June 8, 2021

The President

The White House

1600 Pennsylvania Avenue, N.W.
Washington, D.C. 20500

Dear Mr. President,

We, the undersigned civil rights, medical, scientific, technology, patient advocacy, and
environmental organizations, write to express our opposition to legislation or regulatory action
that would overturn established Supreme Court precedent and expand patent-eligible subject
matter to encompass abstract ideas, laws of nature, or natural phenomena. The doctrine of patent
subject matter eligibility developed over 150 years of Supreme Court jurisprudence promotes
innovation and competition by ensuring that the fundamental building blocks of invention cannot
be monopolized. However, for many years, the Patent and Trademark Office interpreted subject
matter eligibility more broadly. Recent Supreme Court case law reinvigorated the doctrine. The
current law incentivizes and rewards investment in new technology, without hampering
innovation, by granting a period of exclusivity to specific new inventions while protecting access
to knowledge and ideas. Allowing patents on abstract ideas, laws of nature, or natural
phenomena would harm consumers by stymieing competition and thwart technological
innovation in areas ranging from medicine, to software, and green technology by restricting use
of “the basic tools of scientific and technological work.”?

The Patent Act allows patents to be granted for any new and useful process, machine, article of
manufacture, or composition of matter, as well as for any improvement to such inventions.? The
Supreme Court has distinguished between “the building blocks of human ingenuity,” which are
ineligible for patent protection, and inventions that “integrate the building blocks into something
more,” which if original are entitled to patent protection.® The Court has developed a robust
body of case law clarifying the limits on patent eligibility and establishing important protections
to promote free access to abstract ideas, laws of nature, and natural phenomenon.

In 2019, some members of the House and Senate proposed legislation that would abrogate all
case law establishing and interpreting this limitation on subject matter eligibility. In March of
2021, in a letter to the Commissioner for Patents, four senators reasserted their belief in the need
for congressional action and requested that the Patent and Trademark Office issue a report on
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patent eligibility jurisprudence.* And just last week, Senator Tillis announced he will reconvene
a Member-driven effort to amend Section 101 in the near future.® Any legislation abrogating
Supreme Court precedent and expanding patent subject matter eligibility to include abstract
ideas, laws of nature and natural phenomenon would conflict with the goals of the Biden
administration.

Current Supreme Court case law prescribing the subject matter that is eligible for patent
protection strikes the correct balance between rewarding innovation and protecting competition
and further advancement. Specific inventions can be patented, but the “building blocks of human
ingenuity” must remain free for others to use.® For example, a telegraph machine is patent
eligible, but the idea of using electricity to transmit signs, letters, or characters is not.” A patent
can be granted for a specific genetically engineered bacteria,® but not for combining naturally
occurring strains of bacteria where the selection of the strains to be combined is informed by
their inherent properties.®

The law and Supreme Court precedent that informs patent subject matter eligibility has been
effective in spurring innovation while allowing competition among solutions to some of our
country’s greatest current challenges. Our nation’s pressing need to combat novel health threats
has demonstrated the importance of limiting patent eligibility for isolated, naturally occurring
genetic sequences. For example, the genetic sequence of the SARS-CoV-2 virus that is
responsible for COVID-19 is unpatented and freely available. In contrast, during the 2003
outbreak of severe acute respiratory syndrome (SARS), because the Supreme Court had not yet
clarified that naturally occurring genetic sequences are patent ineligible, pharmaceutical and
biotechnology companies raced to file patent applications to obtain exclusive rights to the virus
and its genetic sequence. 1° In an effort to preserve access to the fundamental research needed to
combat the SARS crisis, the U.S. Centers for Disease Control and Prevention was forced to
defensively file its own patent applications. A spokesman for the CDC clarified that the intent
was to “prevent folks from controlling the technology” and “give the industry and other
researchers reasonable access to the samples.”
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Public access to the unpatented genetic sequence of the virus responsible for the COVID-19
pandemic has not inhibited innovation. Indeed, it has encouraged multiple solutions to the
problems presented by COVID-19, enabling researchers to develop and companies to
commercialize a variety of diagnostic tests and vaccines at unprecedented speed, promoting
consumer access and choice.'? Consumers can choose between rapid but less-accurate antigen
tests and slower but more-accurate nucleic acid-based tests!® and have the opportunity to receive
one of a growing number of vaccines.'* The diversity of vaccine and diagnostic options gives us
the tools we need to fight the COVID-19 pandemic where a single test or vaccine has not been
produced in sufficient quantity or with sufficient speed to meet our health care needs.

Nothing in the Supreme Court’s interpretation of patent subject matter eligibility prevents
innovators from obtaining patents.'® Rather, the Patent Office has rewarded parties for investing
time and resources into combatting the COVID-19 and other health crises with patents on their
specific innovations. The pharmaceutical companies Moderna and BioNTech have patented
specific aspects of their COVID-19 vaccines.!® Diagnostic Hybrids and Cytovia were granted
patents for specific inventions directed towards the diagnosis and treatment of SARS.’
Expanding patent eligibility to include laws of nature or natural phenomena is likely to reduce
the variety and quantity of diagnostic tests and vaccines available to the public, increase prices
and healthcare costs, and stymie the nation’s efforts to control future pandemics.

