full scope, not just
a part of it. This Court made this clear in Perkins Glue,
for example, where it recognized that a disclosure must
enable “[o]ne attempting to use or avoid the use” of the
invention. 277 U.S. at 257. This paired focus on using
and avoiding the invention confirms that enablement
must cover all embodiments within the metes and
bounds of the claim, not just those disclosed in the pa-
tent specification, to ensure that the full scope of the
claims has been taught to the public and can be avoided.

All of this is for good reason. As this Court long ago
recognized, it would contravene the statutory text and
Congress’s patent bargain to allow an inventor “who has
discovered that a defined [embodiment of the invention]
answers the required purpose[] to exclude others from
all other [embodiments].” Ibid. Validating such a patent
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would “foreclose efforts to discover other and better
types [of the invention]. The patent monopoly would
thus be extended beyond the discovery, and would dis-
courage rather than promote invention.” Ibid.

II. The Federal Circuit’'s Longstanding Enablement
Standard Fosters Innovation And Improves Patients’
Lives.

A. Amici Rely On The Stability And Predictability Of
The Status Quo.

Amici and other participants in the biotechnology in-
dustry have built their businesses in reliance on Con-
gress’s patent bargain as it has been consistently inter-
preted by this Court and the Federal Circuit. Cf. Kimble
v. Marvel Ent., LLC, 576 U.S. 446, 457 (2015) (recogniz-
ing that “parties are especially likely to rely” on settled
interpretations of patent law).

Rather than favoring “broader” or “narrower” patent
protection, Amici value a patent system that provides
stability, predictability, and evenhandedness. Certain
Amici have found or anticipate finding themselves on
both sides of the patent bargain, as both patentees seek-
ing to protect their own inventions and follow-on inno-
vators challenging the scope of incumbent patents.
What matters to Amici is that they will predictably be
able to forecast the costs and benefits of their efforts.
Amici are incentivized to invest in innovation when they
have confidence that they can secure patent protection
commensurate with their inventive contributions and
avoid the risk that over-reaching competitors will secure
a monopoly over more than they have invented and dis-
closed.
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Business realities demand that Amici must make—
and have already made—<critical investment and strate-
gic decisions based on the protections afforded under ex-
isting patent law. Drug “development ... often takes a
decade or more” and “the average R&D cost per new
drug range[s] from less than $1 billion to more than $2
billion.” Cong. Budget Off., Research and Development
in the Pharmaceutical Industry. Success is anything but
guaranteed. “Only about 12 percent of drugs entering
clinical trials are ultimately approved for introduction
by the FDA.” Ibid. This is especially the case in antibody
science, where functionality remains highly unpredicta-
ble—as to whether a particular antibody will work at all
and, if so, how well it will work—and small changes in
molecular structure may radically and unexpectedly al-
ter efficacy or safety. See Pet. App. 13a.

Before pouring time and resources into a new poten-
tial therapy, companies—and especially smaller indus-
try participants like Amici—must ensure that they will
be able to secure patent protection over the fruits of
their labor and appropriately weigh the risk that an-
other firm’s valid patents will foreclose their potential
Innovation.

Amici’s ability to rely on established precedent is
doubly important because patent prosecution and litiga-
tion occurs on a different timeline from scientific re-
search and development, meaning that investment de-
cisions must be made without the certainty of final pa-
tent adjudication. And Amici must make these decisions
in the face of a competitive market where many re-
searchers and companies are working to innovate in the
same therapeutic areas.

Petitioners and their amici propose to change course
in a way that would be costly and disruptive to Amici’s
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businesses and could risk undermining innovation. The
availability of broader patent protection without corre-
sponding enabling disclosure might force Amici to re-
consider investment decisions where a competitor is al-
ready engaged in similar research and may become
newly able to secure an overbroad patent foreclosing
Amici’s efforts. Even a departure from the status quo to
narrow patent protection, which is not petitioners’ goal
here, would be disruptive: Such a shift might likewise
force Amici to revisit settled decisions where a change
in law frustrates Amici’s expectations that they would
be able to secure sufficiently broad patent protection to
justify their investments.

Amici and other market participants understand ex-
actly how, under settled law, “choos[ing] broad claim
language” comes “at the peril of losing any claim that
cannot be enabled across its full scope of coverage.” Pa-
cific Biosciences of Cal., Inc. v. Oxford Nanopore Techs.,
Inc., 996 F.3d 1342, 1350 (Fed. Cir. 2021). And they
have already “order[ed] their affairs” in reliance on ex-
isting law, Kimble, 576 U.S. at 457, and—in particu-
lar—on the Wands factors, which “lend certainty to the
enablement analysis.” Margaret Sampson, The Evolu-
tion of the Enablement and Written Description Require-
ments Under 35 U.S.C. § 112 In the Area of Biotechnol-
ogy, 15 Berke