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STATEMENT OF COUNSEL PURSUANT TO FED. CIR. R. 40(c)

Based on my professional judgment, | believe the panel decision is contrary
to the following decision of the Supreme Court of the United States and precedents
of this Court: Anderson v. Liberty Lobby, Inc., 477 U.S. 242 (1986); Ariad Pharms.,
Inc. v. Eli Lilly & Co., 598 F.3d 1336 (Fed. Cir. 2010) (en banc); Blue Calypso, LLC
v. Groupon, Inc., 815 F.3d 1331 (Fed. Cir. 2016); Vasudevan Software, Inc. v.
MicroStrategy, Inc., 782 F.3d 671 (Fed. Cir. 2015); Commonwealth Sci. & Indus.
Research Organisation v. Buffalo Tech. (USA), Inc., 542 F.3d 1363 (Fed. Cir. 2008);
Vas-Cath Inc. v. Mahurkar, 935 F.2d 1555 (Fed. Cir. 1991).

Based on my professional judgment, | believe that this appeal requires an
answer to one or more precedent-setting questions of exceptional importance:

(1) Whether a specification that provides a detailed list of exemplary

embodiments must literally recite each and every claimed embodiment in

order to satisfy the written-description requirement.

(2) Whether that rule applies even where the list expressly states that it is non-

limiting, and regardless of whether disclosures elsewhere in the specification

would reasonably convey to a POSA that the applicant possessed the full
scope of the claimed invention.

(3) Where a district court enters summary judgment using an incorrect legal

standard and there is unrebutted expert evidence raising a genuine issue of
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fact under the correct legal standard of written description, whether an
appellate court should reverse and remand rather than conduct its own written-

description assessment in the first instance.

Dated: July 23, 2026 /s/ Barbara A. Fiacco
Barbara A. Fiacco
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POINTS OF LAW OR FACT OVERLOOKED OR MISAPPREHENDED

This appeal arose from a priority dispute raised by Pfizer at summary
judgment. The Panel held that the district court employed the wrong legal standard
in granting summary judgment and rejected Pfizer’s arguments defending that
incorrect legal standard. The Panel also held that the written-description standard, a
question of fact, was the correct legal standard to evaluate Enanta’s priority claim.
After agreeing with Enanta on both of these issues, the Panel surprisingly decided to
“proceed” with its own written-description assessment, acting simultaneously as
first-instance finder-of-fact and reviewing court, rather than remanding to the district
court. Op.7. The Panel chose this unexpected route despite unrebutted expert
testimony and other record evidence that gave rise to a genuine issue of fact on the
written-description question.

In doing so, the Panel violated two well-settled tenets of this Court’s
jurisprudence. First, written description requires a context-dependent factual inquiry
into the specification’s disclosures “as a whole” from the perspective of a POSA,
the written-description requirement does not dictate in haec verba support. Yet here,
the Panel faulted Enanta’s provisional application for failing to provide in haec
verba recitation of a specific chemical group in Enanta’s non-limiting list of

examples. The Panel also disregarded express disclosures in the specification,
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including within definitions, indicating to the POSA that Enanta possessed the
claimed chemical group.

Second, this Court has long held that unrebutted, reasoned expert testimony
creates a dispute of fact precluding summary judgment on written description.
Enanta proffered testimony from a recognized medicinal-chemistry expert who
identified specific disclosures in the provisional and explained why those disclosures
demonstrated to the POSA that Enanta possessed the disputed chemical group.
Despite Pfizer’s summary-judgment burden—and the requirement for clear-and-
convincing evidence to invalidate a patent claim—~Pfizer submitted no contrary
expert evidence and instead relied on conclusory attorney argument. Nevertheless,
the Panel dismissed Enanta’s expert evidence as irrelevant to its narrowly-framed
written-description inquiry and decided technical factual questions that properly are
left to the factfinder in the first instance.

This departure from long-standing precedents warrants rehearing and vacatur
of the panel decision, reversal of summary judgment, and remand for further
proceedings.

BACKGROUND

A. Enanta’s Invention

Enanta is a clinical-stage biotechnology company whose innovations have led

to the development of FDA-approved antiviral drugs. When COVID-19 emerged as
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a major health threat in early 2020, Enanta scientists worked in shifts, through
statewide lockdowns, to design new compounds that could be used to fight the
pandemic. Those efforts resulted in Enanta’s discovery of a novel class of
coronavirus inhibitors.

U.S. Provisional Application No. 63/054,048 (the “’048 Provisional), filed
on July 20, 2020, discloses Enanta’s invention of a genus of coronavirus inhibitors

represented by the following chemical formula (“Formula (V1-6a)”):

9]
NH

A o
(VI-6a)
Appx0103. Formula (V1-6a) comprises a core chemical structure that can interact
with a critical viral enzyme and block its activity.

Formula (V1-6a) also contains variable group “A.” The provisional discloses
that “A” can correspond to one of five defined chemical groups that may be
“optionally substituted.” Appx0095. The term “substituted” is defined in the
provisional as “substitution by independent replacement of one, two, or three or
more of the hydrogen atoms with substituents including, but not limited to,” a list of

exemplary substituents. Exemplary substituents recited therein include “C;-Ciz-

alkyl,” “-NHC(O)H,” and “-NHC(O)-C,-Ci,-alkyl.” The definition of “substituted”
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also specifies that “each substituent in a substituted moiety is additionally optionally
substituted with one or more groups,” including *“C;-Cs-alkyl.” Appx0127-
Appx0128.
The ’048 Provisional also defines the chemical term *“alkyl”—a chemical

group within “-NHC(O)-C,-Cy,-alkyl”—as follows:

The term “alkyl” as used herein, refers to saturated,

straight- or branched-chain hydrocarbon radicals. “C;-C4

alkyl,” “C1-Cg alkyl,” “C1-Cg alkyl,” “C>-C12 alkyl,” “Cs,-

Cy alkyl,” or “Cs-Ce alkyl,” refer to alkyl groups

containing from one to four, one to six, one to eight, one

to twelve, 2 to 4 and 3 to 6 carbon atoms respectively.

