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April 29, 2025 

Senator Thom Tillis 
Chairman 
Senate Judiciary Committee Subcommittee on Intellectual Property  
 
Senator Chris Coons 
Ranking Member 
Senate Judiciary Committee Subcommittee on Intellectual Property 
 
Dear Senator Tillis and Senator Coons: 
 
I am writing on behalf of Adeia Inc., a publicly-traded U.S research and development (R&D) company 
(NASDAQ: ADEA) that invents and develops next-generation technologies for the media and 
semiconductor industries. Adeia is among the most innovative companies in America, ranking in the 
Top 75 of all organizations worldwide that were granted the most patents by the U.S. Patent and 
Trademark Office (USPTO) in 2024.1   
 
Adeia strongly supports the Patent Eligibility Restoration Act (PERA) and the Promoting and Respecting 
Economically Vital American Innovation Leadership Act (PREVAIL). PERA and PREVAIL, if enacted, will 
strengthen and restore intellectual property protections for U.S. inventors, fueling American economic 
growth, technological progress, and global competitiveness. The bills make critical improvements to the 
U.S. patent system by clarifying patent eligibility standards and restoring much needed balance to 
administrative patent validity proceedings.  
 
Adeia, much like other American R&D and growth tech companies, relies heavily on stable and reliable 
patent protection to support its business. A strong patent system is essential to incentivizing and 
protecting Adeia’s investments in new, emerging technologies. For this reason, we commend you both for 
your leadership and unyielding commitment to the strengthening of the U.S. patent system through the re-
introduction of PERA and PREVAIL. 
 
Very truly yours, 
 
 
 
Mike Spillner 
Head of Government Affairs and Public Policy 
Adeia Inc. 
 

 

 
1 https://ipo.org/wp-content/uploads/2025/01/2024-Top-300-Patent-Owners-List.pdf  



 

Statement: PERA Act will Help Discoveries Move 

Beyond the Lab, Reach Patients 
MAY 1, 2025 
 
Today, Senators Thom Tillis (R-NC) and Chris Coons (D-DE) reintroduced the Patent Eligibility 
Restoration Act (PERA), a bipartisan effort to restore clarity and balance to the U.S. patent 
system by amending Section 101 of the Patent Act. Alliance for Aging Research President and 
CEO Sue Peschin, MHS, released the following statement: 

The Alliance applauds Senators Tillis and Coons for reintroducing PERA. This bipartisan 
legislation is essential to ensuring that scientific discoveries can be developed into new 
diagnostic and medical technologies that improve the lives of patients, particularly older adults. 

Accurate and early diagnosis is a foundation of effective health care, especially for older patients 
managing chronic diseases. Advanced diagnostic tools — built on decades of biomedical 
research — enable earlier detection, more targeted care, and better health outcomes. Yet 
uncertainty in Section 101 of the Patent Act has created barriers that slow the development and 
availability of these innovations. 

PERA will restore much-needed clarity, helping ensure that new discoveries can move beyond 
the laboratory and reach patients. Strong and reliable intellectual property protections are vital to 
encouraging the continued advancement of medical technologies and supporting their translation 
into real-world solutions. 

Older patients stand to benefit significantly from advances in diagnostics, which can lead to 
earlier interventions, improved quality of life, and reduced health care costs over time. By 
reinforcing the framework that supports innovation, PERA will help deliver better outcomes for 
patients and strengthen our health care system. 

We thank Senators Tillis and Coons for their leadership and urge Congress to act swiftly to pass 
this important legislation. 



 
 

   
 

 
STATEMENT FOR THE RECORD 

Submitted by the Alliance of U.S. Startups and Inventors for Jobs (USIJ) 
 

U.S. Senate Committee on the Judiciary 
Hearing: “From Genes to Machines: The Patent Eligibility Debate” 

 
July 14, 2026 

 
The Honorable Chuck Grassley 
Chairman 
Committee on the Judiciary 
United States Senate 
Washington, DC 20510 
 
The Honorable Dick Durbin 
Ranking Member 
Committee on the Judiciary 
United States Senate 
Washington, DC 20510 
 
Dear Chairman Grassley and Ranking Member Durbin, 
 
On behalf of the Alliance of U.S. Startups and Inventors for Jobs (USIJ), I write to submit 
this statement for the record in connection with the Committee's hearing, "From Genes to 
Machines: The Patent Eligibility Debate." USIJ appreciates the Committee's continued 
attention to patent subject matter eligibility and urges the Committee to advance the 
Patent Eligibility Restoration Act (PERA), S. 1546, sponsored by Senators Thom Tillis and 
Chris Coons. 
 
USIJ is an association of inventors, startups, venture capital investors, and entrepreneurs 
whose ability to build new companies and bring new technologies to market depends on a 
reliable patent system. Our members work across biotechnology, medical devices, 
diagnostics, artificial intelligence, and other technology-driven fields where the current 
state of patent eligibility law has become a direct obstacle to investment. 
 
 
 
 
 
 



   
 

   
 

The Eligibility Problem Is Well-Documented  

Section 101's core language, drawn from the Patent Act of 1793, remained a workable, 
technology-neutral threshold for over two centuries.1 The Patent Act of 1952 reinforced 
this by deliberately separating eligibility (§ 101) from the substantive conditions of 
patentability, novelty (§ 102), non-obviousness (§ 103), and disclosure (§ 112), so that 
each requirement would operate in its own lane.2 Judge Giles Rich, one of the 1952 Act's 
principal drafters, warned courts not to commingle these categories.3 
 
That warning went unheeded. Beginning with Bilski v. Kappos in 2010 and continuing 
through Mayo v. Prometheus in 2012, Association for Molecular Pathology v. Myriad 
Genetics in 2013, and Alice Corp. v. CLS Bank in 2014, the Supreme Court took narrow, 
judicially created exceptions to Section 101 and broadened them well beyond their original 
scope.4 In Mayo, the Court held that a diagnostic method for optimizing drug dosages was 
an ineligible "law of nature," effectively rendering most diagnostic methods unpatentable 
and driving capital out of the sector.5 In Myriad, the Court held that isolated human genetic 
sequences are not patent-eligible.6 In Alice, the Court invalidated a computer-implemented 
financial settlement method as an "abstract idea," and lower courts have since applied that 
holding broadly to sweep in software, AI, and cybersecurity innovations, with outcomes 
often turning more on claim drafting than on the substance of the invention.7 
 
By 2019, the Federal Circuit's own judges were sounding the alarm. In an 8-opinion, 7-5 
split order denying rehearing en banc in Athena Diagnostics v. Mayo Collaborative 
Services, Judge Moore wrote that "since Mayo, we have held every single diagnostic claim 
in every case before us ineligible," and Judge Newman warned that the courts had 
"clouded the line" to exclude entire fields like precision medicine and advanced 
diagnostics.8 Justice Clarence Thomas himself has warned that these judicially created 
exceptions risk "swallow[ing] all of patent law."9 The USPTO's own 2019 examination 
guidelines, while helpful, illustrate the limits of administrative fixes: they reduced first-action 
eligibility uncertainty by 44 percent, but agency guidance cannot bind Article III courts, and 
the gap between examination outcomes and litigation outcomes persists.10 
 

 
1 Patent Act of 1793, ch. 11, § 1, 1 Stat. 318 (1793); U.S. Const. art. I, § 8, cl. 8. 
2 Patent Act of 1952, ch. 950, 66 Stat. 797 (1952). 
3 Application of Bergy, 596 F.2d 952, 959 (C.C.P.A. 1979). 
4 Bilski v. Kappos, 561 U.S. 593, 601 (2010); Mayo Collaborative Services v. Prometheus Laboratories, Inc., 566 
U.S. 66 (2012); Association for Molecular Pathology v. Myriad Genetics, Inc., 569 U.S. 576, 580 (2013); Alice 
Corp. v. CLS Bank International, 573 U.S. 208 (2014). 
5 Mayo Collaborative Services v. Prometheus Laboratories, Inc., 566 U.S. 66, 77–79 (2012). 
6 Association for Molecular Pathology v. Myriad Genetics, Inc., 569 U.S. 576, 580 (2013). 
7 Alice Corp. Pty. Ltd. v. CLS Bank International, 573 U.S. 208, 217 (2014). 
8 Athena Diagnostics, Inc. v. Mayo Collaborative Servs., LLC, 927 F.3d 1333 (Fed. Cir. 2019) (order denying 
rehearing en banc); id. at 1352 (Moore, J., dissenting); id. at 1363 (Newman, J., dissenting). 
9 Alice Corp. v. CLS Bank International, 573 U.S. 208, 217 (2014). 
10 U.S. Patent and Trademark Office, Office of the Chief Economist, Adjusting to Alice: USPTO Patent Examination 
Outcomes After Alice Corp. v. CLS Bank International, IP Data Highlights No. 3 (Apr. 2020). 



   
 

   
 

This is not an abstract debate confined to appellate opinions. Mark Deem, an Operating 
Partner at Lightstone Ventures who has co-founded roughly twenty medical device 
companies over three decades, testified before this Committee that current doctrine 
directly threatens investment in personalized medicine and AI-assisted diagnostics.11 He 
described a high-resolution eye-tracking technology used to diagnose and develop 
treatment for conditions such as autism spectrum disorder, traumatic brain injury, and 
treatment-resistant depression that received a Section 101 rejection on the theory that the 
underlying steps could be performed by a human, despite its reliance on complex camera 
and computer systems. As the patent attorney handling that rejection told him, examiners 
"know that they sound crazy but are simply following orders," leaving inventors baffled and 
patent counsel "stuck in the middle." Deem testified that no investor can commit a decade 
of work and hundreds of millions of dollars to an invention that cannot be protected, a 
dynamic he tied directly to venture investment in medical devices being roughly flat in 
recent years, with deal volume at a multi-year low. 
 
The costs are measurable. One estimate places diagnostic investment losses since Mayo 
at over $9.3 billion.12  U.S. Patent & Trademark Office Director John Squires has also 
identified reducing Section 101 uncertainty as a top priority, testifying that current doctrine 
"clouds patents, erodes confidence in our system, and is leading to a lack of American 
competitiveness, particularly in AI and critical emerging technologies."13 
 
Why This Matters for U.S. Competitiveness 

The consequences of continued inaction extend beyond individual inventors. While the 
U.S. has spent the past decade litigating whether diagnostic methods, software-based 
innovations, and gene-based medicine are "abstract," other countries, China chief among 
them, have moved forward extending patent protection to these same categories of 
invention by focusing on the concrete features of the technology rather than getting caught 
in eligibility line-drawing.14 Every year this uncertainty persists is a year in which the U.S. 
cedes ground in fields it should be leading, including AI-assisted diagnostics, precision 
medicine, and next-generation medical devices. 
 
Startups and small companies are disproportionately harmed by this uncertainty. Unlike 
large incumbents with diversified patent portfolios and litigation budgets, emerging 
companies rely on a small number of core patents to attract the capital needed to survive 
years of product development before reaching market. When eligibility outcomes are 

 
11 Statement of Mark Deem, Operating Partner, Lightstone Ventures, before the Senate Judiciary Committee, 
Subcommittee on Intellectual Property, Hearing on the Patent Eligibility Restoration Act — Restoring Clarity, 
Certainty, and Predictability to the U.S. Patent System (Jan. 23, 2024). 
12 A. Sasha Hoyt, The Impact of Uncertainty Regarding Patent Eligible Subject Matter for Investment in U.S. 
Medical Diagnostic Technologies, 79 Wash. & Lee L. Rev. 397 (2022). 
13 Statement of John A. Squires, USPTO Director-designate, before the Senate Judiciary Committee, Subcommittee 
on Intellectual Property, Confirmation Hearing (May 21, 2025) (responding to question from Sen. Tillis). 
14 See supra note 13. 



   
 

   
 

unpredictable, that capital becomes harder to raise, and promising technologies go 
undeveloped. 
 
PERA Provides a Clear, Workable Fix 

PERA addresses this uncertainty directly. Rather than asking courts to continue refining an 
unworkable multi-factor test, PERA eliminates all judicial exceptions to eligibility and 
replaces them with a defined, limited set of statutory exclusions. Under the bill, an 
invention or discovery that can be claimed as a useful process, machine, manufacture, or 
composition of matter is eligible for patent protection, subject only to the following 
exclusions: unmodified human genes as they exist in the body, unmodified natural 
materials as they exist in nature, pure mathematical formulas standing alone, mental 
processes performed solely in the human mind, and processes that are substantially 
economic, financial, business, social, cultural, or artistic in nature and can be practically 
performed without a machine. 
 
Critically, PERA preserves the existing patentability requirements under Sections 102, 103, 
and 112. Novelty, non-obviousness, and adequate disclosure remain fully intact as 
gatekeeping requirements. PERA does not lower the bar for what can be patented. It 
simply restores the separation Congress originally intended between the eligibility inquiry 
and those other statutory requirements, a separation the courts eroded starting with Alice 
and Mayo. 
 
