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Amgen Inc. et al. v. Sanofi, et al.: “A New
Technology, But the Legal Principal Is the

Same”—Part 11

By Emily Savas, Hannah Thomas, and Steven Trybus

The Supreme Court Opinion

Justice Gorsuch authored a unanimous opinion
arching back to precedent from the 1800s uphold-
ing the Federal Circuit’s and district court’s deter-
minations that Amgen’s patent claims were invalid
tor lack of enablement.

The Court determined that Amgen claimed an
entire genus of antibodies, seeking “to monopolize
an entire class of things defined by their function”
while only oftering “persons skilled in the art little
more than advice to engage in ‘trial and error.””

As a result of the decision, future enablement dis-
putes will need to assess whether the patent speci-
fication in question provides enough information
to enable a POSITA to make and use the invention
with just a reasonable amount of experimentation.
These determinations will need to be made in view
of the nature of the invention and the underlying
art. Factors in this assessment will no doubt include
the breadth of the claims compared to the breadth
of the disclosure, whether the claims are defined by
function or structure, and the nature and predict-
ability of the art at issue.

The authors, attorneys with Locke Lord LLP, may be contacted
at esavas@lockelord.com, hannah.thomas@lockelord.com, and
steven.trybus@lockelord.com, respectively.

If the claims extend beyond the disclosure of the
invention in the patent, the claims will be invalid for
lack of enablement.

The Court’s View of Amgen’s Invention

One may well have accurately predicted the
Court’s ultimate decision by the second paragraph
of the opinion in which the Court defined Amgen’s
claimed invention as “a monopoly over all antibod-
ies that (1) bind to .. .and (2) block PCSKO. ...

The Court determined that “Amgen purported
to claim for itself ‘the entire genus’ of antibodies that
(1) ‘bind to specific amino acid residues on PCSK9,
and (2) ‘block PCSK9 from binding’ to LDL
receptors.” In contrast, the Court determined that
Amgen’s patent specifications disclosed only “the
amino acid sequences of 26 antibodies that perform
these two functions, and . . . the three-dimensional
structures of two of these 26 antibodies.”

Summing up the relationship of Amgen’s claims
to the disclosure in its specifications, the Court
determined that “Amgen secks to monopolize an
entire class of things defined by their function—
every antibody that both binds to particular areas of
the sweet spot of PCSK9 and blocks PCSK9 from
binding to LDL receptors. The record reflects that
this class of antibodies does not include just the



26 that Amgen has described by their amino acid
sequences, but a ‘vast’ number of additional anti-
bodies that it has not.”

Amgen argued that its claims were enabled
because scientists can “simply follow the com-
pany’s ‘roadmap’ or its proposal for ‘conservative
substitution.”” The Court disagreed and dismissed
those as “little more than two research assign-
ments” requiring POSITAs to engage in “pains-
taking experimentation.” The court plainly stated,
“[t]hat is not enablement .. . it is a hunting license.”
The Court also dismissed Amgen’s argument that
the Federal Circuit relied on the “cumulative time
and effort it takes to make every embodiment
within a claim,” finding instead that Amgen’s dis-
closure ofters “little more than advice to engage in
‘trial and error.”

The Well-Established Legal Standard for
Enablement Since 1790

The Court made clear that there is only “one
statutory enablement standard,” which requires that
“the more a party claims for itself the more it must
enable.”

In doing so, the Court related the history of
the enablement requirement that has existed
since 1790. The Court’s decision contains ful-
some discussions of the facts and legal principles
in its 1854 decision in O’Reilly v. Morse,' regarding
the invention of the telegraph, its 1895 decision
in The Incandescent Lamp Patent,® regarding a suit
against Thomas Edison on the electric light, and
its 1928 decision in Holland Furniture Co. v. Perkins
Glue Co.,” regarding starch glue. These cases assert
the long-standing principle that “the more a party
claims, the broader the monopoly it demands, the
more it must enable.”

Beginning its discussion with Morse, the Court
noted that the claim at issue in Morse covered “all
means of achieving telegraphic communication,
yet Morse had not described how to make and use
them all.”The Court in Morse found this claim to be
“too broad and not warranted by law”—"“no patent
could have issued on such a specification.”

The Court described a similar problem in
Incandescent Lamp in which Sawyer and Man, the pat-
ent holders, made a broad claim that encompassed
an electric lamp with an incandescing conductor
made of any “fibrous or textile material.” This broad
claim might have been permissible if Sawyer and

Man had disclosed “a quality common to fibrous
and textile substances that made them peculiarly
adapted to incandescent lighting,” but the patent
did not enable this broad claim and, instead, find-
ing a suitable fibrous or textile substance required
“painstaking experimentation.”

