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On April 16, 2026, the US Court of Appeals for the Federal Circuit issued a precedential decision in Teva
Pharmaceuticals International GmbH v. Eli Lilly and Company, No. 2024-1094 (Fed. Cir. Apr. 16, 2026), reversing
the district court’s grant of judgment as a matter of law that the asserted claims lacked adequate written
description and enablement under 35 USC § 112.1 The Federal Circuit found that the district court applied an
overly stringent standard that failed to account for the well-established background knowledge in the field and
the specific nature of the claimed invention as a method of treatment.i Previously, Lilly successfully challenged

Teva’s related composition of matter patents claiming the same genus of humanized anti-CGRP antibodies in
inter partes review proceedings that were affirmed by the Federal Circuit.

The technology and patents at 1ssue

Calcitonin gene-related peptide (CGRP) is a neuropeptide associated with migraines, and blocking CGRP
signaling through antagonist antibodies has become an important therapeutic approach. Anti-CGRP antagonist
antibodies can be made in mice, and “humanization” refers to the process of converting nonhuman antibodies

into a form that the human immune system will not reject, resulting in “humanized” antibodies.l Teva’s patents
(sometimes referred to as the “headache patents”) claim a method for treating headaches by administering any

humanized monoclonal anti-CGRP antibody.iV Expert testimony indicated that a very large number of antibodies
would need to be screened in order to identify those that could antagonize CGRP.Y

While there were no humanized versions of anti-CGRP antagonist antibodies in the prior art, it was undisputed
that the prior art was “replete with exemplary disclosures of anti-CGRP antagonist antibodies,” techniques for
making such antibodies were “extensively described in the prior art,” and humanization “was a well-established

and routine procedure.”V! Lilly itself made those same points in arguing obviousness during the earlier inter
partes review proceedings against Teva’s anti-CGRP antibody patents.

The Teva headache patents disclosed only one exemplary humanized anti-CGRP antagonist antibody, referred
to as “G1,” but also disclosed several mouse (murine) anti-CGRP antagonist antibodies. The specification also
states that “anti-CGRP antagonist antibodies may be made by any method known in the art” and referenced

established prior-art methods for humanizing antibodies.”I! Based on the data in the specification and the
testimony heard at trial, the district court acknowledged that a jury could have found “that a person of ordinary
skill would have ... understood from the specification that a// humanized anti-CGRP antagonist antibodies would

treat headache.”Viii

Written description: Using a well-known genus as part
of a different mmvention

The written description requirement demands the specification demonstrate that the inventor was “in
possession” of the claimed invention as of the filing date. According to the Federal Circuit’s en banc decision in
Ariad Pharmaceuticals, Inc. v. Eli Lilly & Co,* generally, a genus can be disclosed by either “a representative

number of species falling within the scope of the genus” or “structural features common to the members of the
genus so that one of skill in the art can ‘visualize or recognize’ the members of the genus.”

In life sciences, where genus claims may encompass vast numbers of compounds, this can be a daunting
standard. For example, the Federal Circuit invalidated genus claims for lack of written description in AbbVie


https://www.cafc.uscourts.gov/opinions-orders/24-1094.OPINION.4-16-2026_2677411.pdf

Deutschland GmbH v. Janssen Biotech, IncX (disclosing more than 300 exemplary antibodies) and Juno

Therapeutics, Inc. v. Kite Pharma, IncX (disclosing two embodiments from a known class; “Even accepting that
scFvs were known and that they were known to bind, the specification provides no means of distinguishing
which scFvs will bind to which targets.”).

In Teva, the court acknowledged the Ariad written description standard, but then pivoted to “analyzing written
description in circumstances like those here—where a claim pertains to a well-known genus that is not, itself, the

invention.” !

The court started with Ajinomoto Co. v. International Trade Commission — the only binding precedent in this part
of the court’s analysis that post-dates Ariad —for the proposition that the specification could be “read in light of
the background knowledge in the art” to find a representative number of species, where the genus “was already
well explored,” techniques for producing the relevant functionality were “well known,” and those “well-known

techniques” were not the core invention.” il

The court then turned to /n re Herschler, a case from 1979 that in turn relied heavily on the reasoning from a
1963 plurality opinion from /n re Fuettererfor the proposition that an inventor does not necessarily need to

identify every member of a genus that is not, itself, the inventionXV In a footnote, the court quoted a more recent
case from the US District Court for the Eastern District of Texas, Erfindergemeinschaft UroPep GbR v. Eli Lilly &
Co., to emphasize that “when a genus is well understood in the art and not itself the invention but is instead a

component of the claim, background knowledge may provide the necessary support for the claim.”V
Applying those cases, the court concluded that a reasonable jury could find that:

1. The claimed invention was the use of anti-CGRP antagonist antibodies to treat headache, not the
antibodies themselves.