Conclusion 

PERA reflects years of bipartisan, bicameral work to build consensus around a legislative 
fix to Section 101, and it has been substantively refined since it was first introduced to 
address concerns raised by stakeholders across the innovation ecosystem. USIJ urges the 
Committee to move forward with S. 1546 so that American inventors, startups, and 
investors can once again operate with confidence that their innovations, if novel, non-
obvious, and adequately disclosed, will be eligible for patent protection. 
 
We thank the Committee for the opportunity to submit this statement and welcome the 
chance to serve as a resource as this legislation moves forward. 
 
Respectfully submitted, 
Chris Israel 
Executive Director 
Alliance of U.S. Startups and Inventors for Jobs (USIJ) 
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July 14, 2025 
 
The Honorable Thom Tillis, Chairman  
Senate Subcommittee on Intellectual Property  
 
The Honorable Christopher Coons  
Senate Subcommittee on Intellectual Property  
 
RE: American Chemical Society Support for the Patent Eligibility Restoration Act 
 
Dear Senators Tillis and Coons,  
 
On behalf of the American Chemical Society (ACS), I write to express our strong support for the 
Patent Eligibility Restoration Act of 2025 (PERA). If enacted, this legislation would bring much-
needed clarity and predictability to the evaluation of subject matter eligibility under 35 U.S.C. § 101. 
 
ACS is a federally chartered organization representing a community of more than 230,000 
individuals around the world. The Society is committed to advancing chemistry through scientific 
research, education, and innovation—addressing critical challenges in health, energy, the 
environment, and beyond. Robust patent protection is essential to these efforts. Without it, scientific 
inventions and innovations are vulnerable to unauthorized use, weakening the incentive to invest in 
the research and development necessary to drive progress and advance the American economy. 
 
ACS has long supported policies that strengthen U.S. innovation and ensure consistency and clarity 
in the implementation of patent law, both domestically and internationally—including with respect 
to subject matter eligible to be considered for patenting under § 101. The Society also advocates for 
the application of an objective, consistently applied test to determine patent eligibility. PERA meets 
both of these goals. 
 
By eliminating ambiguous judicial exceptions to patent eligibility, PERA establishes a clear 
statutory baseline: any useful process, machine, manufacture, composition of matter, or 
improvement thereof is eligible to be considered for patent protection, unless explicitly excluded. 
This shift enhances the legal foundation for scientific innovation and better aligns U.S. standards 
with those of other leading jurisdictions--including those where U.S. companies conduct business. 
 
In fields such as biotechnology and diagnostics, PERA restores eligibility to important 
breakthroughs that were previously excluded under current case law. At the same time, it maintains 
appropriate boundaries by permitting protection for modified natural products while excluding 
unmodified substances as they exist in nature. This balance encourages innovation while respecting 
the fundamental boundaries of the patent system. 
 
Importantly, PERA separates the eligibility analysis under § 101 from the distinct requirements for 
patentability under §§ 102, 103, and 112. This separation corrects the current confusion stemming 
from judicial interpretations that conflate eligibility with novelty and inventiveness. By treating 
eligibility as a distinct threshold inquiry, the Act enhances doctrinal clarity and legal predictability— 
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benefiting both inventors and investors. It also reinforces the role of § 101 as a gatekeeper that 
excludes only fundamental exceptions like abstract ideas and natural laws, without prematurely 
rejecting otherwise patentable inventions. 
 
We appreciate your leadership on this important issue. ACS stands ready to provide further 
information or assistance as needed and would welcome the opportunity to engage in a more detailed 
dialogue on how targeted legislative reform can advance U.S. innovation. We remain committed to 
ensuring that the U.S. patent system continues to support scientific discovery and the advancement 
of the chemical enterprise that promote American business and our economy. 
 
Sincerely, 

 
Albert G. Horvath 
Chief Executive Officer  
American Chemical Society 



 

 

 
 
July 13, 2026 
 
 
The Honorable Charles E. Grassley  The Honorable Richard J. Durbin 
Chair      Ranking Member 
U.S. Senate Committee on the Judiciary U.S. Senate Committee on the Judiciary    
135 Hart Senate Office Building  711 Hart Senate Office Building 
Washington, D.C. 20510   Washington, D.C. 20510 
 
 
RE: Support for S. 1546, the Patent Eligibility Restoration Act 

 
Dear Chair Grassley and Ranking Member Durbin: 
 
The American Intellectual Property Law Association (AIPLA) writes to reiterate its strong support 
for S. 1546, the Patent Eligibility Restoration Act (PERA). AIPLA appreciates the Committee’s 
attention to this important legislation. As Congress continues to consider legislation to restore 
clarity and predictability to patent eligibility under 35 U.S.C. § 101, AIPLA asserts the need for 
legislative action is as compelling as ever. 
 
AIPLA is a national bar association of approximately 6,500 members including professionals 
engaged in private or corporate practice, in government service, and in the academic community. 
AIPLA members represent a wide and diverse spectrum of individuals, companies, and institutions 
involved directly or indirectly in the practice of patent, trademark, copyright, trade secret, and 
unfair competition law, as well as other fields of law affecting intellectual property. Our members 
represent both owners and users of intellectual property. Our mission includes helping establish 
and maintain fair and effective laws and policies that stimulate and reward invention while 
balancing the public’s interest in healthy competition, reasonable costs, and basic fairness. 
 
Consistent with AIPLA’s longstanding support for PERA, AIPLA continues to support the 
legislation because it provides the most effective and durable solution to the longstanding 
uncertainty surrounding patent subject matter eligibility.1 The judicial exceptions to patent 
eligibility developed over the past two decades have produced inconsistent and unpredictable 
outcomes that continue to discourage investment in innovative technologies and undermine 
confidence in the U.S. patent system. 
 
Recent developments further demonstrate that this uncertainty is unlikely to be resolved through 
judicial action alone. Earlier this year, AIPLA filed an amicus brief in support of the petition for 
certiorari in USAA v. PNC Bank, urging the Supreme Court to provide much-needed guidance 
regarding the proper application of the judicial exceptions to patent subject matter eligibility under 

 
1 See https://www.aipla.org/docs/default-source/advocacy/legislative/aipla-letter-in-support-of-pera-
reintroduction.pdf?sfvrsn=c34429ea_1.  

https://www.aipla.org/docs/default-source/advocacy/legislative/aipla-letter-in-support-of-pera-reintroduction.pdf?sfvrsn=c34429ea_1
https://www.aipla.org/docs/default-source/advocacy/legislative/aipla-letter-in-support-of-pera-reintroduction.pdf?sfvrsn=c34429ea_1
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Section 101.2 In that brief, AIPLA explained that the Federal Circuit’s current application of the 
Alice/Mayo framework continues to conflate patent eligibility with the distinct statutory 
requirements of novelty, non-obviousness, and adequate disclosure, contrary to the structure 
Congress expressly provided in the Patent Act. In May, the Court denied the petition for certiorari. 
Although stakeholders continue to seek judicial clarification in cases such as this one, the Supreme 
Court has repeatedly declined to comprehensively address these issues.3 Lower courts, the 
International Trade Commission (ITC), and the United States Patent and Trademark Office 
(USPTO) need clear guidance so that their rulings provide the certainty that inventors and 
businesses need to foster innovation. It also reinforces that Congress is best positioned to restore 
a clear and predictable statutory framework for patent eligibility.  
 
PERA accomplishes that objective by eliminating vague judicial exceptions and reaffirming that 
any useful process, machine, manufacture, or composition of matter—or any improvement 
thereof—should be eligible for patent protection, subject only to clearly defined statutory 
exclusions. The legislation also reaffirms that the remaining provisions of the Patent Act provide 
the appropriate standards for evaluating novelty, non-obviousness, enablement, and the other 
substantive requirements for patentability. By restoring these distinct statutory inquiries, PERA 
would provide greater certainty for innovators, investors, patent owners, and the public while 
strengthening incentives for research and development across all fields of technology. 
 
The uncertainty surrounding Section 101 has persisted for too long. Congress now has the 
opportunity to provide the clarity and predictability that innovators, businesses, and the patent 
system have needed for nearly two decades. AIPLA therefore respectfully urges Congress to enact 
the Patent Eligibility Restoration Act. 
 
Very truly yours, 

 
 
 
 

Salvatore Anastasi 
President 
American Intellectual Property Law Association 
 

CC: The Honorable Thom Tillis 
The Honorable Adam Schiff 
The Honorable Christopher Coons 

 
2 See https://www.aipla.org/docs/default-source/advocacy/25-853-amicus-brief.pdf?sfvrsn=1055bb5f_1.  
3 Dennis Crouch, Refilling the Pipeline: Two New Section 101 Petitions Heading to the Supreme Court , Patently-O 
(July 10, 2026) (“By my count, 89 petitions for writ of certiorari raising patent eligibility issues have been filed with 
the Supreme Court since the fall of 2017... None of those petitions have been granted.”). 

https://www.aipla.org/docs/default-source/advocacy/25-853-amicus-brief.pdf?sfvrsn=1055bb5f_1


            
 

 
 
  
August 29, 2025 
 
 
The Honorable Thom Tillis   The Honorable Adam Schiff 
United States Senate    United States Senate 
113 Dirksen Building    112 Hart Building 
Washington, DC 20510    Washington, DC 20510 
 
Dear Senators Tillis and Schiff: 
 
We, the undersigned associations with a membership consisting of America's research universities, 
medical schools, and technology transfer offices, write to express our strong and unified support for S. 
1546 the Patent Eligibility Restoration Act.   
 
Creating clear and consistent rules about what inventions are patent eligible will catalyze research and 
innovation across our campuses and improve pathways of bringing breakthrough innovations to the 
marketplace. This bill provides clearer technology transfer guideposts for our member institutions, 
particularly in innovative fields like biotechnology, artificial intelligence, and medical diagnostics.  
 
If we want American technologies to remain at the forefront of innovation and U.S. economic 
competitiveness, we need Congress to bring predictability back to the patent process. 
 
We thank you for introducing this bill and we urge other senators on the Senate Judiciary Committee to 
support it as well. 
 
 
Respectfully, 

 

   
Barbara R. Snyder Waded Cruzado    Stephen J. Susalka 
AAU President APLU President    AUTM CEO 
 



 
STATEMENT BY STEPHEN SUSALKA 

CEO, AUTM 
ON INTRODUCTION PERA 

MAY 1, 2025 
 
 
“AUTM — the association representing technology transfer professionals — thanks 
Senators Tillis and Coons and others for their leadership in introducing PERA.   This 
legislation is crucially needed to address the ambiguities that the courts have created 
about what is, and what is not, patent eligible.  At a time when the U.S. is competing for 
innovation leadership, its patent system needs to clearly delineate this process so that it 
can move forward on numerous discoveries that otherwise would wither on the vine.” 
 

-0- 
 



 

April 30, 2025 
 
Senate Committee on the Judiciary 
224 Dirksen Senate Office Building 
Washington, DC 20510 
 
Dear Senator: 
 
On behalf of the Bayh-Dole Coalition, I would like to reaffirm our support for the 
bipartisan, bicameral        

         . These bills would 
strengthen the U.S. patent system and uphold the principles of the Bayh-Dole Act, which 
provides the legal framework for turning federally funded research into real-world 
inventions. 
 
As you may recall from our previous letter, the Bayh-Dole Coalition is a group of 
innovation-oriented organizations and individuals committed to celebrating and protecting 
the Bayh-Dole Act, as well as informing policymakers and the public of its many benefits. 
Because the success of Bayh-Dole depends on a robust and stable patent system, the 
PREVAIL Act and PERA are essential to restoring clarity and fairness where it has eroded -- 
ensuring that publicly funded discoveries continue to attract investment, drive progress, 
and deliver value to the American people. 
 
The PREVAIL Act addresses persistent issues at the Patent Trial and Appeal Board (PTAB), 
which currently permits repetitive challenges against innovators' patents. By restoring 
procedural fairness and limiting duplicative challenges, PREVAIL would provide critical 
protections for university inventors and other small entities, helping ensure that federally 
funded breakthroughs can progress from lab to market. 
 
PERA addresses another foundational concern: the uncertainty around which types of 
inventions are eligible for patent protection. From life-saving diagnostic tools to AI-driven 
technologies, entire categories of cutting-edge innovation remain mired in ambiguity. 
PERA would restore much-needed clarity to eligibility standards, empowering researchers 
and investors to pursue breakthroughs that often originate in public research institutions 
and are vital to national competitiveness. 

 

https://bayhdolecoalition.org/wp-content/uploads/2024/11/Letter-to-Senate-Judiciary-Committee-on-PERA-PREVAIL-IDEA-Acts.pdf
https://www.congress.gov/bill/118th-congress/senate-bill/2220
https://www.coons.senate.gov/imo/media/doc/prevail_act_fact_sheet.pdf
https://www.coons.senate.gov/imo/media/doc/prevail_act_fact_sheet.pdf
https://www.congress.gov/bill/118th-congress/senate-bill/2140
https://www.coons.senate.gov/news/press-releases/senators-coons-tillis-introduce-patent-eligibility-restoration-act-to-revitalize-american-innovation


 

 
Together, these legislative efforts would reinforce the pillars of American innovation by 
ensuring that our patent system empowers, rather than obstructs, inventors. We commend 
the Committee’s leadership in advancing these important reforms and urge you to preserve 
their core provisions, as the strength of our innovation economy depends on it. 
 
