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The U.S. Court of Appeals for the Federal Circuit issued two significant
decisions last year that affect the protection of biotechnology through the
use of functional genus claims — Amgen Inc. v. Sanofi[1] and Juno
Therapeutics Inc. v. Kite Pharma Inc.[2][3]

The decisions are specifically focused on the two separate requirements
imposed by Title 35 of the U.S. Code, Section 112(a): written description
in Juno, and enablement in Amgen.[4]

In both cases, the Federal Circuit analyzed the disclosure of the patents
and found the disclosure was not commensurate with the scope of the
relevant claims. In addition to affecting the state of the law on Section
112, each of these decisions had an immediate economic impact on the
parties involved.

The Juno decision overturned a $1.2 billion judgment.[5] The Amgen
decision — and underlying decisions — allowed the continued marketing of
Praluent, presumably in direct competition with Amgen's Repatha.[6]

Neither case is fully resolved. Amgen filed a petition for a writ of certiorari L \
with the U.S. Supreme Court, and the Supreme Court has invited the Katherine Leonard
solicitor general to file a brief expressing the view of the United States.[7]
Juno is likely to file a petition for a writ of certiorari this month.[8]

Amgen and Enablement of Functional Genus Claims
The Amgen case has been pending since 2014 and has included two jury

trials, two appeals to the Federal Circuit, two petitions for rehearing en
banc and two petitions for a writ of certiorari, one of which is pending.[9]

The first Federal Circuit decision, in October 2017, addressed both written
description and enablement.[10] Following the Federal Circuit's decision,
Amgen filed its first petition for writ of certiorari with the Supreme Court, addressing only
questions of written description. The petition was denied in 2019.[11]
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The relevant Amgen patents claim antibodies that are "defined by their function: binding to
a combination of sites (residues) on the PCSK9 protein, in a range from one residue to all of
them; and blocking the PCSK9/LDLR interaction."[12] The shared specification of the
patents discloses:

e The amino acid sequences for 26 antibodies, including the antibody marketed by
Amgen as Repatha.[13]

e The three-dimensional structures for two antibodies and where those antibodies bind
to PCSKO9.

e Standard antibody-making techniques.[14]



At the second trial, five patent claims were in question and the issues of written description
and enablement were tried to the jury. The jury invalidated only two of the five claims, both
for lack of written description. The district court then granted judgment as a matter of law
for lack of enablement of the three claims not found invalid by the jury.

Amgen appealed the JMOL for lack of enablement to the Federal Circuit, which affirmed.
Using the In re: Wands[15] factors, the court found undue experimentation was required,
because:

e The claims are far broader in functional diversity than the disclosed examples;
e The invention's field is unpredictable;

e The only way to discover undisclosed examples was through either trial and error or
the road map, which "does not provide significant guidance or direction."

Following the Federal Circuit's decision, Amgen, again, filed a petition for rehearing en banc,
which was denied in June 2021. Five months later, Amgen filed a petition for a writ of
certiorari, which is pending.[16]

Juno and Written Description of Functional Genus Claims

The Juno case lacks the second iteration present in Amgen. The case was filed in 2017 and
tried before a jury in December 2019. The jury found Kite willfully infringed Juno's patent
and also found the patent claims had adequate written description and were enabled.[17]

Juno's patent claims are directed to chimeric antigen receptor T-cell therapies including an
element, like a single-chain antibody variable fragment, or scFv, to bind a target, like CD19
— a protein on B-cell lymphoma and leukemia cells.[18] The specification disclosed two
example scFvs: one targeting CD19 and one targeting prostate-specific membrane antigen,
a protein on prostate cancer cells.

The Federal Circuit analyzed the Juno claims under the Ariad factors and found:

e The field was considered young and unpredictable with little existing knowledge and
prior art;

e ScFvs were known at the time, but the two examples disclosed were not enough to
be representative species; and

e ScFvs were known to have common structural similarities, but the disclosure failed to
disclose structural features to guide which scFvs actually bind a target versus those
that cannot.[19]

Following the court's decision, Juno filed a petition for rehearing en banc, which was denied
in late January 2022. Shortly after, Juno filed for an extension of time — until June 13, 2022
— to file a petition for writ of certiorari, which was granted by the Supreme Court on March
7.[20]

How Does Disclosure and Functional Genus Claiming Promote Innovation?



The parties in Juno and Amgen, the Federal Circuit and various third parties have addressed
the impact of the requirement of Section 112 on the promotion of invention. Essentially,
there are two competing views, both claiming to promote innovation, albeit in drastically
different ways.