The state of genetic testing for cancer before the Supreme Court decided Association for
Molecular Pathology v. Myriad Genetics also illustrates the harm to innovation and consumers
posed by a single company monopolizing a natural phenomenon and “wall[ing] off an entire
domain of [n]ature from observation.”*® Prior to this decision, Myriad Genetics held patents on
the isolated form of the BRCAL and BRCA2 genes, mutations in which are associated with a high
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risk of breast and ovarian cancer. As such, the company had the sole right to market and conduct
genetic tests that could identify mutations in the BRCA genes and inform patients about their risk
of developing hereditary breast and ovarian cancer. It prevented others from developing and
administering tests for BRCA mutations that were more comprehensive than its own, which
needlessly increased the cost of testing and gave consumers a potentially misleading impression
of their genetic risks. The United States, as represented by the U.S. Solicitor General serving the
Obama-Biden administration, opposed these patents in the Supreme Court, contradicting the
Patent Office.® After the Supreme Court held that isolated DNA sequences were outside the
scope of patentable subject matter,?° several companies immediately announced that they would
offer their own tests, quickly providing screening for additional BRCA mutations, lowering costs,
and decreasing time between clinical research and commercialization.?! Following the decision,
a competitive genetic testing industry flourished and investment in the life sciences sector
increased from $6.21 billion in 2013 to $17.72 billion in 2018.%2

Current law establishing patent subject matter eligibility also promotes healthy competition and
encourages innovation in the technology industry. Discovery of a correlation between genetic
information and a medical condition is currently treated as unpatented pre-competitive
information, which does not prevent the patenting of new and better ways to detect a specific
mutation. For that reason, there is no shortage of effort being expended in discovering new
mutations and their relevance, but permitting a “land-grab” of claims to newly identified
correlations would thwart efforts to interpret one’s full complement of genetic information,
impeding innovation and competition.

The software industry, also, has continued to thrive in the years following the Supreme Court’s
decisions clarifying patent subject matter eligibility limitations, suggesting that the current
restrictions do not harm software developers or businesses. Investment in research and
development for the software industry doubled in 2018,% four years after Alice “clarif[ied] that
the addition of a generic computer was not enough” for subject matter eligibility,?* and venture
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capital funding for software start ups was the highest it had ever been.?® Courts have fostered
competition by ruling that basic abstract ideas such as storing scanned data,® content
streaming,?’ and sending money transfers?® cannot be patented. This healthy entrepreneurial
ecosystem is crucial to developing technologies to address common problems, such as improving
access to health care. Telehealth reveals other examples of abstract ideas that cannot be
monopolized under the Supreme Court’s current interpretation of patent subject matter
eligibility.?® Innovative companies across the country are implementing new tools to assist in
connecting underserved communities to qualified providers, or improving outcomes and
reducing costs by increasing patient and provider engagement. That progress and those benefits
are possible because courts have correctly concluded that no one can patent underlying ideas of
scheduling appointments or collecting, analyzing, and transmitting patient data. These ideas
should remain patent ineligible to guarantee that all Americans have access to affordable, quality
health care. Congress should not act to overturn this precedent and allow monopolies to drive up
costs and limit access.

Section 101 also has a critical role to play in weeding out low-quality patents, especially the
types of low-quality patents that are routinely asserted against startups and small businesses.
Indeed, broad, preemptive patents directed to abstract ideas—those appropriately deemed
ineligible under current law—are especially concerning because they can be, and are, asserted
against numerous accused infringers based on routine business activities or use of generic
technology. Section 101 is valuable, and needed especially now, to focus the U.S. patent system
on technological advances, improvements, and solutions, as well as to curb the amount of and
expense associated with litigation over low-quality patents.

Access to abstract ideas, laws of nature, and natural phenomena is important now more than
ever. The availability of these fundamental principles is critical in supporting the development of
innovative fields of research that are still in their infancy and critical to the interests of the Biden
administration. One such field is personalized or “precision” medicine, which uses patient-
specific variables such as genetics, lifestyle, and environment to identify susceptibility to
particular diseases and tailor treatments to the individual. Early studies suggest that treatment for
severe COVID-19 cases, cancer, and opioid addiction may benefit from precision medicine. For
example, five key gene variants appear to be responsible for the antiviral immunity and lung
inflammation associated with severe COVID-19.% Identifying which patients have higher
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genetic risk could enable more effective treatment. Advanced gene testing can also inform cancer
treatments by targeting specific proteins or mutations that drive the cancer's growth.*!
Investment in such testing was a key recommendation of the Cancer Moonshot Blue Ribbon
Panel led by then-Vice President Biden.3 Similarly, evidence is emerging that gene therapy may
be a promising treatment for opioid addiction.3 In Mayo Collaborative Services v. Prometheus
Labs, the Supreme Court held that a patent cannot be obtained for the medical correlation
between a body’s metabolite levels and adjusting the dose accordingly.®* Overturning that
precedent would allow one company to use a patent to prevent competitors from developing their
own methods of tailoring treatment to the individual patient, impeding many of the goals of
precision medicine. Public access to laws of nature and natural phenomena is a crucial
prerequisite to nurturing scientific discoveries and uncovering treatments that stand to benefit
millions of Americans.