Sincerely, 

 
Joseph P. Allen 
Executive Director 
Bayh-Dole Coalition 
 
 

 



 

 

June 16, 2025 

Senator Thomas Tillis 
United States Senate  
113 Dirksen Senate Office Building  
Washington, DC 20510 

Senator Christopher Coons 
United States Senate 
218 Russell Senate Office Building 
Washington, DC 20510 

  
RE: Biocom California Support for S.1546 - Patent Eligibility Restoration Act of 2025 
 
Dear Senators Tillis and Coons, 
 
Biocom California writes to express our strong support for S.1546 - Patent Eligibility Restoration Act 
of 2025. 
 
Biocom California is the largest, most experienced leader and advocate for California’s life science 
sector, which includes biotechnology, pharmaceutical, medical device, genomics, and diagnostics 
companies of all sizes, as well as research universities and institutes, clinical research organizations, 
investors, and service providers. Biocom California drives public policy initiatives to positively 
influence the state’s life science community in the research, development, and delivery of innovative 
products and technologies that improve health and quality of life. California’s life sciences industry 
generates over $414 billion in annual economic output, supports 1.24 million jobs, and produces 
$128.6 billion in labor and sole proprietor income1. 
 
The bill would reform 35 U.S.C. § 101. to provide clearer guidelines on what constitutes patentable 
subject matter, thus restoring predictability to what qualifies for patent protection. By removing vague 
judicial exceptions and reaffirming what is eligible, the bill provides much-needed clarity to U.S. patent 
eligibility law. This strengthened framework will enhance incentives for research and development, 
especially in cutting-edge fields like artificial intelligence, biotechnology, and medical diagnostics, and 
will further help to ensure that our patent system continues to drive innovation and attract investment 
across all areas of technology. 
 
With the clarity provided by PERA, innovators have a greater opportunity to help ensure that 
breakthroughs made in the lab can advance to benefit patients. Strong, reliable intellectual property 
protections are crucial for fostering continued medical progress and turning research into real-world 
solutions. This clarification would be particularly valuable for U.S.-based startups and early-stage 
innovators, by offering the clarity needed to secure investment for new ventures in critical fields like 
medical devices, diagnostics, and pharmaceutical manufacturing. 
 
In our current climate, where the U.S. is striving to maintain its leadership in innovation, a clear and 
reliable patent system is essential to ensure promising discoveries aren’t stalled or abandoned but 
instead have a clear path to development and impact. 
 
We appreciate the opportunity to provide our support on behalf of our members and thank you for 
your consideration. Please contact Biocom California’s Federal Advocacy Manager, Megan Kastner, at 
mkastner@biocom.org for additional information or questions. We look forward to continuing to work 
with you on this matter. 
 
Sincerely,  
Tim Scott 

 
President & CEO 
Biocom California 

 
1 Biocom California 2024 Economic Impact Report Databook. https://www.biocom.org/eir/ 

mailto:mkastner@biocom.org
https://www.biocom.org/eir/
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Biotechnology Innovation Organization 
Statement for the Record 

U.S. Senate Committee on the Judiciary 
Hearing on "From Genes to Machines: The Patent Eligibility Debate" 

July 14, 2026 
 
 
The Biotechnology Innovation Organization (BIO) appreciates the opportunity to submit this 
statement for the record. We hope it will prove helpful, as the Committee works to restore 
clarity, predictability, and balance to U.S. patent eligibility law. 
 
BIO is the world's largest trade association representing biotechnology companies, academic 
institutions, state biotechnology centers, and related organizations across the United States 
and in more than thirty other nations. BIO's members develop medical products and 
technologies to prevent, diagnose, treat, and cure disease, improving health outcomes for 
patients nationwide. 
 
Few sectors depend more heavily on reliable patent protections than biotechnology. Strong 
patents enable small biotech companies to enforce their ownership of the innovations they 
create, enabling them to secure the investment and commercial partnerships needed to 
translate those innovations into useful products. Unfortunately, recent patent eligibility 
jurisprudence has weakened the ability of many innovators to secure the patent rights they 
rely on. This uncertainty has undermined investment and scientific progress in fields such as 
diagnostics, precision medicine, biomarker testing, and other areas that are crucial not only 
to America's public health but also to its global economic competitiveness. 
 
BIO strongly supports the bipartisan Patent Eligibility Restoration Act (PERA), which would 
resolve current uncertainty by replacing judicial exceptions to patent eligibility with clearer 
statutory rules. This would strengthen investor confidence in the commercial viability of 
emerging biotech innovations and enable the U.S. biotechnology sector to maintain its 
global leadership for years to come. 
 
 

Patent Eligibility Uncertainty Harms Small Biotechnology Companies 
 
Small firms are responsible for originating a disproportionate share of biomedical 
innovation. More than half of the 363 new, U.S.-originated medicines approved by the FDA 
from 2011 to 2020 were created by small firms with less than $500 million in annual 
revenue.1 
 
Small companies are particularly reliant on strong patent rights because of their business 
model. Many are pre-revenue, have no approved products, and are built around one or a 
small number of research and development programs. As such, they frequently depend on 
outside partners to fund research and development, conduct clinical trials, build 
manufacturing capacity, navigate global regulatory requirements, and help commercialize 
their products. 
 
The ability to secure a patent on a new discovery is often the decisive factor in whether a 
small biotech company can attract the investment necessary to turn that discovery into a 
practical medicine. New medicines often require more than a decade of research and 

 
1https://vitaltransformation.com/2022/12/the-us-ecosystem-for-medicines-how-new-drug-innovations-get-to-
patients/ 
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development, over $2 billion in capital, and extensive collaboration between publicly funded 
researchers, small companies, and larger commercial partners before they can reach 
patients.23 By ensuring that innovators retain an exclusive right to the discoveries they make 
for a limited time, patents allow small companies to negotiate from a position of strength 
when partnering with larger firms, and give investors confidence that, if a high-risk program 
succeeds, the company will have a reasonable opportunity to recoup the cost of 
development. 
 
Unfortunately, a series of Supreme Court decisions in the 2010s undermined the reliability 
of patent rights in the biotech industry. Whereas Section 101 of the Patent Act -- the section 
pertaining to patent eligibility -- had historically been interpreted as broadly allowing 
patents on inventions that are "new and useful," the Court's rulings advanced a different 
interpretation of the law, untethered from the statutory text, that carved out broad and 
unclearly defined exceptions for entire categories of inventions.4 
 

● In Mayo Collaborative Services v. Prometheus Laboratories, Inc. (2012), the Court 
held that claims involving a method of optimizing drug dosing were patent-ineligible 
because they relied on an unpatentable "law of nature."5 

 
● In Association for Molecular Pathology v. Myriad Genetics, Inc. (2013), the Court 

held that isolated DNA was patent-ineligible because it was a "product of nature."6 
 

● In Alice Corp. v. CLS Bank International (2014), the Court ruled that certain 
computer-implemented inventions were patent-ineligible as "abstract ideas."7 

 
The Federal Circuit has since applied these frameworks to invalidate patents on various 
biotechnology innovations. 
 

● In Ariosa Diagnostics, Inc. v. Sequenom, Inc. (2015), the Federal Circuit invalidated 
patents covering a non-invasive prenatal test that detected fetal DNA in a maternal 
blood sample, treating the presence of cell-free fetal DNA as a natural phenomenon.8 

 
● In Roche Molecular Systems, Inc. v. Cepheid (2018), the Federal Circuit invalidated 

claims covering methods for detecting Mycobacterium tuberculosis, treating the 
relationship between naturally occurring DNA sequences and the presence of the 
bacterium as a natural phenomenon.9 

 
● In Athena Diagnostics, Inc. v. Mayo Collaborative Services (2019), the Federal 

Circuit invalidated claims covering a diagnostic method for myasthenia gravis, 
treating the correlation between certain autoantibodies and the disease as a natural 
law.10 The case produced four dissenting opinions and four separate concurrences 

 
2https://www.mckinsey.com/industries/life-sciences/our-insights/fast-to-first-in-human-getting-new-medicines-to-
patients-more-quickly 
3https://www.deloitte.com/us/en/Industries/life-sciences-health-care/perspectives/navigating-the-glp-boom.html 
4https://www.law.cornell.edu/uscode/text/35/101 
5https://supreme.justia.com/cases/federal/us/566/66/ 
6https://supreme.justia.com/cases/federal/us/569/576/ 
7https://supreme.justia.com/cases/federal/us/573/208/ 
8https://law.justia.com/cases/federal/appellate-courts/cafc/14-1139/14-1139-2015-12-02.html 
9https://law.justia.com/cases/federal/appellate-courts/cafc/17-1690/17-1690-2018-10-09.html 
10https://law.justia.com/cases/federal/appellate-courts/cafc/17-2508/17-2508-2019-02-06.html 
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https://www.law.cornell.edu/uscode/text/35/101
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https://supreme.justia.com/cases/federal/us/569/576/
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3 

when rehearing was denied, underscoring the difficulty judges have had applying the 
current framework. 

 
● In CareDx, Inc. v. Natera, Inc. (2022), the Federal Circuit invalidated claims covering 

methods for detecting organ transplant rejection by measuring donor-derived cell-
free DNA in a transplant recipient's blood, treating the relationship between elevated 
donor-derived cell-free DNA and transplant rejection as a natural phenomenon.11 

 
These precedents have created a dilemma for biotechnology innovators. Diagnostics often 
depend on identifying biological relationships and translating them into clinically useful 
tests. Precision medicine is predicated on naturally occurring biomarkers, genetic 
information, and treatment-selection methods. Data-driven tools are increasingly important 
for discovering, developing, and delivering new medicines and tests. 
 
As changes in Section 101 doctrine have weakened patent protection on these types of 
innovations, it has harmed not only the innovators whose patents have been invalidated -- 
and the patients who stood to benefit from those inventions -- but also the broader 
investment environment. Companies making financing, licensing, and development 
decisions must account for the risk that future patents may be denied or revoked. It is 
difficult for them to do so when court precedent does not align with the statute and when 
courts routinely interpret the same patent-eligibility standard differently. 
 
As a result, investors increasingly lack confidence that the patent protecting a given 
innovation will remain enforceable, leading them to withhold funding and hindering the 
development and commercialization of potentially lifesaving technologies. 
 
 

Patent Eligibility Uncertainty Harms U.S. Competitiveness 
 
The growing uncertainty surrounding patent eligibility has had measurable effects on 
biotechnology innovation, especially in the diagnostic sector. One study estimated that, in 
the four years following Mayo, investment in diagnostic technologies was approximately 
$9.3 billion lower than it would have been without the decision.12 
 
There are also numerous examples of diagnostic innovations whose development was halted 
due to repeated and inconsistent Section 101 litigation. A series of case studies compiled by 
former Federal Circuit Chief Judge Paul Michel, former USPTO Director David Kappos, Corey 
Salsberg, and Matthew Dowd identified diagnostic technologies for lupus, Alzheimer's 
disease, major depressive disorder, metastatic melanoma, schizophrenia, cancer prognosis, 
and Noonan syndrome that were abandoned, narrowed to commercially weak claims, or left 
undeveloped after Mayo and Myriad made existing patents vulnerable and follow-on patent 
protection unavailable.13 In several examples, universities had already licensed promising 
diagnostic technologies to commercial partners, only for those partners to terminate 
licenses, stop paying royalties, or decline further investment once Section 101 uncertainty 
undermined the value of the underlying patents. 
 
Examples such as these have detrimental consequences for companies and patients alike. 
Companies are forced to spend significant time and resources working to commercialize 

 
11https://law.justia.com/cases/federal/appellate-courts/cafc/22-1027/22-1027-2022-07-18.html 
12https://scholarlycommons.law.wlu.edu/cgi/viewcontent.cgi?article=4762&context=wlulr 
13https://ipwatchdog.com/2022/10/18/presenting-evidence-patent-eligibility-reform-part-iii-case-studies-litigation-
data-highlight-additional-evidence-harm/ 
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patents that may ultimately prove unenforceable. Patients lose out on new diagnostic 
technologies that showed real scientific promise but become commercially unviable because 
of legal uncertainty beyond the researchers' control. 
 
These consequences also undermine U.S. economic competitiveness. While decisions such 
as Mayo, Myriad, and Alice have steadily curtailed patent eligibility in the United States, 
many other countries and regions maintain clearer and more predictable paths to eligibility. 
That creates a risk that biotechnology investment and research -- particularly in the most 
advanced biotechnology fields -- will shift to jurisdictions where innovators can more reliably 
protect and commercialize new inventions. 
 
