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General: Enablement and written description requirements with respect to claims are
judged as of the priority date of a patent. A later existing state of art is not
considered in the enablement analysis of a claim. Similarly, the written
description requirement is in view of what is claimed and whether the
specification reasonably conveys possession of the claimed subject matter as
of the filing date of the patent.
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I Facts

Novartis Pharmaceuticals Corporation owns U.S. Patent No. 8,101,659 (“the ‘659 patent”),
which includes claims directed to a pharmaceutical combination of valsartan and sacubitril. The
pharmaceutical combination is sold under the brand name Entresto, and is used for treatments of
heart failure. In 2023 alone, the sales of Entresto totaled more than $3 billion. Claim 1 of the ‘659
patent is reproduced below:

1. A pharmaceutical composition comprising:

(1) the AT 1-antagonist valsartan or a pharmaceutically acceptable salt thereof;
(i1)) the NEP inhibitor [sacubitril] or [sacubitrilat] or a pharmaceutically
acceptable salt thereof; and

(ii1) a pharmaceutically acceptable carrier;

wherein said (i) AT 1-antagonist valsartan or pharmaceutically acceptable salt
thereof and said (i1) NEP inhibitor [sacubitril] or [sacubitrilat] or
pharmaceutically acceptable salt thereof, are administered in
combination in about a 1:1 ratio.

Valsartan is an angiotensin receptor blocker (ARB) that prevents angiotensin II (a hormone
that regulates blood pressure by constricting blood vessels) from binding to its receptor, thereby
reducing the constricting effects of angiotensin II. Sacubitril is a neutral endopeptidase (NEP)
inhibitor that also reduces blood constriction, but through a different mechanism not involving
angiotensin. The patent explains that “just considering any combination of drugs having different
modes of action does not necessarily lead to combinations of advantageous effects.” However, it
was “surprisingly [] found that[] a combination of valsartan and a NEP inhibitor achieves greater
therapeutic effect than the administration of valsartan, ACE inhibitors or NEP inhibitors alone.
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In 2019, MSN Pharmaceuticals, Inc., MSN Laboratories Private Ltd., and MSN Life Sciences
Private Ltd. (collectively, “MSN”) submitted an abbreviated new drug application (ANDA) to
obtain FDA approval to market and sell a generic version of Entresto. Novartis sued MSN and
other generic manufacturers, alleging the filing of the ANDA directly infringed claims 1-4 of the
‘659 patent. At claim construction, the parties disputed a single term of the ‘659 patent “wherein
said [valsartan and sacubitril] are administered in combination”. MSN argued that term limited
the claim to administration of the active agents valsartan and sacubitril as two separate
components. To support this, MSN noted that Entresto includes a complex of non-covalently
bonded valsartan and sacubitril. Novartis argued that the term should not be so limited and be
given its plain and ordinary meaning.

The district court agreed with Novartis, noting that the intrinsic record is silent on whether
sacubitril and valsartan must be separated (and not complexed). At the time of filing of the
application, the complex formed by sacubitril and valsartan had not been discovered. The Court
then looked into whether the ‘659 patent was invalid on grounds of obviousness, lack of written
description, and non-enablement. The court found the claims invalid for lack of written
description.

II. Issue

Can a claim directed to a combination of pharmaceutical reagents cover a complex that forms
between the two reagents, even if the application does not describe the complex?

II1. Discussion

Yes. The written description inquiry is directed to what is claimed. “A specification
adequately describes an invention when it ‘reasonably conveys to those skilled in the art that the
inventor had possession of the claimed subject matter as of the filing date.” The scope of what is
claimed is determined through claim construction. The court noted that throughout the
specification, the application describes administering combinations of valsartan and a NEP
inhibitor, whether administered simultaneously or sequentially. The court found this was a
disclosure of something being provided “in combination.” The fact that the complex formed
between valsartan and sacubitril was not discovered until four years after the priority date of the
‘659 patent does not affect the validity of the patent, since the claims are not claiming the complex.
Thus, the court reversed the district courts’ finding for lack of written description. The court also
found the specification enabled the claimed invention for similar reasons as found for the written
description. The specification must only enable the claimed invention as of the priority date of the
patent.

IV.Conclusion

Enablement of a claim is determined as of the priority date of the patent and is unaffected by
later arising technology. Similarly, the written description requirement is in view of the claim at
the time of the invention and is a separate analysis from infringement, including infringement by
a later arising invention.
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