Examples of C;-Cg alkyl radicals include, but are not

limited to, methyl, ethyl, propyl, isopropyl, n-butyl, tert-
butyl, neopentyl, n-hexyl, heptyl and octyl radicals.

Appx0124 (emphasis added). As shown in bold type, the definition of “alkyl” states
that “C,-C,, alkyl”—the specific alkyl group in “~-NHC(O)-C,-Ci,-alkyl”—refers to
an alkyl group containing “one to twelve” carbon atoms. In other words, based on
the written-out numbers, the provisional recites that “C,-C;, alkyl” (and thus
“-NHC(0O)-C,-Cy,-alkyl””) encompasses a one-carbon (typically rendered as “C;”)
alkyl group.

When preparing its non-provisional application, Enanta realized that the *048
Provisional erroneously referenced some exemplary substituents as containing “Co-
Cio-alkyl” groups instead of “C1-Cyz-alkyl” groups. Substituent “-NHC(O)-C2-C-

alkyl,” for example, should have been rendered “-NHC(O)-C:-Cy,-alkyl.” Enanta
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corrected this error in the definition of “substituted” in its non-provisional
application. U.S. Patent No. 11,358,953 (the “’953 Patent”) issued from a
continuation of the non-provisional application.

Enanta subsequently sued Pfizer for infringement of claims 1, 2, 5, and 7-10
of the ’953 Patent, based on Pfizer’s sale of its coronavirus therapeutic
PAXLOVID®. PAXLOVID® contains a compound within the Formula (V1-6a)
genus invented by Enanta.

B.  The Summary-Judgment Decision

Pfizer moved for summary judgment of invalidity. As one of three invalidity
theories, Pfizer argued that the asserted claims were not entitled to claim priority to
the 048 Provisional. Pfizer framed its argument around this Court’s decision in
Novo Industries, L.P. v. Micro Molds Corp., 350 F.3d 1348 (Fed. Cir. 2003), arguing
that the district court lacked power to “correct” the provisional’s references to “C,-
Ci2-alkyl.” In opposition, Enanta pointed out that Novo is inapposite because it
concerns a district court’s power to correct errors in the claims of an issued patent
through claim construction. Enanta explained that the correct legal standard for
evaluating priority is written description, a question of fact. Enanta submitted expert
testimony explaining that, to a POSA, the provisional provides written description

support for the asserted claims. Pfizer submitted no contrary expert evidence.
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At Pfizer’s urging, the district court erroneously ruled that Novo governed and
that it lacked power to “correct” the typographical error in the provisional. Without
performing the necessary written-description assessment, the district court held that
the asserted claims could not claim priority to the provisional as a matter of law and
granted summary judgment of invalidity. Appx0001-Appx0023.

C. The Panel Decision

The Panel agreed that this case “does not concern the power of a district court
to correct an error in an issued patent” and that Novo is inapplicable. Op.6. The Panel
also correctly held that “the written description standard applies.” Op.5. However,
even though “the district court focused on its power to correct a purported
typographical error” (a question of law) and “did not apply the written description
standard” (a question of fact), the Panel unexpectedly decided it would “proceed to
do so” for the first time on appeal. Op.7.

Rather than considering the provisional as a whole, the Panel continued to
focus on the numerical typo in the exemplary substituent emphasized by Pfizer. It
then narrowly framed the written-description question as whether the provisional’s
reference to “-NHC(O)-C,-Cy,-alkyl,” on its own, provided written description for
the -NHC(O)-C;-alkyl substituent claimed in the patent. Indeed, the Panel further
restricted its inquiry to the exceedingly narrow question of “whether ‘2’ provides

adequate written description support for 1.”” Op.5. Proclaiming all other disclosures
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in the specification to be irrelevant, the Panel stated “C; is simply different from C,,”
and ruled that the provisional’s reference to “-NHC(O)-C,-Ciz-alkyl” could not
provide support for the -NHC(O)-C;-alkyl substituent. Op.8.

The Panel rejected Enanta’s unrebutted expert evidence that the provisional,
read as a whole, “provides adequate written description support for the subject
matter claimed.” Enanta’s expert explained that to a POSA, the provisional’s
disclosures in the definitions and elsewhere convey “that Enanta’s invention
encompasses  potential  substituents containing a Cj-alkyl group”—
including -NHC(O)-C;-alkyl. Appx4272-Appx4273, Appx4447-Appx4449. The
Panel also disregarded expert testimony highlighting the provisional’s definition of
“C,-Cy2 alkyl”—the same group recited in “~-NHC(O)-C,-Cy,-alkyl”—to mean an
alkyl group containing “one to twelve” carbon atoms. Enanta’s expert testified that,
in light of this definition, a POSA would, at minimum, understand “that the reference
to *-NHC(O)-C,-Cyz-alkyl’ in the definition of ‘substituted’ in the 048 Provisional”
was a typographical error that “should have read ‘-NHC(O)-C;-Cy,-alkyl,”” and that
Enanta possessed the claimed -NHC(O)-C;-alkyl at the time of filing. Appx4269-
Appx4270.