In Europe, for example, companies cannot patent medical acts performed directly on a 
patient, but they can patent diagnostic tools, testing technologies, substances, 
compositions, or other technical applications used to diagnose or treat disease. Japan 
excludes medical acts performed on the human body, but permits protection for related 
innovations such as pharmaceuticals, medical devices, manufacturing methods, laboratory 
analysis of patient samples, and certain biological inventions, so long as they satisfy 
ordinary patentability requirements. China excludes medical methods for diagnosing or 
treating disease, but it does not use the same broad U.S. rule that can block a diagnostic 
invention simply because the test relies on a naturally occurring signal in the body. In short, 
other countries frequently provide clearer paths to patent protection for the practical 
biotechnology tools that make modern diagnosis and treatment possible. 
 
This imbalance has already had clear impacts on global patent filings. In 2017, patent law 
scholars Adam Mossoff and Kevin Madigan analyzed a dataset of 17,743 patent applications 
filed in the United States, Europe, and China.14 They found that 1,694 of those applications 
for the same or similar inventions were granted in China or Europe, or both -- but rejected 
or abandoned in the United States. In 2019, Mossoff and Madigan published an updated 
analysis based on a refined version of the same dataset.15 This update found that 1,310 
applications were ultimately abandoned in the United States specifically because they were 
rejected on eligibility grounds, even though related patents were issued in China, Europe, or 
both. 
 
Many of these patents pertained to the biotechnology industry. In Mossoff and Madigan's 
2019 research, 618 of the 1,310 abandoned applications -- nearly half -- involved diagnosis 
or treatment of disease.16 Of those healthcare-related applications, roughly a quarter were 
cancer-related. Among the applications rejected were claims for methods and compositions 
for diagnostic use in cancer patients; methods for detecting gynecologic cancer; methods 
for early determination of recurrence after therapy for prostate cancer; analyte testing 
methods and systems for diabetes-related complications; methods and kits for the 
prognosis of breast cancer; diagnosis of acute strokes; and methods for diagnosing and 
treating prostate and lung cancer. 
 
As the Covid-19 pandemic demonstrated, America's ability to remain at the cutting edge of 
sectors such as medical diagnostics is a matter of economic and national security. During 
the pandemic, the United States faced severe shortages of testing supplies, including test 
kits, swabs, viral transport media, and reagents, and many hospitals waited a week or more 
for results.17 Those delays limited physicians' ability to diagnose patients, manage hospital 

 
14https://papers.ssrn.com/sol3/papers.cfm?abstract_id=2943431 
15https://ipwatchdog.com/2019/12/15/five-years-later-the-us-patent-system-is-still-turning-gold-to-lead/ 
16https://ipwatchdog.com/2019/12/15/five-years-later-the-us-patent-system-is-still-turning-gold-to-lead/ 
17https://pmc.ncbi.nlm.nih.gov/articles/PMC10358151/ 
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capacity, and control the spread of disease. Lack of domestic diagnostic supply also made 
the United States heavily dependent on foreign suppliers, including China.  
 
Of course, America's biotechnology industry also achieved significant successes during the 
pandemic. The extraordinarily rapid development of Covid-19 vaccines showed what U.S. 
biotechnology innovators can achieve when scientific breakthroughs are supported by a 
policy environment that enables investment, development, and commercialization. Given 
the stakes for U.S. competitiveness and security, it makes little sense to limit innovators' 
ability to pursue certain types of breakthroughs through an unusually narrow and 
unpredictable patent eligibility framework. 
 
 

PERA Would Restore Clarity While Preserving Core Patent Safeguards 
 
The Patent Eligibility Restoration Act, advanced by Senators Thom Tillis (R-NC), Chris Coons 
(D-DE), Marsha Blackburn (R-TN), and Mazie Hirono (D-HI), would resolve the patent 
eligibility uncertainty now affecting America's biotech sector and ensure that patent 
eligibility standards in the United States remain comparable to -- and competitive with -- 
those of our global rivals.18 
 
PERA would bring greater certainty to patent eligibility by replacing the current patchwork of 
judicial exceptions with a more workable statutory framework. It would confirm that 
practical, human-made applications of scientific discoveries -- including diagnostics and 
other biotechnology inventions -- are eligible for patent protection, provided they satisfy the 
other requirements of the Patent Act. 
 
Importantly, this would not make patents easier to obtain for inventions that lack merit. 
Under PERA, Section 101 would return to its intended purpose as a threshold eligibility test 
that asks whether an invention falls within one of the broad categories Congress identified: 
a process, machine, manufacture, composition of matter, or improvement thereof. While all 
inventions that meet this broad requirement would be therefore considered patent-eligible, 
that is distinct from the later question of whether the invention actually deserves a patent. 
To be granted, a patent would still need to satisfy Sections 102, 103, and 112, which 
require that the invention be new, non-obvious, adequately described, enabled, and claimed 
with sufficient clarity.192021 These requirements would remain fully in force under PERA. 
 
PERA would also draw clear lines around what remains excluded from patent eligibility. It 
would not allow patents on natural materials themselves or abstract ideas untethered to 
practical application. The bill was also specifically revised to address concerns about gene 
patenting. It would not allow patents on an unmodified human gene as that gene exists in 
the human body.22 
 
The net result of PERA would be a more predictable and balanced patent eligibility 
framework. Diagnostics, precision medicine technologies, and other biotechnology 
inventions would no longer be rejected at the outset simply because they involve biological 
relationships or natural materials. Instead, they would be evaluated under the full Patent 

 
18https://www.congress.gov/bill/119th-congress/senate-bill/1546 
19https://www.law.cornell.edu/uscode/text/35/102 
20https://www.law.cornell.edu/uscode/text/35/103 
21https://www.law.cornell.edu/uscode/text/35/112 
22https://www.congress.gov/bill/119th-congress/senate-bill/1546/text#id7e2124adbdee47c99d574f0f4e0f3f6e 
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Act, where claims that are obvious, overbroad, insufficiently disclosed, or not truly new can 
still be rejected. 
 
For biotechnology innovators, especially small and emerging companies, that clarity is 
essential. PERA would help restore confidence that patents can protect real-world 
applications of scientific discoveries, giving investors and commercial partners a stronger 
basis to support the costly work of development and commercialization. By doing so, it 
would accelerate American innovation and help ensure that the United States remains a 
global leader in biotechnology. 
 
Conclusion 
 
BIO thanks the Committee for holding this important hearing and for its continued work to 
support American innovation, patient access, and global competitiveness. The Patent 
Eligibility Restoration Act would address the documented shortcomings of the current 
framework while preserving the Patent Act’s core safeguards. 
 
BIO respectfully urges the Committee to favorably report the Patent Eligibility Restoration 
Act and stands ready to assist Congress in any way possible to advance this important 
reform. 
 

### 



CFIF Reiterates Strong Support for the Patent Eligibility
Restoration Act (PERA)
Monday, July 13 2026

When it comes to American Exceptionalism and our nation’s unrivaled legacy of invention, prosperity
and power, no factor merits more credit than the fact that we value and protect intellectual property
(IP) – patents, copyrights, trademarks and trade secrets – more than any other nation.  Our Founding
Fathers treasured IP so much that they explicitly protected it in the text of Article I of the Constitution,
and the ensuing results speak for themselves.  

For that reason, CFIF reiterates its strong support for the Patent Eligibility Restoration Act (PERA),
as the Senate Judiciary Committee holds a hearing this week on the bill entitled, “From Genes to
Machines: the Patent Eligibility Debate.”  

PERA, which offers a rare point of bipartisan consensus in our otherwise divisive political
environment, would restore greater fairness and legal certainty for America’s innovators.  That takes
on greater importance each passing day, as China and other global rivals work tirelessly to catch the
United States as the world’s leader in innovation.  

More specifically, U.S. Supreme Court and other decisions in recent years have created vague,
judicially concocted exceptions that resulted in uncertainty across medical, tech and other innovation-
intensive industries.  That has in turn negatively impacted inventors and the investors who support
them, who must rely upon the certainty that valuable breakthroughs will receive and retain patent
protection.  

Strong, predictable patents attract investment, reward risk and encourage commercialization. PERA
would restore overdue correction by clarifying patent eligibility standards and reestablish Congress’s
proper authority over patent law while strengthening America’s leadership.  For that reason, CFIF
strongly supports PERA, and urges Congress to pass it for President Trump’s signature without any
further needless delay.  

Last year, CFIF produced a web video in large part urging Congress to pass PERA. The video
features leading experts who’ve appeared on CFIF’s IP Protection Matters podcast explaining how
the bill will clarify patent eligibility.  Those experts include: The Honorable Paul R. Michel, former
Chief Judge on the U.S. Court of Appeals for the Federal Circuit; Alden Abbott, Senior Research
Fellow at Mercatus Center and former General Counsel at the Federal Trade Commission; Chris
Israel, Executive Director of Alliance of U.S. Startups and Inventors for Jobs; James Edwards,
Founder and Executive Director of Conservatives for Property Rights; and Karen Kerrigan, President
& CEO of the Small Business & Entrepreneurship Council. Watch the video below.   
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May 1, 2025

Coalition Against Socialized Medicine Applauds the
Introduction of the Promoting and Respecting
Economically Vital American Innovation Leadership
(PREVAIL) Act and the Patent Eligibility Restoration Act
(PERA).

ALEXANDRIA, VA, May 1, 2025 – The Coalition Against Socialized Medicine (CASM), a

broad coalition of leading conservative groups, including the Conservative Political Action

Coalition (CPAC), Heritage Action, the National Taxpayers Union, Club for Growth, Citizens

Against Government Waste, and American Commitment, has issued the following statement

on the Promoting and Respecting Economically Vital American Innovation Leadership

(PREVAIL) Act and the Patent Eligibility Restoration Act (PERA).

“The Coalition Against Socialized Medicine (CASM) is thrilled to see the introduction of the
Promoting and Respecting Economically Vital American Innovation Leadership (PREVAIL)
Act and the Patent Eligibility Restoration Act (PERA). As a coalition comprised of
conservative, pro-competition organizations, CASM is thankful that our lawmakers are
working to preserve the intellectual property (IP) protections that enable a functioning free
market and promote American research and development.

“PREVAIL and PERA would work to strengthen and clarify IP rights and reinforce legal
protections for innovation. Previous policies have empowered outside actors to disrupt
innovation and investment, impeding advancement in the vital healthcare industry.
Fortunately, PREVAIL and PERA will help preserve the patent system, restoring momentum
to our country’s innovation pipeline.

“A pillar of freedom and innovation, IP protections promote competition while ensuring
innovators can safely invest their time and money in new products. Patents are vital to
fueling our free-market economy and medical sector, and both bills work to reinforce and
uphold IP rights, promising continued innovation and progress.

“We urge Congress to act swiftly to pass the PREVAIL and PERA Acts, prioritizing the values
that keep the U.S. the global leader of pharmaceutical innovation.”

Guest
Stamp



 

 
21C Reaffirms Support for PERA as Senate Judiciary 

Committee Examines Patent Eligibility Reform 
Washington, D.C. – The Coalition for 21st Century Patent Reform (“21C”) is pleased to renew its 
endorsement of the bipartisan Patent Eligibility Restoration Act of 2025 (PERA; S. 1546) in advance of 
the Senate Judiciary Committee’s hearing titled, “From Genes to Machines: the Patent Eligibility Debate” 
on July 14, 2026. In 21C’s view, this legislation represents a significant step forward in establishing clear 
and predictable patent-eligibility rules in the United States, providing long-overdue certainty for 
innovators and strengthening America’s capacity to invest, invent, and compete.  

21C is a diverse coalition of the nation’s leading researchers and manufacturers who, like all inventors, 
rely on a robust patent system to protect their inventions and drive breakthrough, societally beneficial 
innovations. In that capacity, 21C advocates for federal policies that protect and modernize the United 
States patent system, recognizing that a strong and reliable patent framework is essential to supporting 
American innovation and technological leadership. 

Over the past decade, Supreme Court decisions interpreting Section 101 of the Patent Act have left the 
scope of patent-eligible subject matter unsettled, creating uncertainty in the courts, at the U.S. Patent 
and Trademark Office, and across the broader innovation ecosystem. This uncertainty undermines the 
predictability that independent inventors, start-ups, universities, and corporations rely upon when 
making long-term investment decisions and funding research and development. Yet the current 
framework has led to the exclusion of many otherwise patent-eligible inventions from patent protection 
under Section 101, with consequences across critical U.S. sectors, including medical diagnostics and 
lifesaving treatments, advanced manufacturing, software development, and emerging technologies such 
as artificial intelligence and quantum computing.  

Section 101 is intended to serve as the coarse filter for determining whether a category of invention is 
eligible for consideration, rather than a patentability test. Consistent with that purpose, PERA would 
restore clarity to the patent eligibility framework while preserving important guardrails against 
overreach. The legislation would continue to exclude from patent protection fundamental concepts that 
do not result from human ingenuity, including mathematical formulas, certain economic and social 
processes, genes as they exist in the human body, and natural materials as they exist in nature. 

