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Few aspects of US patent practice have proven more inscrutable for applicants both
domestic and abroad than the current subject matter eligibility standards defined by 35 U.S.C. §
101. The lack of clarity surrounding what constitutes patent-eligible subject matter has led to
inconsistent court judicial decisions that cascade into inconsistent examination practices at the
USPTO, and trickle down to sow confusion among inventors. Originally established in Mayo
Collaborative Services v. Prometheus Laboratories, Inc. (2012) and subsequently expanded in
Alice Corp. v. CLS Bank Int'l (2014), the Supreme Court’s framework for subject matter
eligibility requires that eligibility be assessed through a two-part test. First, a determination is
made as to whether the claims are directed to one of the defined “exceptions” to patent-eligible
subject matter, such as laws of nature, natural phenomena, or abstract ideas. If so, the second step
asks whether the claims recite an inventive concept that satisfies the nebulous “significantly more”
threshold and transforms the otherwise ineligible subject matter into patent-eligible claims.

The rapid development of Al-related technologies in recent years has amplified the
challenges posed by the current eligibility framework. Al inventions often involve algorithms,
data processing techniques, or computational models that are frequently classified as abstract
ideas under the Alice/Mayo test. This has led to an increasing number of rejections for Al-related
patent applications under Section 101, with courts and the United States Patent and Trademark
Office (USPTO) struggling to fairly and consistently determine eligibility. Some proponents of
reform say that this general unfriendliness to Al inventions places the United States at risk of
falling behind other jurisdictions, such as Europe, China, and Japan, where patent eligibility
standards for AT and other emerging technologies are perceived as more accommodating.

In response to the ongoing concerns regarding subject matter eligibility, the Patent
Eligibility Restoration Act (PERA), originally introduced to the Senate in 2023 by Senators Thom
Tillis (R-NC) and Christopher Coons (D-DE), aims to address the deficiencies of the current
framework by providing clear and consistent guidelines for determining patent eligibility.
Particularly, PERA seeks to retain the existing statutory categories of eligible subject matter
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(namely, process, machine, manufacture, or composition of matter) while introducing a utility-
based standard defining that “Any invention or discovery that can be claimed as a useful process,
machine, manufacture, or composition of matter, or any useful improvement thereof, is eligible
for patent protection.” The ambiguous judicial exceptions created under the Alice/Mayo test
would be replaced with a list of specifically enumerated statutory exceptions, including
mathematical formulas standing alone and not claimed as part of a useful process, machine,
manufacture, or composition of matter ; mental processes performed solely in the mind of a
human being ; unmodified genes; unmodified natural materials ; and processes that are
substantially economic, financial, business, social, cultural, or artistic in nature.

If enacted, PERA is expected to return Section 101 to the status it occupied prior to
the Alice/Mayo decisions as a formal requirement, and allow patentability assessments to focus
on the classical novelty and non-obvious requirements of 35 U.S.C. § 102 and § 103. This
change would greatly simplify the examination of inventions related to technologies such as
software/Al and medical diagnostics that have faced challenges under the recent Alice/Mayo
framework, and bring U.S. patent law into closer alignment with the standards of other countries.

Supporters of PERA argue that the new legislation would restore clarity and
consistency to patent eligibility determinations, enabling courts and the USPTO to apply the law
more predictably. As a result, inventors and investors, it is argued, would have greater confidence
that their inventions are patent-eligible from the outset, encouraging research and development in
critical areas such as Al, medical diagnostics, and computing.

Despite its potential benefits, PERA has faced criticism from some stakeholders.
Critics argue that removing the Alice/Mayo judicial exceptions could lead to the “privatization of
information,” particularly in cases involving natural phenomena or newly discovered laws of
nature. For instance, concerns have been raised about the patentability of claims that merely
describe natural correlations, such as the relationship between a biomarker and a disease.
Opponents worry that such patents could hinder research and increase costs for subsequent
innovation.

Another concern involves the potential for “magic words” to render otherwise
ineligible claims patent-eligible. For example, critics question whether adding phrases like
“performed on a computer” or “implemented in a manufactured device” would circumvent PERA’
s exclusions. Supporters counter that other statutory requirements, such as novelty ( § 102), non-
obviousness ( § 103), and adequate written description ( § 112), would prevent the granting of
overly broad or trivial patents.

The Patent Eligibility Restoration Act represents a significant legislative effort to
address the long-standing challenges associated with subject matter eligibility under 35 U.S.C. §
101. By eliminating the Alice/Mayo judicial exceptions and providing clear subject matter
eligibility guidelines, PERA seeks to restore clarity, consistency, and confidence in the U.S. patent
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system. While concerns about potential overreach and unintended consequences remain, PERA’s
supporters contend that the legislation would align the U.S. with international standards, foster
innovation, and secure the nation’s competitive edge in emerging technologies. With hearings
before the Senate Judiciary Committee having been held in 2024 and bi-partisan support, further
developments on PERA legislation are anticipated in 2025, pending re-introduction of PERA in
the new Congressional session. As the legislative process unfolds, the future of subject matter
eligibility in the U.S. hangs in the balance, with implications that will shape the trajectory of
innovation for years to come.