The decision cast aside all of Enanta’s unrebutted expert testimony as to why
a POSA would appreciate that Enanta possessed the claimed C;-alkyl substituents

(including -NHC(O)-C;-alkyl) as irrelevant to “the actual substituent at issue.” Op.8-



Case: 25-1427 Document: 44 Page: 17 Filed: 07/23/2026

10. To justify narrowing the inquiry to whether “2” provides written description for
“1,” the Panel ruled that because the provisional’s specification “is highly detailed,
providing dozens of specific chemical moieties presumably described with great care

under the definition of “substituted,”” the provisional must be read to disclose only
those substituents expressly recited in the definition of “substituted.” Op.10. On this
basis, the Panel affirmed summary judgment.t

ARGUMENT

l. The Decision Conflicts with This Court’s Written-Description
Jurisprudence.

Written description is a context-dependent question of fact determined from
the perspective of the POSA reading the specification as a whole. In haec verba
disclosure is not required. Ariad, 598 F.3d at 1351. Contrary to this well-settled law,
the Panel created a new written-description requirement: where a patentee provides
a detailed list of exemplary embodiments, that list must literally recite each and
every claimed embodiment—even if the list expressly states it is non-limiting, and

regardless of other disclosures in the specification that would reasonably convey

! The Panel also noted that it “interpret[ed]” the district court as “invalidating all
claims of the patent.” Op.1 n.1. However, Enanta asserted only claims 1, 2, 5, and
7-10, see Appx0541; Pfizer did not argue that unasserted claims 3, 4, and 6 were
anticipated. Appx2783-Appx2785. At a minimum, the rehearing decision should
clarify that the judgment reaches only asserted claims 1, 2, 5, and 7-10.

10
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possession of the claimed invention to a POSA. Rehearing is warranted to correct
the decision’s departure from well-settled law and avert confusion for stakeholders.

A. Under Long-Standing Jurisprudence, the Specification Must Be
Read “As a Whole.”

“As the ‘hallmark’ of written description,” the disclosure in the priority
application “must be considered as a whole, as the person of ordinary skill in the art
would read it, to determine if it reasonably conveys possession” of the claimed
invention. Allergan USA, Inc. v. MSN Labs. Priv. Ltd., 111 F.4th 1358, 1375 (Fed.
Cir. 2024) (emphasis added); see also Ariad, 598 F.3d at 1351.

The level of detail required to reasonably convey possession of the claimed
invention to the POSA is a question of fact that “will necessarily vary depending on
the context.” Ariad, 598 F.3d at 1351-52. Thus, the written-description requirement
“does not demand any particular form of disclosure, ... or that the specification recite
the claimed invention in haec verba.” 1d. at 1352; see also, e.g., Blue Calypso, 815
F.3d at 1345; All Dental Prodx LLC v. Advantage Dental Prods., Inc., 309 F.3d 774,
779 (Fed. Cir. 2002); In re Wright, 866 F.2d 422, 425 (Fed. Cir. 1989). In other
words, a specification can reasonably convey possession to a POSA “‘regardless of
how it” conveys such information, and regardless of whether the disclosure’s “words
[a]re open to different interpretation[s].”” Inphi Corp. v. Netlist, Inc., 805 F.3d 1350,

1354 (Fed. Cir. 2015) (emphasis in original) (quoting Wright, 866 F.2d at 424-25).

11
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Indeed, it may reasonably convey possession to a POSA even when “the contested
language is not a model of clarity.” All Dental, 309 F.3d at 779.

Within this framework, a patent challenger bears the burden of showing by
clear-and-convincing evidence that a claim is invalid for lack of written description.
Tech. Licensing Corp. v. Videotek, Inc., 545 F.3d 1316, 1327-29 (Fed. Cir. 2008).

B.  The Decision Creates a New and Unprecedented Requirement for
In Haec Verba Disclosure.

The decision is irreconcilable with settled written-description jurisprudence.
Instead of remanding to the factfinder to assess Enanta’s provisional “as a whole,”
the Panel conducted its own written-description assessment directed solely to
“whether there is adequate written description support in the 048 provisional’s
disclosure of -NHC(0)-C,-Cy,-alkyl for the 953 patent’s disclosure of -NHC(O)-
C;-Cypo-alkyl”—under the Panel’s formulation, “whether ‘2’ provides adequate
written description support for *1.”” Op.5.

With this unprecedented narrowing of the inquiry, the Panel dismissed
Enanta’s unrebutted expert testimony as “point[ing] to nothing in the disclosure
of -NHC(0O)-C,-Cyp-alkyl in particular to show that a skilled artisan would
understand the disclosed C,-C;, alkyl to provide support for C; alkyl.” Op.9. Yet,
under long-standing precedent, Enanta’s expert testimony was not required to point

to something “in the disclosure of -NHC(O)-C,-Cy,-alkyl in particular” to establish

12



Case: 25-1427 Document: 44 Page: 20 Filed: 07/23/2026

a genuine dispute of fact concerning written description for Ci-alkyl substituents,
including “~-NHC(O)-C;-alkyl.”

The decision upends written-description jurisprudence by analyzing a single
term in an exemplary list in isolation and then treating the absence of literal recitation
of “-NHC(O)-C;-alkyl” as invalidating. Op.8-9. The Panel did so even though (i) the
provisional expressly discloses that the list of substituents in the definition of
“substituted” is exemplary; (ii) the provisional’s definition of “alkyl” expressly
recites that “C,-Cy, alkyl” encompasses one-carbon (i.e., C1) alkyl groups; (iii) the
provisional’s definition of “substituted” expressly lists “-NHC(O)H” and specifies
that substituents such as -NHC(O)H may be additionally substituted with “C;-Cy-
alkyl,” yielding “-NHC(O)-C;-alkyl”; (iv) unrebutted expert evidence explained
why the disclosures in the provisional—including numerous disclosures of C;-alkyl
groups as substituents—reasonably convey to a POSA that Enanta possessed the
claimed Cj-alkyl substituents (including -NHC(O)-C;-alkyl) at the time of filing;
and (v) there was no evidence even suggesting that the inventors intended to exclude
Ci-alkyl substituents for prior-art reasons or otherwise. This Court has repeatedly
rejected such a rigid, literalistic application of written description.

