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PATENT ELIGIBILITY The US Supreme
Court’s holdings in Mayo!", Myriad?,
and Alice’!, recent decisions by the US
Court of Appeals for the Federal Cir-
cuit, and non-binding USPTO examina-
tion guidelines have drastically altered
expectations regarding patent-eligible
subject matter under 35 U.S.C. § 101
and have intro-

ers, even if synthetic, (University of
Utah Research’®) have all been held
to be patent-ineligible subject matter
by either the Supreme Court or Feder-
al Circuit.

Based on the Supreme Court’s hold-
ings, the USPTO recently issued the
2014 Interim Guidance on Patent Sub-

ject Matter Eli-

duced a need to
strategically reas-
sess both mature
and developing

Transformative Subject Matter
Patent-Eligibility in the US

gibility (“Inter-
im Guidance””).
While the Inter-
im Guidance is

patent portfolios.

In Alice, the Supreme Court spelled
out Mayo’s determination of patent-el-
igibility as a two-part test: (1) “deter-
mine whether the claims are directed
to a patent-ineligible concept” (i.e., ju-
dicial exceptions such as laws of nature,
natural phenomena, or abstract ideas),
and then (2) determine “whether the
claim’s elements, considered both in-
dividually and as an ordered combina-
tion, transform the nature of the claims
into a patent-eligible application.”™

So far, methods depending only on
the natural process of drug metabolism
(Mayo), naturally occurring DNA seg-
ments isolated from the genome (Myr-
iad), cloned animals for which nothing
in the claims or specification suggested
a relevant difference as compared to
naturally occurring donor animals (In
Re Roslin Institute”), and DNA prim-

not legally bind-
ing, the USPTO examiners use
it as their guide for examination of
patent applications.

The case law and Interim Guidance
put a heavy burden on applicants to
show subject matter patent-eligibili-
ty, yet significantly narrow the scope
of allowable claims. Existing portfoli-
os should be carefully reviewed to de-
termine whether US claims meet pat-
ent-eligibility requirements and, if not,
whether support exists for adding a
limitation to avoid judicial exceptions
in a pending, continuing, or, possibly,
a reissue application. Care must be tak-
en in drafting new patent applications
to withstand § 101 scrutiny in the US,
while not unnecessarily limiting the ap-
plications for prosecution outside the
US, where subject matter eligibility
standards are different!"". L]
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