2. Nonhumanized anti-CGRP antagonist antibodies and methods of humanization were well-established in the
art.

3. The specification could have led a skilled artisan to understand that all humanized anti-CGRP antagonist

antibodies would treat headache XVi

Notably, the court found this conclusion was supported, in part, by Lilly’s own statements during inter partes
review proceedings in which it successfully challenged Teva’s anti-CGRP antibody claims as unpatentable XVil

Lilly argued that humanized anti-CGRP antibodies were not known in the prior art at all (much less well-known),

and that murine antibodies could not be representatives of a humanized antibody genus.""iii In rejecting that
argument, the court reasoned that the jury could find humanization was a routine step, and that the specification

explicitly disclosed humanization and identified prior-art methods for accomplishing it XX Thus, the court
effectively accepted a single representative humanized antibody, combined with murine antibodies, and the
“routine” process of humanization, as demonstrating possession of the entire genus of humanized anti-CGRP
antibodies.

The court also rejected Lilly’s reliance on University of Rochester v. G.D. Searle and Ariad because the patents
in those cases did not disclose any compounds that could be used in the claimed methods, nor was there any

evidence that such compounds were known.** By contrast, the specification in Tevaincluded one example that
could be produced from a well-known class of antibodies using a routine procedure, along with data that a
skilled artisan would understand to show that any humanized anti-CGRP antibody would be effective for the

claimed method of treatmentXXi

Enablement: Claim scope defined by specific use

As with written description, the standard for enablement of genus claims in life sciences cases has been
demanding. The US Supreme Court’s unanimous decision in Amgen Inc. v. Sanofireinforced that a patentee
claiming an entire class of compositions “must enable a person skilled in the art to make and use the entire

class” (emphasis added).*¥ii Applying this principle, the Federal Circuit found a lack of enablement for genus
claims in Baxalta Inc. v. Genentech, IncX¥il and Idenix Pharms. LLC v. Gilead Scis. IncXV



The Teva court reiterated the foundational principle that the specification must teach persons of ordinary skill in
the art to make and use the full scope of the claimed invention without undue experimentation, and that the

scope of enablement must be commensurate with the scope of the claim.**V However, the court went on to
distinguish Amgen and Baxalta by characterizing Teva’s claims as narrow in functional scope, as opposed to

claiming the entire antibody genus “for any and all purposes.”™ Vi Rather, the Teva claims covered only the use
of humanized anti-CGRP antagonist antibodies to treat headaches X*Vil

The court reasoned that, in light of the well-known status of anti-CGRP antibodies and the routine nature of
humanization, the only determination a person of skill would need to make is which humanized anti-CGRP

antagonist antibodies treat headache *Viil That determination was already made, because a reasonable jury
could have found that all humanized anti-CGRP antagonist antibodies work for that specific therapeutic

purpose XX As a result, unlike Amgen and Baxalta, a practitioner did not need to identify and screen vast
numbers of candidate antibodies to determine which ones are effective for treating headache, as the answer was
effectively already known. In other words, even assuming in Lilly’s favor that making all anti-CGRP antagonist
antibodies would require screening a very large number of candidates, and that the time and expense of doing

so could constitute undue experimentation, such experimentation would not be required.**X

The court also distinguished /denix on its record, noting that while the evidence in /denix did not support a
finding that all members of the claimed genus would be effective for the claimed therapeutic use, in the Teva
case, Lilly did not dispute that the jury could have found that all humanized anti-CGRP antagonist antibodies treat

headache i

Conclusion

The Federal Circuit’s decision in Teva v. Eli Lilly introduces an important distinction between claims directed to a
novel genus of compounds and claims directed to the use of a well-known genus for a specific therapeutic
purpose. Practitioners should carefully consider how this framework may affect the drafting, defense and
challenge of method-of-use and genus claims in the pharmaceutical and biotechnology space.
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