In Blue Calypso, for example, this Court reversed a PTAB determination that
patent claims lacked written description where the claims recited the terms

“endorsement tag” and “token,” but those terms appeared nowhere in the

13
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specification. 815 F.3d at 1347. On appeal, the Court reaffirmed the principle that a
specification is not required to recite claim terms in haec verba and admonished the
PTAB for “not cit[ing] any evidence other than the fact that the terms were not
present in the specification to support its finding.” 1d. at 1345. The Court noted that
the specification demonstrated that the inventor intended to use the claim terms at
Issue to express the same concept through other words used in the specification. The
Court thus ruled that “the Board erred by giving improper weight to the mere fact
that ‘tag’ and ‘token’ are absent from the text” and reversed. Id. at 1347.

Similarly, in Commonwealth, the Court affirmed the district court’s ruling that
the asserted patent claims were not invalid for inadequate written description. 542
F.3d at 1382. The patent challenger argued that an amendment “replac[ing] several
of the references to frequencies in excess of 10 GHz” in the original application

“with the words ‘radio frequencies’” (understood in the art to cover ranges “from 3
KHz to 300 GHZz”) introduced unsupported new matter because “[t]he effect of the
change was to increase the range of frequencies” disclosed. Id. at 1379. While
acknowledging that “[v]iewed in isolation, the substitution of the references to ‘radio
frequencies’ in place of the references to the minimum transmission frequency of 10
GHz in the original application [was] suggestive of a broadening of the disclosure,”

this Court held that “[r]eviewing the application as a whole” from the POSA’s

perspective revealed “enough material in the original disclosure to support the

14
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district court’s finding that the invention was in fact broader than systems operating

only in the frequency range “in excess of 10 GHz.”” The original application did not
expressly limit the described frequencies to those in excess of 10 GHz and included
at least “one explicit reference” to a “rate of less than 10 GHz.” Id. at 1380-81. Thus,
there was sufficient record evidence to uphold the district court’s finding.? Id. at
1382.

The Panel’s decision departs from this Court’s jurisprudence by ruling that a
specification containing a list of exemplary embodiments cannot reasonably convey
possession of any other embodiments to a POSA, even where, as here, the
specification expressly contemplates and elsewhere describes additional
embodiments. This Court has consistently held that exemplification of a “particular
embodiment” in a specification “cannot limit the described invention where th[e]
specification expressly contemplates other embodiments.” ScriptPro LLC v.
Innovation Assocs., 833 F.3d 1336, 1341 (Fed. Cir. 2016); see also, e.g., Star Sci.,

Inc. v. R.J. Reynolds Tobacco Co., 655 F.3d 1364, 1371-72 (Fed. Cir. 2011)

(reversing summary judgment on priority because provisional’s disclosure of airflow

2 In Commonwealth—unlike here—*“the parties stipulated that the district court
could make findings of fact with respect to disputed factual issues” when evaluating
written description. Id. at 1369.
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rates of “about 28,000 CFM” that “may vary” did not limit support to that airflow
range); Commonwealth, 542 F.3d at 1381.

It is also impossible to square the decision’s disregard of the provisional’s
numerous disclosures of C;-alkyl groups with the fundamental principle that the
specification must be considered “as a whole” when evaluating written description.
Under long-standing written-description law, a proper inquiry into what the
inventors intended as the scope of their invention includes all disclosures in the
specification. Blue Calypso, 815 F.3d at 1347. Following that principle, the “alkyl”
definition’s express reference to “C,-Cy, alkyl” as including one-carbon alkyls is
surely relevant to understanding the scope of “-NHC(O)-C.-C12-alkyl.” Even if the
provisional’s disclosures were not “a model of clarity,” those disclosures can still
reasonably convey possession of the claimed invention to a POSA. See All Dental,
309 F.3d at 779.% Had the Panel adhered to this Court’s precedents, it could not have
affirmed summary judgment, because at a minimum there are genuine issues of fact

regarding whether the provisional’s disclosures, as a whole, reasonably convey to a

8 Cf. Amgen Inc. v. Hoechst Marion Roussel, Inc., 314 F.3d 1313, 1328 (Fed. Cir.
2003) (holding that a specification could “fairly be read to ... disclose the use of
human DNA in human host cells in culture,” even though in the patent, the phrase
“human DNA” had been deleted during prosecution—Ileaving only a confusing
reference to “monkey origin DNA in monkey host cells in culture and human host
cells in culture™).
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POSA the inventors’ possession of Cj-alkyl substituents, including -NHC(O)-C;-
alkyl.

Unless vacated, the decision will cause confusion for patent applicants,
practitioners, and litigants in an already complex area of law. In particular, it creates
uncertainty over when the written-description inquiry must focus narrowly on a
subset of the disclosures, displacing the conventional “as a whole” inquiry.
Applicants will be discouraged from providing detailed disclosures, for fear of being
limited to the listed embodiments. This would undercut the patent system’s goal of
encouraging early, informative disclosure and undermine the balance in the quid pro
quo patent bargain.

The decision also casts doubt on the ability of applicants to rely on provisional
filings when even minor corrections and other changes are made during prosecution.
It will disproportionately harm critical participants in the innovation ecosystem,
including universities, research institutes, and other small entities, that rely on
provisional applications to secure an earlier priority date without needing to comply
with all formal requirements of a non-provisional application.