We would like to thank Senator Grassley (R-IA) and Senator Durbin (D-IL) for agreeing to hold this 
important hearing.  Moreover, Senators Thom Tillis (R-NC) and Chris Coons (D-DE) have been stalwart 
champions for more certainty and reliability in our patent system, and we thank them for their 
continued leadership on PERA in Congress. 21C looks forward to continuing to work with all 
stakeholders to pass this important legislation. It is crucial for Congress to restore clarity and 
predictability to the nation’s patent system to encourage U.S. innovation, attract investment, and 
strengthen American competitiveness. 

For more information, visit http://www.patentsmatter.com 



June 18, 2025


Dear Republican Senator/Representative:


The signatories below, comprised of public policy, grassroots, and free enterprise 
organizations, write to express our support for the Promoting and Respecting 
Economically Vital American Innovation Leadership (PREVAIL) Act (S. 1553, H.R. 3160), 
the Patent Eligibility Restoration Act (PERA; S. 1546, H.R. 3152), and the RESTORE 
Patent Rights Act (S. 708, H.R. 1574). We urge your support for this legislation.


The PREVAIL Act would secure private property rights to inventions and give quiet title, 
which is crucial for commercialization of and investment in patented innovations. That 
will boost the United States’s competitive edge, especially in emerging and 
standardized technologies important to our economic and national security. PREVAIL 
would reform the Patent Trial and Appeal Board (PTAB) by adding procedural and due-
process guardrails to reduce abuses of the administrative patent challenge system. 
These changes would protect patent owners from infringers’ ability to game the PTAB 
system through repeated challenges, even when a court of law has already upheld that 
patent’s validity, and inordinate PTAB discretion to tilt the process.


PREVAIL would help alleviate the damage to our patent system, to inventors (such as 
those who have testified before the Senate and House Judiciary Intellectual Property 
Subcommittees in recent years) who face the prospect of lost commercial traction 
during what is supposed to be their exclusive ownership and use of their invention, and 
from the erosion of property rights in the patent arena.  Further, the legislation would 
mitigate the public’s misgivings regarding this administrative body.


The PERA Act would fully eliminate judicially created exceptions to patent eligibility. It 
would restore the congressionally intentional breadth of the section 101 threshold 
question as to what is patent-eligible subject matter, including of a “useful process.” 
This bill would prohibit examiners, courts, the Patent Trial and Appeal Board, or others 
from considering substantive patentability requirements (sections 102, 103, and 112) or 
from fixating on a patent claim apart from the invention as a whole in a 101 threshold 
determination regarding a specific invention or discovery. PERA would settle the 
current disquiet of uncertain patent eligibility among courts.


The RESTORE Patent Rights Act would result in courts again enjoining ongoing patent 
infringement after a patent is proven valid and being infringed. This would remedy the 
adverse way in which federal courts have applied the U.S. Supreme Court’s 2006 eBay 
v. MercExchange case. Over the past two decades, courts have created a categorical 
rule of denying permanent injunctions against proven infringers. This development 
denies the wronged party justice. It also stands diametrically opposite two centuries of 
historical precedent and practice. In short, RESTORE would provide patent owners the 
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same equitable relief available in cases involving all other forms of property, including 
other forms of intellectual property. 


These three bills would bolster the reliability, certainty, and strength of American 
patents. They would clarify and refine elements of the patenting process, making it 
easier for legitimate patent claims to reach fruition and withstand what would become 
fairer, more consistent, impartial scrutiny once granted.


We strongly urge your support by cosponsoring the bipartisan, bicameral PREVAIL, 
PERA, and the RESTORE Patent Rights Acts. We look forward to working with you to 
advance this legislation to enactment.


Respectfully,


James Edwards	 	 	 	 	 Kevin L. Kearns

Executive Director	 	 	 	 	 President

Conservatives for Property Rights	 	 	 U.S. Business and Industry Council


Steve Chartan 	 	 	 	 	 Hon. J. Kenneth Blackwell

Vice President of Government Relations	 	 Chairman

Heritage Action for America	 	 	 	 Conservative Action Project


Jenny Beth Martin	 	 	 	 	 C. Preston Noell III

Honorary Chairman	 	 	 	 	 President

Tea Party Patriots Action	 	 	 	 Tradition, Family, Property, Inc.


Seton Motley 		 	 	 	 	 Charles Sauer

President	 	 	 	 	 	 President

Less Government	 	 	 	 	 Market Institute


Jeffrey Mazzella	 	 	 	 	 Anthony Zagotta

President	 	 	 	 	 	 President

Center for Individual Freedom	 	 	 Center for American Principles


George Landrith	 	 	 	 	 Ashley Baker

President	 	 	 	 	 	 Executive Director

Frontiers of Freedom	 	 	 	 	 The Committee for Justice


Dee Stewart 	 	 	 	 	 	 Tom DeWeese

President 	 	 	 	 	 	 President

Americans for a Balanced Budget 	 	 	 American Policy Center


Ryan Ellis	 	 	 	 	 	 Dick Patten

President	 	 	 	 	 	 President 
Center for a Free Economy	 	 	 	 American Business Defense Council


Karen Kerrigan	 	 	 	 	 Paul Caprio

President & CEO	 	 	 	 	 Director

Small Business & Entrepreneurship Council		 Family PAC Federal
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Saulius “Saul” Anuzis		 	 	 	 James L. Martin

President	 	 	 	 	 	 Founder/Chairman

The American Association of Senior Citizens 	 60 Plus Association


Gerard Scimeca	 	 	 	 	 Matthew Kandrach

Chairman	 	 	 	 	 	 President

Consumer Action for a Strong Economy	 	 Consumer Action for a Strong Economy

 

Colin Hanna	 	 	 	 	 	 Curt Levey

President	 	 	 	 	 	 President

Let Freedom Ring	 	 	 	 	 The Committee for Justice


Bob Carlstrom		 	 	 	 	 Daniel Perrin

Executive Director	 	 	 	 	 President

Prosperity for US Foundation		 	 	 HSA Coalition


Tom Giovanetti	 	 	 	 	 David Williams

President	 	 	 	 	 	 President

Americans for a Strong Economy	 	 	 Taxpayers Protection Alliance


Martha Boneta Fain	 	 	 	 	 Phil Kerpen

President 	 	 	 	 	 	 President

Victory Coalition Strategies	 	 	 	 	 American Commitment

Vote America First
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For immediate release      Contact: Ryan Moy 
July 13, 2026        rmoy@crcadvisors.com 

Statement on the Senate Judiciary Committee PERA Hearing 

This statement on the full Senate Judiciary Committee’s hearing on the Patent Eligibility 
Restoration Act (PERA) may be attributed to James Edwards, Executive Director, Conservatives 
for Property Rights: 

“The Patent Eligibility Restoration Act is desperately needed to fix one of the key weaknesses in 
the U.S. patent system: grossly unsettled, judicially created exception-riddled rules for patent 
eligible subject matter. CPR commends the U.S. Senate Judiciary Committee for calling a full 
committee hearing on this vitally important legislation. PERA would ensure rationality, 
consistency and American innovation leadership in critical technological fields, including AI and 
medical diagnostics, in which China and other foreign competitors are making gains at 
America’s expense.  

“The Supreme Court and lower courts have butchered the bright lines of the patent statute’s 
section 101 with nonsensical, inconsistent, judicially created exceptions, causing extensive 
turmoil and uncertainty as to the basic question of whether certain subject matter is patent-
eligible. This uncertainty, unpredictability and inconsistency advantage our foreign competitors 
whose laws recognize patent eligibility for cutting-edge categories that formerly were or ought to 
be recognized in the United States. 

“The need for legislation is clear. Senate Judiciary subcommittee hearings in 2019 brought forth 
overwhelming evidence from more than 40 witnesses of the section 101 problem and the nature 
of the solution. Since that time, the situation has only worsened. The Supreme Court has 
repeatedly declined to take patent eligibility cases. Last fall, though, the Senate IP 
Subcommittee held an important hearing on PERA. 

“Conservatives for Property Rights heartily thanks PERA’s sponsors, Senators Thom Tillis and 
Chris Coons and Representatives Kevin Kiley and Scott Peters, for their bipartisan leadership 
on this desperately needed correction. CPR calls on the Senate to advance PERA now.” 

# # # 

CPR Letter:  Patent Eligibility Restoration Act (S. 1546/H.R. 3152) 

Coalition Letter: PREVAIL, PERA, and RESTORE Acts 

Coalition Letter: PERA and PREVAIL Acts 

Op-ed:  “SCOTUS Let Us Down Again, So Congress Should Move PERA,” IP Watchdog

@4PropertyRights www.property-rts.org 

https://www.property-rts.org/
https://www.property-rts.org/
https://www.property-rts.org/_files/ugd/651e0c_b6d018c517224c62ac74865def4a9324.pdf
https://www.property-rts.org/_files/ugd/651e0c_c26287b2d0cf4071af25e732801ace87.pdf
https://www.property-rts.org/_files/ugd/651e0c_4b5dd7062e3046da9dd6835568af1dec.pdf
https://ipwatchdog.com/2025/07/14/scotus-let-us-congress-move-pera/id=190352/
http://www.property-rts.org
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May 1, 2025 

The Honorable Thom Tillis
113 Dirksen Senate Office Building
Washington, D.C. 20510

The Honorable Chris Coons
218 Russell Senate Office Building
Washington, D.C. 20510

Dear Senators Tillis and Coons:

I am writing on behalf of the Council for Innovation Promotion (C4IP), a bipartisan coalition 
dedicated to promoting strong and effective intellectual property (IP) rights that drive 
innovation, enhance American economic competitiveness, and improve lives everywhere. 
C4IP is chaired by two former Directors of the U.S. Patent and Trademark Office (USPTO), 
Andrei Iancu and David Kappos, who served under Presidents Trump and Obama, 
respectively. Our board also includes two retired judges from the U.S. Court of Appeals for 
the Federal Circuit, former Chief Judge Paul Michel and Judge Kathleen O’Malley.

We write today to express C4IP’s strong support for the reintroduction of the Patent 
Eligibility Restoration Act (PERA) and the Promoting and Respecting Economically Vital 
American Innovation Leadership (PREVAIL) Act. We thank Senators Thom Tillis, Chris 
Coons, Dick Durbin, and Mazie Hirono as well as Representatives Deborah Ross, Nathaniel 
Moran, Kevin Kiley, and Scott Peters for their continued leadership on these issues.

Together, these bipartisan bills would restore clarity, fairness, and predictability to the 
U.S. patent system. Because the patent system provides the foundation for our country’s 
innovation engine, the improvements that these bills would make would directly support 
innovators — ensuring that they have the confidence and incentives needed to invest 
in research and development, leading to strengthened economic growth and sustained 
American leadership in innovation.

For over a decade, U.S. innovators have faced profound uncertainty regarding what types 
of inventions qualify for patent protection under Section 101 of the Patent Act. Judicial 
decisions have introduced vague, subjective, and unpredictable eligibility tests. As a 
result, inventors, research institutions, and investors are often left unsure whether critical 
advances — particularly in cutting-edge fields like medical diagnostics, biotechnology, 
artificial intelligence, and computer-implemented technologies — can be protected.

https://scholar.google.com/scholar_case?case=18086536145760645965&q=bilski+v+kappos&hl=en&as_sdt=6,36
https://ipwatchdog.com/2020/06/28/ten-years-bilski-beginning-end-no-improvement-sight/id=122902/
https://ipwatchdog.com/2020/06/28/ten-years-bilski-beginning-end-no-improvement-sight/id=122902/
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This uncertainty has chilled investment, slowing the commercialization of groundbreaking 
discoveries and weakening America’s competitiveness in sectors vital to public health, 
national security, and economic growth. Notably, U.S. patent eligibility doctrine has become 
unusually uncertain and restrictive compared to other advanced economies — leaving 
American innovators at a disadvantage as foreign competitors provide clearer, more reliable 
protections for emerging technologies.

PERA would restore clarity, certainty, and predictability by establishing straightforward, 
objective, and administrable standards rooted in statutory text. The bill would eliminate 
vague, judicially created exceptions like “abstract ideas” and “laws of nature,” replacing 
them with understandable rules for what is eligible. It would ensure that genuine 
technological innovations, including diagnostics, biotechnology, and computer-implemented 
inventions, remain eligible for protection. By replacing subjective judicial tests with clear 
statutory guidance, PERA would revitalize investment, encourage research in critical fields, 
and restore Section 101 to its intended role of promoting innovation and economic growth in 
the 21st century.