Protecting access to abstract ideas is also necessary to cultivate innovative technology that
defends against climate change. The administration’s goal of net zero economy-wide emissions
by 2050 will be substantially more feasible if no single company can patent the scientific
concepts behind green technologies. Hydrogen produced with a low to zero-carbon footprint, air
conditioner and heat pump refrigerants with no global warming potential, and affordable grid-
scale energy storage are examples of promising innovations that can be achieved at a lower cost
than polluting alternatives, as long as market competition is not stifled by patents covering
abstract ideas. Excluding abstract ideas and laws of nature from patentable subject matter still
allows innovators to patent specific applications of those principles, encouraging multiple
complementary or competing solutions. For example, a company should not be able to
monopolize the idea of converting algae into sustainable fuel, but manufacturers may patent
particular methods of extracting oil and producing renewable diesel from biomass.* This
balance allows nations across the world to safeguard the future of green technology, reduce their
contributions to the climate crisis, and defend their citizens against natural disasters caused by
climate change.
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The existing case law regarding subject matter eligibility reflects a consistent judicial approach
that promotes certainty for innovators. The Supreme Court has made clear its support for the
limitations on patenting abstract ideas, laws of nature, and natural phenomena, issuing
unanimous holdings in the four most recent cases on subject matter eligibility.®” These decisions
build on 150 years of case law distinguishing between specific inventions, which can be
patented, and the underlying natural phenomena, laws of nature, and abstract ideas, which
cannot.®® While the tests applied have been refined over the years, despite sometimes divergent
interpretations implemented by the PTO, the basic distinction is an old one that has been
successfully applied to a broad range of technologies, from pharmaceuticals to genetically
manipulated organisms to combinations of bacteria, from computerized financial techniques® to
the telephone® to pencils with rubber erasers.** Contrary to statements by proponents of
legislation to expand patent eligibility, uprooting 150 years of case law would create new
uncertainty, risking a slew of costly new litigation as the boundaries of this new legal landscape
develop from scratch. Moreover, any repeal of the Section 101 patent-eligibility limitations
would risk violating the U.S. Constitution, particularly the First Amendment and Article I’s
authorization of only patents that “promote the progress of science and the useful arts.”

The current state of subject matter eligibility strikes the proper balance between allowing
innovators to protect their investments and encouraging healthy competition that benefits
consumers. We oppose any expansion of patent eligibility that would eliminate the limitations
necessary to achieve affordable and quality health care, technological innovation, and climate
change solutions. Any revision of the Patent Act should maintain free access to abstract ideas,
laws of nature, and the products of nature. For any further questions, please contact Kate Ruane,
American Civil Liberties Union, kruane@aclu.org, or Sandra Park, American Civil Liberties
Union, spark@aclu.org.

Sincerely,

American Civil Liberties Union

ACT | The App Association

AliveAndKickn

Alstrom Syndrome International

American College of Medical Genetics and Genomics
American College of Neuropsychopharmacology
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American Physiological Society

American Society for Clinical Pathology
American Society for Investigative Pathology
American Society of Human Genetics
AnCan

ARUP Laboratories

Association for Molecular Pathology
Association of Pathology Chairs

Biotia

BRCA Advanced & Other Hereditary Cancers Journal Club
Breast Cancer Action

Bridge the Gap - SYNGAP Education and Research Foundation
Broad Institute of MIT and Harvard

Cactus Cancer Society (formerly Lacuna Loft)
Coalition Against Patent Abuse

College of American Pathologists
Consortium for Science, Policy & Outcomes
Developers Alliance

Dysautonomia International

Electronic Frontier Foundation

Endocrine Society

Engine

GeneMatters

Global Alliance for Genomics and Health
Invitae Corporation

Lupus and Allied Diseases Association, Inc.
MLD Foundation

My Gene Counsel

Onegevity

Society of Biological Psychiatry

Society of Toxicology

The Light Collective

cc: The Honorable Eric Lander, Director, White House Office of Science and Technology Policy
The Honorable Xavier Becerra, Secretary, U.S. Department of Health and Human Services
The Honorable Andrew Hirshfeld, Acting Under Secretary of Commerce for Intellectual
Property and Director, U.S. Patent and Trademark Office, U.S. Department of Commerce