II.  The Decision Violates Summary-Judgment Law.

Even though written description is a question of fact and the district court
failed to apply the written-description standard in granting summary judgment, the

Panel did not remand for further proceedings. Instead, the Panel conducted its own
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assessment and pronounced Enanta’s unrebutted expert wrong when he opined that
the provisional’s disclosures reasonably convey to a POSA that Enanta possessed
the -NHC(O)-C;-alkyl substituent in question.

The Panel’s affirmance of summary judgment in these circumstances is
troubling. A highly-technical factual question was resolved for the first time on
appeal, usurping the role of the factfinder. The decision furthers a recent trend noted
by commentators in which expert testimony is disregarded and written description
Is decided by this Court’s de novo review of the specification. This undermines the
long-standing principle that written description—what the POSA understands the
specification to disclose—must be decided as a question of fact.*

Enanta’s summary-judgment opposition, supported by unrebutted expert
testimony, at least demonstrated a genuine dispute of fact regarding written-
description support. Under this Court’s jurisprudence, the case should have been
remanded for further proceedings. Not only did Pfizer bear the burden to show by
clear-and-convincing evidence that the patent claims are invalid, but Pfizer also bore
the summary-judgment burden. The Supreme Court has unequivocally held that on

summary judgment, “[t]he evidence of the nonmovant”—here, Enanta—"is to be

4 E.g., Dennis Crouch, When Juries Don’t Matter: Written Description Effectively
Becomes a Question of Law, Patently-O (Dec. 2, 2025), https://patentlyo.com/
patent/2025/12/description-effectively-question.html.
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believed, and all justifiable inferences are to be drawn in his favor.” Anderson, 477
U.S. at 255. “Credibility determinations, the weighing of the evidence, and the
drawing of legitimate inferences from the facts are jury functions,” and should not
be made by any court at summary judgment. Id.

Relying on these principles, this Court has held for at least thirty-five years
that a nonmovant’s unrebutted expert testimony on written description suffices to
create a genuine issue of fact and preclude summary judgment of invalidity. E.qg.,
Vasudevan, 782 F.3d at 683; Laryngeal Mask Co. v. Ambu A/S, 618 F.3d 1367, 1375
(Fed. Cir. 2010); Vas-Cath, 935 F.2d at 1567. In Vas-Cath, the patentee submitted
an expert declaration on written description, while the patent challenger “submitted
no technical evidence to refute [that expert’s] conclusions.” 935 F.2d at 1567. The
Court squarely held that “the [expert] declaration and [challenger’s] non-refutation
thereof, without more, gave rise to a genuine issue of material fact inappropriate for
summary disposition.” Id. More recently, in Vasudevan, this Court noted, “[a]s a
general rule, summary judgment is inappropriate where an expert’s testimony
supports the non-moving party’s case,” and held that non-conclusory expert
testimony on written description, “which was not challenged by any contrary expert
testimony, at least raises a genuine issue of material fact.” 782 F.3d at 683.

Here, in response to Pfizer’s attorney argument, Enanta submitted expert

testimony explaining how its provisional reasonably conveys possession of the
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claimed “C;-Cy,-alkyl” substituents. Pfizer submitted no contrary expert testimony.
The summary-judgment record at least creates a genuine issue of fact and requires a
remand.> On remand, the factfinder can assess the credibility of Enanta’s expert and
inventors (and any contrary expert testimony Pfizer proffers) on this question. Cf.
Commonwealth, 542 F.3d at 1382 (citing inventors’ testimony as evidence
supporting written description). The decision violates fundamental principles of
written-description jurisprudence and blackletter summary-judgment law.

CONCLUSION

Enanta respectfully requests that the Panel or en banc Court grant rehearing,
vacate the decision, reverse the grant of summary judgment, and remand for further

proceedings.

® See Enzo Biochem, Inc. v. Gen-Probe Inc., 323 F.3d 956, 960 (Fed. Cir. 2002)
(vacating panel decision based on incorrect application of written-description law,
reversing summary judgment, and remanding for further proceedings); see also GSS
Holdings (Liberty) Inc. v. United States, 81 F.4th 1378, 1383-84 (Fed. Cir. 2023)
(vacating and remanding where lower court applied incorrect legal standard on
summary judgment).
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LOURIE, Circuit Judge.

Enanta Pharmaceuticals, Inc. (“Enanta”) appeals from
a decision of the United States District Court for the Dis-
trict of Massachusetts granting summary judgment that
all claims of Enanta’s U.S. Patent 11,358,953 (“the ’953 pa-
tent”) are invalid as anticipated by a public disclosure of a
compound within the scope of its claims. Enanta Pharms.,
Inc. v. Pfizer, Inc., No. 22-cv-10967-DJC, 2024 WL
5203036, at *9 (D. Mass. Dec. 23, 2024) (“Decision”).! For
the following reasons, we affirm.

BACKGROUND

Enanta’s ‘953 patent, which issued from a non-provi-
sional application filed on November 9, 2021, is directed to
compounds and methods of inhibiting coronavirus replica-
tion activity. '953 patent col. 1 1l. 16—20. Claim 1 is repre-
sentative and recites:

1. A compound represented by Formula (VI-6a),

1 The parties do not specify which claims were inval-
1dated. The district court determined that “[t]he ’953 pa-
tent 1s ... invalid for anticipation,” Decision, 2024 WL
5203036, at *9, which we interpret as invalidating all
claims of the patent.
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or a pharmaceutically acceptable salt thereof,
wherein

X 1s —CN; and

A is optionally substituted Ci-Cs alkyl or optionally
substituted heteroaryl.