While PERA addresses substantive eligibility standards, the PREVAIL Act would 
strengthen procedural fairness at the Patent Trial and Appeal Board (PTAB) by 
implementing targeted, commonsense reforms that promote fairness, efficiency, and 
consistency. The legislation would eliminate duplicative litigation by requiring challengers 
to choose their forum — either continuing a case in district court or proceeding before 
the PTAB — once the PTAB institutes a trial. It would also harmonize legal standards 
by requiring the PTAB to apply a clear and convincing evidence standard to invalidate 
patents and use the same claim construction standard applied in federal courts. In addition, 
PREVAIL would strengthen estoppel protections to prevent repetitive challenges across 
venues and ensure that only real parties in interest with a substantial stake may pursue 
PTAB proceedings.

These reforms would reduce wasteful duplication, improve consistency across venues, and 
ensure that patent rights are adjudicated under fair and predictable rules. By curbing 
strategic abuse of the PTAB process and reducing duplicative burdens on innovators, 
PREVAIL would make it easier for inventors to defend their patents without facing costly, 
repetitive, and burdensome proceedings. Strengthening procedural protections at the PTAB 
is essential to restoring balance to the U.S. patent system and supporting robust innovation 
and legitimate competition.

https://scholarlycommons.law.wlu.edu/wlulr/vol79/iss1/8/?utm_source=chatgpt.com#:~:text=Ultimately%2C%20the%20study%20indicates%20that%20in%20the%20four%20years%20following%20Mayo%2C%20investment%20in%20disease%20diagnostic%20technologies%20was%20nearly%20%249.3%20billion%20dollars%20lower%20than%20it%20would%20have%20been%20absent%20Mayo.
https://papers.ssrn.com/sol3/papers.cfm?abstract_id=2943431
https://c4ip.org/why-c4ip-supports-the-patent-eligibility-restoration-act-pera/
https://c4ip.org/why-c4ip-supports-the-prevail-act/#new_tab
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For America’s innovative businesses, these improvements are especially critical. Today, large, 
well-resourced corporations can exploit procedural gaps by launching parallel, duplicative 
attacks on the same patent in multiple venues, forcing innovators to endure unsustainable 
litigation costs, prolonged uncertainty, and pressure to settle or abandon their rights. 
PREVAIL would restore fairness to the system by curbing these abusive tactics and ensuring 
that innovators have a meaningful opportunity to protect and enforce their IP rights.

Together, PERA and PREVAIL represent thoughtful, bipartisan solutions to restore 
confidence in America’s patent system. Strong, reliable IP rights do not stifle competition 
— they drive it by fostering the incentives necessary for sustained innovation, dynamic 
economic growth, and American technological leadership. Without these critical reforms, the 
United States risks losing its innovation advantage to foreign competitors that offer more 
consistent and predictable protections for inventors.

We value your leadership in championing these critical reforms and urge Congress to 
prioritize the swift passage of PERA and the PREVAIL Act. C4IP stands ready to assist in 
advancing policies that strengthen America’s IP system and secure its future as the global 
leader in innovation.

Sincerely,

Frank Cullen
Executive Director 
Council for Innovation Promotion (C4IP)

https://www.coons.senate.gov/imo/media/doc/prevail_act_fact_sheet.pdf#page=2






 
 

Statement from Heritage Action Executive Vice President Ryan Walker 

“Heritage Action proudly supports the Patent Eligibility Restoration Act (PERA) and the 
Promoting and Respecting Economically Vital American Innovation Leadership Act 
(PREVAIL Act) to strengthen America’s patent system, drive innovation, and bolster our 
global competitiveness. Congress must act now to ensure the United States remains a 
global leader in technological advancement and secure a stronger, more competitive future 
for America.” 

 



 

IEEE-USA  |  2001 L Street, N.W., Suite 700, Washington, D.C.  20036-4928 USA 
Office: +1 202 785 0017 | Fax: +1 202 785 0835 | E-mail: ieeeusa@ieee.org |  
Web: http://www.ieeeusa.org 

22 April 2025 
 
Senator Thom Tillis     Senator Chris Coons 
Senate Committee on the Judiciary   Senate Committee on the Judiciary 
224 Dirksen Senate Office Building   224 Dirksen Senate Office Building 
Washington, DC 20510    Washington, DC 20510 
 
In re: Patent Eligibility Restoration Act (PERA) 
 
IEEE-USA fully supports the Patent Eligibility Restoration Act (PERA). Thousands of individual 
U.S.-based members of IEEE depend on reliable and effective patent rights to secure the benefits of 
their inventions and technological innovations. High-tech inventions have driven the U.S. economy 
since IEEE was founded by Thomas Edison, Alexander Graham Bell, and Nicola Tesla over a 
century ago. Like Edison, Bell, and Tesla, IEEE members rely on predictable and effective patent 
rights to license or otherwise commercialize their inventions in the innovation economy, growing 
jobs, and contributing to economic growth. 
Decisions on subject matter eligible for patent protection – the kind and type of inventions to be 
protectable under U.S. patent laws – should be made under predictable rules. Categories of inventions 
that are eligible for patent protection are defined in 35 U.S.C. §101 (“any … process, machine, 
manufacture, or composition of matter, or any … improvement thereof”).  
However, judicial decisions have expressly created “exceptions” to the categories of subject matter 
defined by 35 U.S.C. §101 and promulgated various tests and criteria to determine when those 
exceptions apply. Those exceptions and criteria have narrowed the scope of innovations eligible for 
patenting and introduced uncertainty into what innovations are eligible for patent. The judicially 
created restrictions on patent eligibility put the United States at a competitive disadvantage as foreign 
governments seize on opportunities to expand the scope of eligible subject matter in their countries. 
Many inventions are patentable in China and Europe, but are ineligible in the U.S.  
PERA eliminates the confusion created by courts as to what inventions are patent eligible and helps 
the U.S. regain a competitive edge in innovation. This legislation brings much-needed reform to 
subject matter eligibility, building into U.S. patent law the certainty as to which inventions are 
eligible for U.S. patent protection. PERA brings balance back to the patent system. 
IEEE-USA thanks Senator Tillis and Senator Coons for sponsoring PERA and we ask that Congress 
pass this bill as soon as possible.  Please do not hesitate to contact Erica Wissolik at 
e.wissolik@ieee.org or (202) 360-5023 if you wish to discuss the issue with us further. 
 
Sincerely, 

 
Nils Smith 
IEEE-USA Vice President, Government Relations 

mailto:e.wissolik@ieee.org


 

 

 
 

For Immediate Release  
July 14, 2026 
 

Innovation Alliance Statement on  
Senate Judiciary Committee Hearing on 

Patent Eligibility Restoration Act 
  

PERA is Needed to Fix Broken Patent Eligibility Laws 
 

Bipartisan Bill Would Restore Certainty and Predictability  
and Ensure U.S. Can Compete With China  

 
 
WASHINGTON, D.C. – Innovation Alliance Executive Director Brian Pomper issued the 
following statement on the U.S. Senate Judiciary Committee’s hearing on the bipartisan, 
bicameral Patent Eligibility Restoration Act (PERA) (S.1546/H.R.3152):   
 

“The Innovation Alliance applauds the Senate Judiciary Committee for holding a hearing 
on the bipartisan, bicameral Patent Eligibility Restoration Act (PERA). This legislation is 
needed to fix our nation’s broken patent eligibility laws. It makes critical reforms that 
will help restore certainty and predictability to the U.S. patent system and ensure we 
can compete with China.  
 
“Historically, inventions in the United States were patented across broad categories of 
discovery. Starting in 2010, however, the Supreme Court issued a series of decisions 
that have upended longstanding settled law and narrowed the scope of patent-eligible 
subject matter. These decisions have created chaos in the patent world. Federal circuit 
judges and USPTO Directors have repeatedly noted that current interpretations of the 
law make it nearly ‘impossible’ to know whether certain inventions should be patent 
eligible and have urged Congress to pass legislation to provide clarity.  
 
“Meanwhile, our foreign competitors, including China, are granting patents on many 
inventions that are now unpatentable here. This not only undermines U.S. 
competitiveness and the ability of our nation to remain the global leader in innovation, 
but it creates a national security risk as other countries challenge U.S. leadership in 
developing key technologies.  
 
“PERA would solve this problem by clarifying categories of inventions that are eligible to 
receive patents, restoring needed certainty and predictability for American innovators 
and investors, and ensuring the United States avoids ceding leadership in key 
technologies to our foreign adversaries and competitors. We urge Congress to take up 
and pass this important legislation as soon as possible.” 

 
PERA was reintroduced last year in the Senate by IP Subcommittee Chair Thom Tillis (R-NC) 
and Senator Chris Coons (D-DE), and in the House by Representatives Kevin Kiley (R-CA) and 



 

 

Scott Peters (D-CA). The legislation was drafted following years of study and deliberation with 
key stakeholders. For more information on PERA, click here.  
 

### 
 
 
ABOUT THE INNOVATION ALLIANCE 
The Innovation Alliance represents innovators, patent owners and stakeholders from a diverse 
range of industries that believe in the critical importance of maintaining a strong patent system 
that supports innovative enterprises of all sizes. Innovation Alliance members can be found in 
large and small communities across the country, helping to fuel the innovation pipeline and 
drive the 21st century economy. Learn more at www.innovationalliance.net. 
 
 
Contact: Cathleen Biegun  
Cathleen@SevenLetter.com 
 
 
 
 



February 17, 2026 
 
The Honorable Charles Grassley 
Chairman 
Committee on the Judiciary  
U.S. Senate 
Washington, DC 20510 
 
Dear Chairman Grassley: 
 
Thank you for your leadership to ensure the Iowa innovation economy thrives.  The undersigned 
represent Iowa inventors, startups, universities, accelerators, and intellectual property (IP) 
professionals.  We write in strong support of three bipartisan patent bills that will strengthen 
the Iowa innovation economy:  the PREVAIL Act (S.1553/H.R.3160), the Patent Eligibility 
Restoration Act (S.1546/H.R.3152), and the RESTORE Patent Rights Act (S.708/H.R.1574). 
 
Strong, predictable patent rights are crucial to the Iowa economy.  Iowa holds $24.7 billion in 
IP,1 and, according to the USPTO, IP-intensive industries support more than 30% of private-
sector Iowa jobs.2  Iowans have invented and patented thousands of new technologies in recent 
years, including cutting-edge innovations in agriculture and healthcare.  In fact, Iowans regularly 
obtain more than 1,000 patents each year.3  These patent-protected inventions help create new 
jobs and attract hundreds of millions of dollars in federal government grants and venture capital 
investment to the state.4 
 
Together, the PREVAIL, Patent Eligibility Restoration, and RESTORE Patent Rights Acts will 
catalyze continued innovation, job creation, and economic growth in Iowa.  By providing 
inventors greater clarity and certainty around their ability to obtain and enforce patents, these 
bills would ensure that inventors may confidently invest in the research and development 
needed to invent new technologies and power the Iowa innovation economy. 
 
We believe it is imperative that Congress act on these bills now: 

• RESTORE—For more than two centuries, a patent owner whose rights had been 
infringed could obtain a court order to stop continued IP theft.  Injunctions were granted 
in almost 95% of cases where patents were found valid and infringed, but Iowa inventors 

 
1 U.S. Chamber of Commerce Global Innovation Policy Center, From Innovation to Employment: IP’s Role in Job Growth (accessed 
Oct. 16, 2025), https://www.uschamber.com/assets/documents/maps/ipjobs/IPFactSheet_Iowa.pdf.  
2 Andrew A. Toole, Richard D. Miller & Nicholas Rada, Intellectual Property and the U.S. Economy: Third Edition, U.S. Patent and 
Trademark Office (Mar. 2022), https://www.uspto.gov/sites/default/files/documents/uspto-ip-us-economy-third-edition.pdf, at 
20. 
3 U.S. Patent and Trademark Office, Performance and Accountability Report:!Fiscal Year 2021, 
https://www.uspto.gov/sites/default/files/documents/USPTOFY21PAR.pdf, at 208. 
4 See, e.g., Letter from Mark J. Braun, Iowa Board of Regents, to Iowa General Assembly (Nov. 11, 2024), 
https://www.legis.iowa.gov/docs/publications/DF/1463244.pdf. 
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MDMA Statement of Support on Reintroduction of the Bipartisan 

�³�3�5�(�9�$�,�/���$�F�W�´���D�Q�G���³�3�(�5�$�´ 
 
WASHINGTON, DC �± �7�K�H���0�H�G�L�F�D�O���'�H�Y�L�F�H���0�D�Q�X�I�D�F�W�X�U�H�U�V���$�V�V�R�F�L�D�W�L�R�Q�¶�V�����0�'�0�$�����3�U�H�V�L�G�H�Q�W��
and CEO Mark Leahey issued the following statement today applauding the bipartisan 
reintroduction of the �³�3�U�R�P�R�W�L�Q�J���D�Q�G���5�H�V�S�H�F�W�L�Q�J���(�F�R�Q�R�P�L�F�D�O�O�\���9�L�W�D�O���$�P�H�U�L�F�D�Q���,�Q�Q�R�Y�D�W�L�R�Q��
�/�H�D�G�H�U�V�K�L�S���$�F�W�����3�5�(�9�$�,�/���$�F�W���´���D�Q�G���W�K�H���³�3�D�W�H�Q�W���(�O�L�J�L�E�L�O�L�W�\���5�H�V�W�R�U�D�W�L�R�Q���$�F�W�����3�(�5�$�����´ 
 