The Court then turned to the claim in Holland
Furniture which covered all starch glue that has
“substantially the same properties as animal glue.”
However, the specification only instructed glue
makers to “choose a starch ingredient with such
qualities that it would yield a product as good as
animal glue for wood veneering when combined
with three parts of water with alkali” This specifi-
cation described the starch ingredient in terms of
its “use or function” rather than its “physical char-
acteristics or chemical properties,” which in turn,
required “elaborate experimentation” to make the
patented invention.

The Court stated that “[w]hile the technolo-
gies in these older cases may seem a world away
from the antibody treatments of today, the deci-
sions are no less instructive for it.” The Court found
that its prior “decisions in Morse, Incandescent Lamp,
and Holland Furniture reinforce the simple statutory
command.”

That command is that “[i]f a patent claims an
entire class of processes, machines, manufactures,
or compositions of matter, the patent’s specifica-
tion must enable a person skilled in the art to make
and use the entire class. In other words, the speci-
fication must enable the full scope of the invention
as defined by its claims. The more one claims, the
more one must enable.”

The Court clarified that it was not requiring that
“a specification always must describe with particu-
larity how to make and use every single embodi-
ment within a claimed class.”” Rather, the Court
instructed that broad claims may be enabled by “an
example (or a few examples) if the specification also
discloses ‘some general quality .. . running through’
the class that gives it ‘a peculiar fitness for the par-
ticular purpose.””

Some measure of experimentation is allow-
able: “a specification [is not| necessarily inadequate
just because it leaves the skilled artist to engage in
some measure of adaptation or testing.” The Court
pointed to Wood v. Underhill,* and Minerals Separation,
Ltd. v. Hyde,? as establishing that “a specification may
call for a reasonable amount of experimentation to
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make and use a patented invention. What is reason-
able in any case will depend on the nature of the
invention and the underlying art.”

Here, regarding the nature of the invention and
the art, the Court noted that “aspects of antibody
science remain unpredictable.”” As such, the Court
found that Amgen’s claims “bear more than a

passing resemblance” to the claims at issue in Morse,
Incandescent Lamp, and Holland Furniture. The Court
held that “[mJuch as Morse sought to claim all
telegraphic forms of communication, Sawyer and
Man sought to claim all fibrous and textile materi-
als for incandescence, and Perkins sought to claim
all starch glues that work as well as animal glue for
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wood veneering, Amgen seeks to claim ‘sovereignty
over [an] entire kingdom’ of antibodies.”

Amgen’s and the Amici’s Policy Arguments
on Innovation Were Rejected

Amgen argued (and certain amici echoed the
argument) that invalidating these claims would
stifle innovation, and dry up the billions of dollars
needed to find new antibodies, as companies would
not make such investments if broad, functional
generic claims like those at issue here were unavail-
able as a reward.

The Court rejected Amgen’s policy argu-
ment, agreeing with the U.S. Government’s posi-
tion that, if new rules in this area are required, it
was up to Congress, not the Court. Specifically,
the Court stated that “striking the proper bal-
ance between incentivizing inventors and ensur-
ing the public receives the full benefit of their
innovations is a policy judgment that belongs to
Congress.”

What the Court Did Not Address

What the Court did not do in Amgen is to spe-
cifically state any particular way to determine
enablement under what it found to be the well-
established law. For example, although many of the
briefs and a portion of oral argument related to the
long-standing Wands factors as a potentially helpful
enablement test, the Court did not comment on
the Wands factors, or any other specific test, at all.
Rather, the Court left its discussion of the enable-
ment standard at the high level of its discussion of
the prior precedent, noting the factual nature of the
inquiry.

Conclusion
As many expected after the oral arguments, the
Supreme Court’s decision in Amgen is a general

confirmation of long-standing enablement law
with a clear indication that the determination of
whether the enablement standard is met is a fact-
specific question.

As the Supreme Court ended its opinion, this
case involved “new technology, but the legal prin-
ciple is the same” as it has been since 1790.

Ultimately, one takeaway from the Amgen opinion
is that broadly sweeping claims defined by function,
rather than by structure, will meet the enablement
standard only if there is enough disclosure in the
specification so that no more than a “reasonable
amount” of experimentation is need for a person
skilled in the art to make and use the claimed sub-
ject matter. Such disclosure can include identifying
a quality common to a functional embodiment.
However, without a common identifier, the test will
fall back to “the more a party claims, . . . the more
it must enable.”

What seems clear is that this opinion neither
dooms nor upholds all genus claims, including
functionally defined genus claims. It is equally
clear that it leaves unanswered, and at the heart
of enablement challenges to come, the question:
What is a “reasonable amount” of experimenta-
tion? That factual question and how to address
it, especially for functional claims and in the
unpredictable arts, has been left to the PTAB,
the district courts, and the Court of Appeals for
the Federal Circuit to refine over the next many
years.
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