'953 patent col. 110 11. 40-60 (emphasis added).

The ’953 patent states that it claims priority from
Enanta’s U.S. Provisional Patent Application 63/054,048
(“the '048 provisional”), which has a priority date of July
20, 2020. See J.A. 92—-166 (048 provisional). The ’048 pro-
visional and the 953 patent both provide a definition for
the term “substituted” and list several dozen chemical com-
pounds and moieties that qualify as “substituents.” J.A.
127-28; ’953 patent col. 69 1. 61—col. 71 1. 14. The defini-
tions provided in both are substantially the same, but with
one critical difference. The ’048 provisional recites
NHC(0)—Cz2-Ciz-alkyl,” whereas the '953 patent recites “—
NHC(0)—Ci1-Ciz-alkyl.” J.A. 127;°953 patent col. 70 1. 22.
The subscripted numbers identify the number of carbon at-
oms in the alkyl group: “Cz2-C12” denotes alkyl groups con-
taining a range of two to twelve carbon atoms, while “Cs-
Ci12” additionally includes a one-carbon alkyl group.

On April 6, 2021, Pfizer Inc. (“Pfizer”) made publicly
available a presentation disclosing a protease inhibitor,
nirmatrelvir, which was eventually incorporated into
Pfizer’s Paxlovid® product to treat coronavirus infection.
See J.A. 2729-46. Nirmatrelvir has an “A” group substi-
tuted with a —NHC(O)—Ci-alkyl group. See J.A. 2740.

Enanta contends that, on July 9, 2021, it realized that
the 048 provisional contained a typographical error: The
“Ce” in —NHC(0)—Cz-Ci2-alkyl in the ’048 provisional re-
ally should have been a “C1.” Accordingly, on July 19, 2021,
Enanta filed a non-provisional application, following sev-
eral continuations one of which eventually issued as the
953 patent, and listed the relevant substituent as —
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NHC(0)—C;-Ciz2-alkyl, as opposed to —NHC(O)—C2-Ci2-
alkyl that was listed in the 048 provisional.

In June 2022, Enanta sued Pfizer, alleging that Pfizer’s
Paxlovid® product infringed the claims of the ’953 patent.
J.A. 533—44. Pfizer counterclaimed that the '953 patent
was invalid, and subsequently filed a motion for summary
judgment that the asserted claims of the ’953 patent were
invalid as anticipated. Decision, 2024 WL 5203036, at *1.
Pfizer argued that the '953 patent could not claim priority
from the 048 provisional because the '953 patent’s disclo-
sure of —NHC(O)—C;-alkyl was not supported by the 048
provisional’s disclosure of —NHC(0)—Cs2-Ci2-alkyl, and
Pfizer’s intervening disclosure of nirmatrelvir anticipated
the asserted claims. SeeJ.A. 2021-27. Enanta argued that
the 953 patent is entitled to claim priority from the 048
provisional because Enanta’s alteration to correct an obvi-
ous typographical error added no new matter not disclosed
in the ’048 provisional. See J.A. 4075-81.

The district court granted Pfizer’s motion, concluding
that the “Cg” in —NHC(O)—Cz2-Ci2-alkyl of the 048 provi-
sional was not an obvious typographical error that it had
the power to correct, and therefore the change from —
NHC(O)—Cz2-Ci2-alkyl in the ’048 provisional to —
NHC(0)—C;-Ciz-alkyl in the ’953 patent impermissibly
broadened the scope of the patent such that the 953 patent
was not entitled to priority from the ’048 provisional. De-
cision, 2024 WL 5203036, at *8. The district court thus
concluded that Pfizer’s disclosure of nirmatrelvir before the
'953 patent’s priority date anticipated the asserted claims.
Id. at *9.

Enanta timely appealed. We have jurisdiction under
28 U.S.C. § 1295(a)(1).

DISCUSSION

We review a district court’s grant of summary judg-
ment according to the law of the regional circuit, here, the
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First Circuit, which reviews a grant of summary judgment
de novo. AbbVie Deutschland GmbH & Co., KG v. Janssen
Biotech, Inc., 759 F.3d 1285, 1295 (Fed. Cir. 2014) (cita-
tions omitted) (applying First Circuit law). “In order to pre-
vail on a motion for summary judgment, the moving party
must show ‘that there is no genuine dispute as to any ma-
terial fact’ and that it ‘is entitled to judgment as a matter
of law.” OneBeacon Am. Ins. Co. v. Com. Union Assur. Co.
of Can., 684 F.3d 237, 241 (1st Cir. 2012) (quoting Fed. R.
Civ. P. 56(a)). “A fact 1s material if it carries with it the
potential to affect the outcome of the suit under the appli-
cable law.” Santiago-Ramos v. Centennial P.R. Wireless
Corp., 217 F.3d 46, 52 (1st Cir. 2000) (internal quotation
marks and citation omitted). We apply Federal Circuit law
to substantive issues of patent law. ParkerVision, Inc. v.
Qualcomm Inc., 116 F.4th 1345, 1356 (Fed. Cir. 2024).

We start with what this case is not. This case does not
present the type of written description disputes addressed
in cases such as Ariad Pharms., Inc. v. Eli Lilly & Co.,
598 F.3d 1336 (Fed. Cir. 2010) (en banc) and In re Ruschig,
379 F.2d 990 (CCPA 1967). The issue in Ariad was
whether a patent specification provided adequate written
description support for a broad genus claim. 598 F.3d at
1341, 1354-55. And the issue in In re Ruschig was whether
a patent specification that disclosed a broad genus pro-
vided adequate written description support for a later-
claimed species. 379 F.2d at 993-96. Here, in contrast, the
dispute is whether there is adequate written description
support in the ’048 provisional’s disclosure of —NHC(O)—
Cs2-Ci2-alkyl for the 953 patent’s disclosure of —NHC(O)—
Ci-alkyl. That is, whether “2” provides adequate written
description support for “1.”