For example, the patentee perspective is stated in Amgen's most recent Supreme Court
petition:

In the pharmaceutical and biotech industries, significant breakthroughs often involve
identifying the mechanism for producing a desired effect and making a working
embodiment. That mechanism, however, may have the same effect when
implemented in any number of structurally similar compounds. "The central feature
of patent law" in those fields thus is the genus claim — patent claims that use
functional language or generic formula to cover embodiments of the invention
(species) that share a common attribute or property. Such claims are essential to
offering patent protection commensurate with the invention's scope. Drawing claims
to cover only particular embodiments does not provide patent protection on the fruits
of the inventor's investments.[21]

The competitor perspective is summarized by Federal Circuit Judge Alan D. Lourie, in a
separate opinion denying Amgen's petition for rehearing en banc:

[E]nablement is part of our law, and for good reason. One should not gain exclusivity
over claimed subject matter without disclosing how to make and use it. And if one
considers that one has invented a group of compositions defined by a genus but does
not know enough to fully enable that genus, one would suppress innovation if one
were able to claim such a broad genus, not enhance it. Amgen, by asserting such
broad, unsupported claims is doing just that, by trying to control what it has not
invented.[22]

These are not the only examples of the policy debate underlying the sufficiency of a
patentee's disclosure for purposes of enablement and/or written description. Several amici
briefs were filed as part of the appeals and petitions associated with the Amgen and Juno
cases.[23]

Supreme Court Involvement

Assuming Juno files a petition for writ of certiorari raising a question similar to that in its
petition for rehearing en banc, the three potential questions for the Supreme Court are as
follows:

1. Whether enablement is a question of fact to be determined by the jury — or a question of
law that the court reviews without deference?[24]

2. Whether the specification must enable those skilled in the art to reach the full scope of
claimed embodiments without undue experimentation?[25]

3. Whether Title 35 of the U.S.Code Section 112(a) requires a written description separate
from enablement?[26]

There are a few reasons the Supreme Court may or may not take up these questions. For
the first question, the strangely divided nature of the Section 112(a) inquiry — enablement
is a question of law whereas written description is a question of fact — was recently



questioned by the Federal Circuit itself in its 2021 Amgen Inc. v. Sanofi decision.[27]

And, in 2015, the Supreme Court decided on a similar issue of legal standard in Teva
Pharmaceuticals USA, Inc. v. Sandoz, Inc. ("Should the [Federal Circuit] review the district
court's factfinding de novo as it would review a question of law?").[28] The court could
correct the incongruity by deciding the narrow question presented. Nevertheless, the court
has also turned down cases raising a similar question of legal standard as recently as last
year.[29]

The second question is regarding what legal test should apply to enablement. While this
question is broader than the first, the Supreme Court has decided on similar questions in
the past 15 years:

The 2017 Nautilus Inc. v. Biosig Instruments Inc. decision;

The 2016 Halo Electronics Inc. v. Pulse Electronics Inc. decision;

The 2021 Bilski v. Kappos decision; and

The 2007 KSR International Co. v. Teleflex Inc. decision.[30][31][32][33]

In these cases, the court disapproved of the legal tests applied by the Federal Circuit for
indefiniteness, exceptional cases, unpatentable subject matter, and obviousness
respectively.[34] Yet, as with the first question on legal standard, the Supreme Court has
recently denied petitions presenting similar, but not identical, challenges.[35]

The third potential question presents a general challenge to the written description
requirement. The Supreme Court turned down a similar challenge following the Federal
Circuit's en banc decision in Ariad.

And, more recently, the court turned down Amgen's challenge of a similar issue in 2019,
after the first trial and first Federal Circuit decision.

The most recent similar patent question decided by the Supreme Court is probably the
2017 TC Heartland LLC v. Kraft Foods Group Brands LLC decision,[36] which involved the
requirements of the patent venue statute and its interplay with the general venue statute.

In TC Heartland, the court found the statute was more restrictive than the Federal Circuit's
interpretation.[37] Whereas, in Juno, the Supreme Court may likely be asked to make the
requirements of Section 112(a) more permissive — removing the written description
requirement.

In the Meantime

Assuming the Supreme Court does not take up any of the three questions, do functional
genus claims still stand a chance? A dichotomy of outcomes is presented in two recent
district court decisions involving biotechnology inventions.

In the January Baxalta Inc. v. Genentech Inc.[38] decision in the U.S. District Court for the
District of Delaware, U.S. Circuit Judge Timothy Dyk — sitting by designation — granted a

motion for summary judgment for lack of enablement of functional genus claims to certain
antibodies.

Specifically, Judge Dyk noted that "[t]here are millions of candidate antibodies within the
genus and a dearth of working examples of those that satisfy the claim limitations."[39]



Conversely, in the 2021 Trustees of University of Pennsylvania v. Eli Lilly and Co.[40]
decision, U.S. District Court for the Eastern District of Pennsylvania denied summary
judgment motions of invalidity for lack of enablement and written description.

The court determined that "a jury could reasonably conclude that the [in the pha] describes
a representative humber of species" and further that "the jury could find that the [patent]
provides significant guidance, that the working examples are relevant to the method of [the
claim], and that any experimentation necessary would be merely routine."[41]

Consequently, even if the Supreme Court does not intervene in either Amgen or Juno,
functional genus claims may still survive — at least through summary judgment.

While a single case holding is not likely the shift in the Section 112 inquiry patent owners
are seeking with Supreme Court intervention, it is an indication that individual facts in a
biotechnology patent case are still important — that there is no categorical rule for
functional genus claims.[42] At least, not yet.
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