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ln these claims, Amgen did not seek protection for any particular
antibody described by amino acid sequence. Instead, 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.

As part of its submission to the patent office, Amgen identified the
amino acid sequences of 26 antibodies that perform these two
functions, and it depicted the three-dimensional structures of two
of these 26 antibodies.” |
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FAmgen only offered scientists two methods to make other
antibodies that perform the binding and blocking functions it
described. The first method is what Amgen calls the “roadmap.” At a
high level, the roadmap directs scientists to: (1) generate a range of
antibodies in the lab; (2) test those antibodies to determine whether
any bind to PCSK9; (3) test those antibodies that bind to PCSK9 to
determine whether any bind to the sweet spot as described in the
claims; and (4) test those antibodies that bind to the sweet spot as
described in the claims to determine whether any block PCSK9 from
binding to LDL receptors. The second method is what Amgen calls
“conservative substitution.” This technique requires scientists to: (1)
start with an antibody known to perform the described functions; (2)
replace select amino acids in the antibody with other amino acids
known to have similar properties; and (3) test the resulting antibody
to see if it also performs the described functions.
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[The Federal Circuit affirmed. It determined that “no reasonable
factfinder could conclude” that Amgen had provided “adequate
guidance” to make and use the claimed antibodies “beyond the
narrow scope of the [26] working examples” it had identified by
their amino acid sequences. ]
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FAmgen seeks 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 antibodies that it has
not.
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[t freely admits that it seeks to claim for itself an entire universe
of antibodies. Still, it says, its broad claims are enabled because
scientists can make and use every undisclosed but functional
antibody if they simply follow the company’s “roadmap” or its
proposal for “conservative substitution.” We cannot agree. |
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[These two approaches amount to little more than two research
assignments. The first merely describes step-by-step Amgen’s own
trial-and-error method for finding functional antibodies-calling on
scientists to create a wide range of candidate antibodies and then
screen each to see which happen to bind to PCSK9 in the right place
and block it from binding to LDL receptors. The second isn't much
different. It requires scientists to make substitutions to the amino
acid sequences of antibodies known to work and then test the
resulting antibodies to see if they do too—an uncertain prospect
given the state of the art. |
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['Section 112 of the Patent Act reflects Congress’s judgment that if
an inventor claims a lot, but enables only a little, the public does not
receive its benefit of the bargain. - - - The judgment is Affirmed |
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