�³�0�'�0�$���W�K�D�Q�N�V��Senators Thom Tillis (! C) and Chris Coons (DE) for the bipartisan 
�U�H�L�Q�W�U�R�G�X�F�W�L�R�Q���R�I���W�K�H���µ�3�5�(�9�$�,�/���$�F�W�¶���D�Q�G���µ�3�(�5�$���¶�������7�K�H�V�H���L�P�S�R�U�W�D�Q�W���E�L�O�O�V���Z�R�X�O�G��
strengthen intellectual property rights, which ultimately results in new innovative cures, 
therapies and diagnostics to help address the needs of patients and providers.  The United 
States cannot maintain and grow our leadership position in medical technology innovation 
�Z�L�W�K�R�X�W���V�W�U�R�Q�J���,�3���S�U�R�W�H�F�W�L�R�Q�V���L�Q���S�O�D�F�H�����D�Q�G���W�K�H���µ�3�5�(�9�$�,�/���$�F�W�¶���D�Q�G���µ�3�(�5�$�¶���Z�R�X�O�G���V�X�S�S�R�U�W��
�W�K�L�V���F�U�L�W�L�F�D�O���Z�R�U�N���W�R���E�R�O�V�W�H�U���R�X�U���H�F�R�V�\�V�W�H�P���´ 
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April 29, 2025  
 
The Honorable Thom Tillis  
US Senate 
113 Dirksen Senate O! ce Building  
Washington, DC 20510  
 
Dear Senator Tillis, 
 
On behalf of the North Carolina Life Sciences Organization, I want to thank you for reintroducing the 
Patent Eligibility Restoration Act and the Promoting and Respecting Economically Vital American 
Innovation Leadership Act.  These two pieces of important legislation will bring much needed certainty 
and protection for patent holders, particularly those early innovators, crucial to American ingenuity.  
 
PERA brings certainty and overdue clarity to Section 101 of the Patent Act.  The existing uncertainty in 
the law has been a major impediment to the cutting - edge work of our innovators.  In addition, this 
legislation would also a " ord US innovators the same  protection now enjoyed by their foreign 
counterparts.  At a time when the American people are demanding that critical industries be brought 
home, this equal treatment will be especially important.  
 
The PREVAIL Act will empower startups and small businesses by realigning the Patent Trial and Appeals 
Board with Congress's original intent. Lawmakers had hoped the PTAB would provide a faster and 
cheaper alternative to costly federal court litigation.  In stead, it has been abused to make it much 
harder and more expensive for small innovators to protect their patents. Promoting fair treatment for 
inventors, improving e ! ciency and ensuring the USPTO has adequate resources to administer the 
patent system will wor k to again incentivize American innovation and enable small entrepreneurial 
companies to compete.  
 
As you know, NCLifeSci represents the life sciences industry in North Carolina with over 250 members, 
both large and small, the great majority of whom rely on intellectual property as the basis of their 
business and the lifeblood with which they can raise funds to advance their technology and hopefully 
provide treatments and cures for patients, food to feed the world and sustainable options for our 
climate.    
 
NCLifeSci applauds your commitment to hearing from interested parties and we look forward to 
working with you and helping you to ensure passage of these important safeguards to our American 
patent system.  
 
Sincerely, 

 
Laura F. Gunter  
President, NCLifeSci 



!"#$%&' (%)*)+

,-.%/010234#.%5-"67%82399#.$
5-3:2;31
<.13=.%50;;:==..%01%=-.%!">:6:32$%
&'?%/32=%<.13=.%@AA:6.%B":#>:1C%D39-:1C=01(%E5%)*?&*%

,-.%/010234#.%E:67%E"24:1
F317:1C%G.;4.2
<.13=.%50;;:==..%01%=-.%!">:6:32$
H&&%/32=%<.13=.%@AA:6.%B":#>:1C%
D39-:1C=01(%E5%)*?&*%

,-.%/010234#.%,-0;%,:##:9%
5-3:2;31%I1=.##.6="3#%J20K.2=$%<"460;;:==..%
<.13=.%50;;:==..%01%=-.%!">:6:32$%
&&'%E:279.1%<.13=.%@AA:6.%B":#>:1C%D39-:1C=01(%
E5%)*?&*%

,-.%/010234#.%L>3;%<6-:AA%
F317:1C%G.;4.2%I1=.##.6="3#%J20K.2=$%<"460;;:==..%
<.13=.%50;;:==..%01%=-.%!">:6:32$%
&&)%/32=%<.13=.%@AA:6.%B":#>:1C%
D39-:1C=01(%E5%)*?&*

!"#$%"&&"'$()$*+&",&$%+-$+,.$/,,(0+&1(,$234(5+'6$1,$2788('&$()$&4"$*+&",&$951:1;151&<$
!"6&('+&1(,$=3&$>*9!=?

E.32%5-3:2;31%82399#.$(%F317:1C%G.;4.2%E"24:1(%5-3:2;31%,:##:9(%31>%F317:1C%G.;4.2%<6-:AAMM

D.%N2:=.%39%363>.;:69%N-0%9=">$%K3=.1=%#3N%31>%:110O3=:01%=0%.160"23C.%=-.%50;;:==..%=0%3>O316.%
=-.%J3=.1=%P#:C:4:#:=$%F.9=023=:01%L6=%QJPFLRS%JPFL%N0"#>%9=2.1C=-.1%TS<S%60;K.=:=:O.1.99%:1%-:C-U
=.6-%:1>"9=2:.9%4$%6#32:A$:1C%<.6=:01%&*&%0A%=-.%J3=.1=%L6=(%N-:6-%0O.2%=:;.%-39%4..1%=2319A02;.>%A20;%
3%9:;K#.%A:#=.2%A02%K3=.1=%.#:C:4:#:=$%:1=0%3%;"6-%4203>.2%=.9=%=-3=%501C2.99%1.O.2%:1=.1>.>S

501C2.99%02:C:13##$%.136=.>%<.6=:01%&*&%39%3%60329.%962..1=0%9.2O.%39%3%A:29=%=.9=%A02%K3=.1=%.#:C:4:#:=$S%
V20;%=-.%&W?)%J3=.1=%L6=%"1=:#%)*&*(%60"2=9%"1>.29=00>%<.6=:01%&*&%=0%2.36-%X31$=-:1C%"1>.2%=-.%9"1%
=-3=%:9%;3>.%4$%;31(Y%31>%10=%9"2K2:9:1C#$(%L;.2:631%:110O3=:01%A#0"2:9-.>>"2:1C%=-3=%K.2:0>S

/0N.O.2(%:1%=-.%)*&*9(%3%Z"32=.=%0A%<"K2.;.%50"2=%>.6:9:019[ !"#$%"&'(&)*++,$(%-*.,&/,##*0,1*2"'3&
431'"53$&'(&61,732839$&:*0,1*2,1"3$(%;$$,5"*2",<&=,1&-,#359#*1&6*28,#,>.&'(-.1"*?&@3<32"5$(%31>%
;#"53&/,1+(&'(&/:4&!*<%[ .AA.6=:O.#$%>:9K#36.>%=-.%9=3="=02$%=.\=%N:=-%]">:6:3##$%62.3=.>%.\6.K=:019%=0%
K3=.1=%.#:C:4:#:=$S%,-.9.%2"#:1C9%="21.>%<.6=:01%&*&%:1=0%3%=N0U9=.K%=.9=%=-3=%3KK.329%10N-.2.%:1%=-.%
9=3="=.%31>%N-09.%7.$%=.2;9[ X349=236=%:>.3Y%31>%X:1O.1=:O.%6016.K=Y[ =-.%50"2=%-39%1.O.2%>.A:1.>S

<:16.%=-.1(%#0N.2%60"2=9%31>%=-.%T<J,@%-3O.%3KK#:.>%=-3=%=.9=%:16019:9=.1=#$(%>.1$:1C%K20=.6=:01%=0%
>:3C109=:6%;.=-0>9(%60;K"=.2U:;K#.;.1=.>%:1O.1=:019(%31>%0=-.2%#01CUK3=.1=34#.%9"4].6=%;3==.2S%
V"2=-.2(%=-.%<"K2.;.%50"2=%-39%2.A"9.>%;"#=:K#.%0KK02="1:=:.9=0%6#32:A$(%>.9K:=.%2.Z".9=9%A20;%=-.%
V.>.23#%5:26":=%31>%=-.%<0#:6:=02%8.1.23#%"1>.2%;"#=:K#.%3>;:1:9=23=:019S%,-.%2.9"#=%:9%=-3=%:1O.1=029(%



!"#$%&!'()*#&+*%&,!(-.'(*/#&*&.*0.&1!'*'!0%#203*4'!+%/-*56#-*%(*4#-!&-7!0%1%20!89 :,!&*%&*/#(!(*56!'!*
4#-!&-*!0%1%2%0%-3*'!$#%&(*/0!#')*%-*%(*.;-!&*&#''.5!'*%&*(/.4!* -6#&*'!/.1&%<!+*23*=$!'%/#>(*10.2#0*
'%,#0(8?

@6!(!*+!,!0.4$!&-(*6#,!*2!!&*2#+*;.'*2A(%&!((*#&+*;.'*%&&.,#-%.&8*B&*#*(A',!3*.;*CDE*,!&-A'!*/#4%-#0*
#&+*4'%,#-!*!FA%-3*%&,!(-.'()*DC*4!'/!&-*(#%+*4#-!&-*!0%1%2%0%-3*%(*#&*%$4.'-#&-*/.&(%+!'#-%.&*%&*
%&,!(-$!&-*+!/%(%.&()*#&+*G?*4!'/!&-*(#%+*-6!%'*;%'$(*#'!0!((*0%H!03*-.*%&,!(-*56!'!*4#-!&-(*#'!*
A&#,#%0#20!)*5%-6*-6!*(6#'4!(-*!;;!/-(*%&*2%.-!/6&.0.13*#&+*$!+%/#0*+!,%/!(8I J!-5!!&*?KKC*#&+*?K9D)*
4#-!&-7%&-!&(%,!*%&+A(-'%!(>*(6#'!*.;*L8M8*,!&-A'!*/#4%-#0*;!00*;'.$*.,!'*6#0;*-.*'.A1603*?N*4!'/!&-.;*
-.-#0*L8M8*OP*;A&+%&18C

@!/6&.0.1%!(*/'%-%/#0*-.*L8M8*&#-%.&#0*/.$4!-%-%,!&!((*#&+*&#-%.&#0*(!/A'%-3*6#,!*;#/!+*-6!*$.(-*
(!'%.A(*/.&(!FA!&/!(8*!"#$ #&+*!#%&"' /#(-*+.A2-*.&*4'.-!/-%.&*;.'*+%#1&.(-%/()*(-A&-%&1*'!(!#'/6*#&+*
+!,!0.4$!&-*%&*2%.-!/6&.0.13*#&+*1!&!-%/*'!(!#'/6 8E B&*#'-%;%/%#0*%&-!00%1!&/!)*&!5*!$4%'%/#0*!,%+!&/!*
(6.5(*-6#-*=B*4#-!&-(*#'!*(%1&%;%/#&-03*$.'!*0%H!03*-.*2!*%&,#0%+#-!+*-6#&*/.$4#'#20!*4#-!&-()*+'%,!&*
4'%&/%4#003*23*M!/-%.&*9K98G

P6%&#)*%&*-6!*$!#&-%$!)*6#(*2'.#+!&!+*!0%1%2%0%-3*;.'*=B*#&+*.-6!'*/.$4A-!'7%$40!$!&-!+*%&,!&-%.&(8*
B-(*=B*4#-!&-*;%0%&1(*&!#'03*-'%40!+*2!-5!!&*?K9Q*#&+*?K?C*56%0!*L8M8*;%0%&1(*'!$#%&!+*;0#-R #*1#4*-6#-*
2!#'(*+%'!/-03*.&*=$!'%/#&*/.$4!-%-%,!&!((*%&*#*+!;%&%&1*-!/6&.0.138D

@6!*S#-!&-*:0%1%2%0%-3*T!(-.'#-%.&*=/-*5.A0+*(-'!&1-6!&*=$!'%/#&*%&&.,#-%.&*#&+*/.$4!-%-%,!&!((*%&*
-6!(!*/'%-%/#0*#'!#(8*B-*5.A0+*!0%$%&#-!*-6!*,#1A!*!"/!4-%.&(*#&+*-5.7(-!4*-!(-*!(-#20%(6!+*23*'!/!&-*
MA4'!$!*P.A'-*'A0%&1()*'!40#/%&1*-6!$*5%-6*/0!#'*(-#-A-.'3*!"/0A(%.&(*56%0!*H!!4%&12#(%/*H&.50!+1!*
#&+*A&$.+%;%!+*&#-A'#0*$#-!'%#0(*;'!!*;.'*#008*B-*5.A0+*0!#,!*%&-#/-*-6!*'!FA%'!$!&-(*.;*&.,!0-3)*
&.&.2,%.A(&!(()*#&+*!&#20!$!&-U5'%--!&*+!(/'%4-%.&*A&+!'*M!/-%.&(*9K?)*9KI)*#&+*99?8