And, as we explained in Lockwood v. American Air-
lines, Inc., the written description standard applies for pur-
poses of priority. 107 F.3d 1565, 1571 (Fed. Cir. 1997).
That 1is, “[i]jn order to gain the benefit of the filing date of
an earlier application under 35 U.S.C. § 120, each
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application in the chain leading back to the earlier applica-
tion must comply with the written description requirement
of 35 U.S.C. § 112.” Id. (citation omitted); see also New
Railhead Mfg., LLC v. Vermeer Mfg. Co., 298 F.3d 1290,
1294 (Fed. Cir. 2002) (“[FJor [a] non-provisional utility ap-
plication to be afforded the priority date of [a] provisional
application, . .. the written description of the provisional
must adequately support the claims of the non-provisional
application.”).

Furthermore, this case is unlike our line of cases con-
cerning the correction of errors in issued patents, as argued
by the parties and decided by the district court. In In re
Oda, our predecessor court explained that the United
States Patent and Trademark Office can reissue patents
with corrections pursuant to 35 U.S.C. § 251 that add “[n]o
new matter,” so long as one of skill in the art would con-
sider the error to be “obvious.” 443 F.2d 1200, 1203-04
(CCPA 1971); see 35 U.S.C. § 251 (permitting the Patent
Office to “[r]eissue . . . defective patents” with corrections).
But this case is not before the Patent Office, and a change
from Cz to C; has not been shown here to be a correction of
an obvious error.

And, in Novo Industries, L.P. v. Micro Molds Corp., we
explained that a district court can “correct an error in a pa-
tent by interpretation of the patent where no certificate of
correction has been issued” only when “(1) the correction is
not subject to reasonable debate based on consideration of
the claim language and the specification and (2) the prose-
cution history does not suggest a different interpretation of
the claims.” 350 F.3d 1348, 1354 (Fed. Cir. 2003). The in-
stant case does not concern the power of a district court to
correct an error in an issued patent, and, even if it did, the
existence of an error in the ’048 provisional is certainly
“subject to reasonable debate.” Thus, neither Oda nor
Novo applies here.
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As noted, the district court in this case determined that
the ’953 patent was not afforded the 048 provisional’s filing
date because there was no obvious typographical error in
the '048 provisional that it had the power to correct, and
the 953 patent therefore broadened the scope of the patent
such that it could not claim priority from the 048 provi-
sional. Decision, 2024 WL 5203036, at *6—8. Although the
district court focused on its power to correct a purported
typographical error and did not apply the written descrip-
tion standard, we proceed to do so. See Slip Track Sys. v.
Metal-Lite, Inc., 304 F.3d 1256, 1265 (Fed. Cir. 2002)
(“[B]ecause this court reviews de novo a grant of summary
judgment, it can apply the correct standard.”).

There being no error shown in an issued patent here,
the 1ssue in this case is whether there was a genuine dis-
pute of material fact as to whether the 048 provisional pro-
vided written description support for —NHC(O)—C;-alkyl
disclosed and claimed in the '953 patent. Enanta does not
dispute that Pfizer’s disclosure of nirmatrelvir anticipates
the claims of the '953 patent if the 953 patent is not af-
forded a priority date before Pfizer’s disclosure. See gener-
ally Opening Br. 1-61; Response Br. 23. Rather, Enanta
argues that it presented a dispute of material fact, whether
a skilled artisan would recognize the “Ce” in —NHC(O)—
Ca-Ciz-alkyl of the '048 provisional to be a typographical
error and therefore provided adequate written description
support for the 953 patent’s disclosure of —NHC(0)—C;-
Ciz2-alkyl, and that the district court therefore erred in
granting summary judgment. We disagree.

Whether the written description requirement of
35 U.S.C. § 112 is met in a given case is a question of fact.
Bradford Co. v. Conteyor N. Am., Inc., 603 F.3d 1262, 1268
(Fed. Cir. 2010). As noted, in order to be entitled to the
priority date of an earlier-filed application, each applica-
tion must comply with the written description requirement
of § 112, which “requires that the earlier application de-
scribe the later claimed invention, and do so in sufficient
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detail that one skilled in the art can clearly conclude that
the inventor was ‘in possession’ of the claimed invention as
of the filing date sought.” Id. at 1269 (citation omitted).

We conclude that the ’048 provisional does not convey
to a skilled artisan that the inventors possessed —
NHC(O)—Ci-alkyl at the time of the ’048 provisional’s fil-
ing date. The ’048 provisional and the 953 patent recite
two different ranges of chemical moieties. The former re-
cites —NHC(0O)—Cz-Ci2-alkyl and the latter recites —
NHC(O)—C;-Ciz2-alkyl. Cg1is simply different from C;, and
the 048 provisional’s disclosure of a range of Cz to Ci2 pro-
vides no support for the '953 patent’s disclosure of C; be-
cause the ’048 application explicitly includes an alkyl group
with two to twelve carbon atoms (i.e., —NHC(O)—C2-Ci2-
alkyl), and notably does not include an alkyl group with one
carbon atom (i.e., —NHC(0O)—C;-alkyl).

Enanta argues that its expert’s declaration creates a
genuine dispute of material fact that it disclosed and pos-
sessed —NHC(O)—Ci-alkyl at the time the ’048 provi-
sional was filed. We disagree.

Enanta’s expert points out that, before providing the
definition for “substituted,” the ’048 provisional defines “al-
kyl” as “saturated straight- or branched-chain hydrocarbon
radicals,” and explains that “C1-C4 alkyl,” ‘C1-Ce alkyl,” ‘C;-
Cs alkyl,” ‘Ce-Ci2 alkyl, ‘Ce-C4 alkyl,” or ‘Cs-Ce alkyl,” refer
to alkyl groups containing from one to four, one to six, one
to eight, one to twelve, 2 to 4 and 3 to 6 carbon atoms re-
spectively.” J.A. 124 (emphasis added). That is, he asserts
that there is an inconsistency between the listed “Cz-Ci2
alkyl” using numerals 2 and 12 and the corresponding writ-
ten numbers of “one to twelve . . . carbon atoms.” And, ac-
cording to Enanta’s expert, “a person of ordinary skill in
the art would understand that where there is a mismatch
between a numeral and a written number, . . . the numeral
1s likely to contain [the] typographical error;” thus “the
structure of the definition of ‘alkyl’ in the provisional
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application confirms that the typographical error is in the
phrase C2-Ci2 alkyl,” not the written number.” J.A. 4270.
The expert then opined that this typographical error in the
definition of “alkyl” shows that any later use of “C2-Ci2 al-
kyl” in the 048 provisional’s specification, such as the dis-
closure of —NHC(0)—Cs2-Ci2-alkyl, was likely also a
typographical error and should have been “—NHC(O)—C;-
Ciz alkyl.” J.A. 4271.

Enanta’s argument is unpersuasive because its expert
points to a purported typographical error in the general
definition of “alkyl,” not in the specific disclosure of —
NHC(O)—C2-Ci2-alkyl in the definition of “substituted.”
Compare J.A. 124 with J.A. 127. Although the expert also
offers an opinion that “a person of ordinary skill in the art
would understand that other references to ‘C2-Ci2 alkyl’ . . .
are likely to be erroneous as well,” J.A. 4271, the expert
points to nothing in the disclosure of —NHC(O)—Cs-Ci2-
alkyl in particular to show that a skilled artisan would un-
derstand the disclosed C2-Ci2 alkyl to provide support for
Ci alkyl.

As we have explained, “[e]ntitlement to a filing date . . .
extends only to that which i1s disclosed,” Lockwood,
107 F.3d at 1571-72, and —NHC(0O)—C;-alkyl was simply
not disclosed in the ’048 provisional. An expert opinion on
a typographical error contained elsewhere in the '048 pro-
visional does not render the former fact disputed. Cf. id. at
1572 (“It 1s not sufficient for purposes of the written de-
scription requirement of § 112 that the disclosure, when
combined with the knowledge in the art, would lead one to
speculate as to modifications that the inventor might have
envisioned, but failed to disclose. Each application in the
chain must describe the claimed features.”); Omega Eng’g,
Inc. v. Raytek Corp., 334 F.3d 1314, 1332 (Fed. Cir. 2003)
(“[E]xtrinsic evidence cannot be used to vary the plain lan-
guage of the patent document.”). There is no genuine issue
of material fact here.
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Enanta points to several other opinions of its expert for
support that the C2 in —NHC(0O)—Cs-Ci2-alkyl was likely
to have been a typographical error. See Opening Br. 52—
56. For example, Enanta’s expert pointed out that “C;-Ci2
alkyl” is listed under the definition of “substituted,” along
with other substituents with a C; alkyl group, and a skilled
artisan would therefore recognize that any substituent con-
taining a “Cq2-Ci2 alkyl” group was a typographical error
that should have been “C;-Ci2 alkyl.” J.A. 4271. Again,
these arguments do not concern the actual substituent at
issue, and do not change the fact that the 048 provisional
specifically discloses only —NHC(O)—Cz-Ci2-alkyl. In-
deed, the ’048 provisional specification is highly detailed,
providing dozens of specific chemical moieties presumably
described with great care under the definition of “substi-
tuted.” J.A. 127-28. We respect applicants’ statements in
their specification that they invented what was specifically
disclosed in the ’048 provisional, but similarly we conclude
that they did not invent what they did not disclose.

The issue in this case i1s akin to asking whether a dis-
closure of ethanol, a two-carbon alcohol regularly con-
sumed by people, would provide adequate written
description support for methanol, a one-carbon alcohol that
1s highly toxic to people. That example illustrates why a
disclosure of one chemical compound, or integer in this
case, cannot necessarily be a disclosure of another, even
one close by structurally.

The '048 provisional did not disclose —NHC(O)—C;-
alkyl. It therefore provided no written description support
for the 953 patent, so the 953 patent cannot be afforded
the ’048 provisional’s priority date. The district court
therefore properly granted summary judgment that the
'953 patent claims were anticipated by Pfizer’s disclosure
of nirmatrelvir.
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CONCLUSION

We have considered Enanta’s remaining arguments
but find them unpersuasive. For the foregoing reasons, we
affirm.

AFFIRMED
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App. P. 27(d)(2), Fed. R. App. P. 32(f), or Fed. Cir. R. 32(b)(2).

The foregoing filing complies with the relevant type-volume limitation of the
Federal Rules of Appellate Procedure and Federal Circuit Rules because it meets
one of the following:

the filing has been prepared using a proportionally-spaced typeface
and includes 3,830 words.

[] the filing has been prepared using a monospaced typeface and includes
lines of text.

] the filing contains pages / words /
lines of text, which does not exceed the maximum authorized by this
court’s order (ECF No. ).
Date: 07/23/2026 Signature: /s/ Barbara A. Fiacco
Name: Barbara A. Fiacco
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