9V'%(-!&*W#H.2(!&*X(!&1#)*()*+$%&,-./%)'&0+"1&2&+#.+$./"+),+.32&-&1&2&+#YBSSBZ*@6!*BS*S.0%/3*B&(-%-A-!)*[#'8*
?K?E\]*V'%(-!&*W#H.2(!&*X(!&1#)*4"0+.56))+7./"+),+.32&-&1&2&+#.()*+$%"+&$,.80+.$9.:;:<.=/3(8>YBSSB)*A4+#-!+*
X/-8*9E)*?K?E\8*X&*-6!*P.A'->(*'!;A(#0(*-.*-#H!*A4*-6!*%((A!*+!(4%-!*(A/6*'!FA!(-()*(!!*8+6),".?&"-,$*+&0*@.A,0B.CB.
!"#$.D$22"1$%"+&C).5)%C*B)*Q?D*^8I+*9III*Y^!+8*P%'8*?K9Q\*Y!&*2#&/*+!&%#0*5%-6*!%16-*(!4#'#-!*.4%&%.&(*A'1%&1*
/0#'%;%/#-%.&\)*#&+*-6!*M.0%/%-.'*_!&!'#0>(*#$%/A(*2'%!;(*%&*8E)%&0",.8F2).G.!9-B@.A,0B.CB.H)"I0$.J$2'&,-*.KKD)*
`.8*?K7NQ9*Y[#3*?K??\)*#&+*J&LE"./6"%E*B.M58.A,0B.CB.N",'"./6"%E*B.A,0B)*`.8*9N7N9D*Ya!/8*?K9Q\8
? [#'H*=8*P.6!&)*@!(-%$.&3*J!;.'!*-6!*MA2/.$$8*.&*B&-!00!/-A#0*S'.4!'-3)*M8*P.$$8*.&*-6!*WA+%/%#'3)*
b!#'%&1*.&*-6!*S#-!&-*:0%1%2%0%-3*T!(-.'#-%.&*=/-)*#-*?cQ*YX/-8*N)*?K?E\*Y/.&-'#(-%&1*P6%&#>(*2'.#+!&%&1*.;*
!0%1%2%0%-3*;.'*=B)*(.;-5#'!)*#&+*+%#1&.(-%/(7'!0#-!+*%&,!&-%.&(*5%-6*L8M8*&#''.5%&1]*$.'!*-6#&*9)IKK*L8M8*
#440%/#-%.&(*#2#&+.&!+*#;-!'*82&0)7!"#$ '!d!/-%.&(*6#+*/.A&-!'4#'-*4#-!&-(*1'#&-!+*%&*P6%&#*.'*:A'.4!\]*V!,%&*
[#+%1#&*e*=+#$*[.((.;;)* OP%,&,-.Q$2'.+$.K)"'7.J$R./"+),+.32&-&1&2&+#.?$0+%&,).A*.M,')%E&,&,-.MB5B.
K)"')%*6&I.&,.A,,$C"+&$,)*?C*_:X8*[=MX`*f8*T:O8*QIQ*Y?K9D\)*'!,%(!+*Y?K9N\8*V!,%&*[#+%1#&*e*=+#$*
[.((.;;)* O6).N"2P).$9./P12&0.?"+"7.MI'"+).+$.OP%,&,-.Q$2'.+$.K)"')*YWA&!*?N)*?K9N\8**
I a#,%+*X8*@#30.')*/"+),+.32&-&1&2&+#.",'.A,C)*+E),+)*C9*P#'+.<.*f8*T!,8*?K9Q*Y?K?K\8
C[#'H*^8*M/6A0-<)*?)02&,&,-./"+),+.()2&"1&2&+#.",'.N),+P%).D"I&+"2.()"22$0"+&$,)*%&*J'%&1%&1*[!+%/%&!(*-.*
f%;!Z*b.5*B&-!00!/-A#0*S'.4!'-3*:&#20!(*B&&.,#-%.&*%&*-6!*f%;!*M/%!&/!(*YP#$2'%+1!*L&%,8*S'!(()*;.'-6/.$%&1*
?K?G\8
E:$%03*[%/6%H.*[.''%()*8.()*I$,*).+$.S8,$+6)%.K)-&*2"+&C).8++)EI+.+$.()C&C).Q),)./"+),+&,-@TJ%00*.;*b!#0-6)*
S!-'%!7̂ 0.$*P!&-!')*b#',#'+*f#5*M/6..0*Y=A18*?G)*?K??\]*(!!*#0(.*M/6A0-<)*(A4'#*&.-!*C*Y%&-!',%!5*!,%+!&/!*.&*
+%#1&.(-%/(*#&+*4!'(.&#0%<!+*$!+%/%&!\8
G=$3*M!$!-)* 8,.3EI&%&0"2.5+P'#.$9.8%+&9&0&"2.A,+)22&-),0)./"+),+.K&+&-"+&$,YL&%,8*#-*JA;;#0.*M/6..0*.;*f#5)*
5.'H%&1*4#4!'*?K?G\8
DP.6!&)*(A4'#*&.-!*?)*#-*DcN)*99*YP6%&#>(*#&&A#0*=B*4#-!&-*;%0%&1(*'.(!*;'.$*EQ)KEC*%&*?K9Q*-.*9NN)DED*%&*?K?C]*
L8M8*;%0%&1(*'!$#%&!+*2!-5!!&*I9)KKK*#&+*IE)KKK\8



!"#$%&'()*%+',%-./0%01023,45+6%7.,0+,.8)09 8(,%5,%&'()*%-./0%0)56585)5,3%720*5:,.8)0%;'%,4.,%<52-;%
:.+%.6.5+%5+10;,%5+%:(,,5+6=0*60%5++'1.,5'+%5+%,40%>+5,0*%?,.,0;@AB0%(260%,40%C'--5,,00%,'%.*1.+:0%
,45;%:25,5:.)%85))@

#0;70:,<())3%;(8-5,,0*D

!"#$%&'()#*+,-.#%+'#'/'#(%&0-&11#0#&'#(%+-0#+'*2-1()-#2*%'#1#3&'#(%-4/)4(+*+-(%056

E2@%F25;,5+.%G@%H@%$:25D%+I0%H380:/02
J02.)*%H@%?:4)0;;-.+%!2'<0;;'2%'<%":'+'-5:;
E07.2,-0+,%'<%":'+'-5:;%K%L(;5+0;;
M40%C')'2.*'%C'))060
?0+5'2%?:4').2D%N!!NO%M40%N!%!')5:3%N+;,5,(,0
M40%>+5102;5,3%'<%$/2'+%?:4'')%'<%H.&

G5:4.0)%H@%E'.+0
$;;5;,.+,%!2'<0;;'2%'<%H.&
?:4').2D%N!!NO%M40%N!%!')5:3%N+;,5,(,0
M40%>+5102;5,3%'<%$/2'+%?:4'')%'<%H.&

L'&-.+%P05*0+D%!4E
"Q0:(,510E520:,'2
M(;402?,2.,065:N+5,5.,510<'2M0:4+')'63 H0.*02;457
N+;,5,(,0%<'2%L(;5+0;;%N++'1.,5'+
P..;%?:4'')%'<%L(;5+0;;D%>+5102;5,3%'<%C.)5<'2+5.%L02/0)03
?:4').2D%N!!NO%M40%N!%!')5:3%N+;,5,(,0
M40%>+5102;5,3%'<%$/2'+%?:4'')%'<%H.&

G.,,40&%R@%P5665+;
!2'<0;;'2%K%".2)%!@%.+*%",40)%L@%F'02+02%C4.52%'<%?,2.,063%K%"+,20720+0(2;457
G.+.60-0+,%$20.%C''2*5+.,'2
E520:,'2D%H013%#';0+8)(-%N+;,5,(,0
#0;0.2:4%$;;':5.,0D%S.,5'+.)%L(20.(%'<%":'+'-5:%#0;0.2:4
#0;0.2:4%T0))'&D%G.Q%!).+:/%N+;,5,(,0%<'2%N++'1.,5'+%.+*%C'-70,5,5'+

R';4(.%F20;4
#0;0.2:4%!2'<0;;'2%K%"Q0:(,510%E520:,'2
N!!NO%M40%N!%!')5:3%N+;,5,(,0
M40%>+5102;5,3%'<%$/2'+%?:4'')%'<%H.&

"-5)3%G5:45/'%G'225;
E.15*%H@%L20++.+%!2'<0;;'2%'<%H.&
$;;':5.,0%T.:(),3%C4.52D%?0+5'2%T0))'&%<'2%H5<0%?:50+:0;D%K%?0+5'2%?:4').2
N!!NO%M40%N!%!')5:3%N+;,5,(,0
M40%>+5102;5,3%'<%$/2'+%?:4'')%'<%H.&

F25;,0+%R./'8;0+%U;0+6.
$;;':5.,0%E0.+%<'2%$:.*0-5:%$<<.52;
R()50%K%R'4+%S'&./%T.:(),3%#0;0.2:4%?:4').2%.+*%!2'<0;;'2%'<%H.&
>+5102;5,3%'<%#5:4-'+*%?:4'')%'<%H.&

A ?00%U;0+6.D%7*+'()#%$-8)*2#3'&9#0#'5-'(-8&'*%'-:0#$#9#0#'5D%;(72.%+',0%VD%.,%WXY@



!"#$%&'("))%*'+%&',##%-./$%#'0%)$12'3'!"#$%&'!14%).&
,00,5'64"',0'0%)$12',#7/$/8/"
64"'9#$-"&7$/2'%+':;&%#'!14%%)'%+'<.*

=.&;'(>'!148)/?
@%%A2".&'6$&"'3'B8CC"&'D%EF.#2'D4.$&'$#',#/"))"1/8.)'0&%F"&/2'<.*
(.18)/2'D4.$&'3'!"#$%&'!14%).&
,00,5'64"',0'0%)$12',#7/$/8/"
64"'9#$-"&7$/2'%+':;&%#'!14%%)'%+'<.*

G&>':E2'!"E"/
:77%1$./"'0&%+"77%&'%+'<.*
9#$-"&7$/2'./'H8++.)%'!14%%)'%+'<.*
!14%).&I',00,5'64"',0'0%)$12',#7/$/8/"
64"'9#$-"&7$/2'%+':;&%#'!14%%)'%+'<.*

G.-$A'J>'6.2)%&
0&%+"77%&'%+'<.*
D%KG$&"1/%&I'67.$'D"#/"&'+%&'<.*I'!1$"#1"'.#A',##%-./$%#
!=9'G"AE.#'!14%%)'%+'<.*



!

!

!
 
 

"#$%!&'()*+, !-'./'0 !10)2'3!45*62),,'3!&1 !7$#8$! �Æ! ! 9::)*' !7%$;887;#<#<! �Æ! ===>0'?'.@A)5>*5B!

!

May 7, 2025 

The Honorable Thom Tillis 
Chairman 
Subcommittee on Intellectual Property  
Committee on the Judiciary 
United States Senate 
Washington, D.C. 20510 
Peter_Pappas@judiciary-rep.senate.gov 
 
The Honorable Chris Coons 
Ranking Minority Member 
Subcommittee on Intellectual Property  
Committee on the Judiciary  
United State Senate 
Washington, D.C. 20510 
C+B'DEF+0/5.GHI()*)+0J;('B>D'.+/'>?52 !

By E-mail 
 
     Re: Patent Eligibility Restoration Act of 2025 ���³�3�(�5�$ 2025�´�� 
 
Dear Chairman Tillis  and Ranking Minority Member Coons: 
 
REGENXBIO commends you both for your efforts in drafting and re-introducing the Patent 
Eligibility Restoration Act, 2025 ���³�3�(�5�$ 2025�´����  This bipartisan, bicameral legislation will 
confirm patent eligibility of many inventions in the biotech sector using a balanced approach to 
address legitimate concerns of skeptics. We have sent letters supporting the legislation to each 
member of the Subcommittee on Intellectual Property and hope it will be scheduled for mark up 
soon.  We are prepared to work with you and other stakeholders as the language is refined and, 
as we hope, adopted into law. 
  
REGENXBIO is a clinical stage biotech company headquartered in Rockville, Maryland that is 
developing gene therapies for serious life-threatening conditions.  Our technology platform, 
originated at the University of Pennsylvania, is the foundation for gene therapies that we have 
translated to the clinic for the benefit of patients.  Using a single treatment, our gene therapies 
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have the potential to correct disease �D�O�O�R�Z�L�Q�J���W�K�H���E�R�G�\�¶�V���Q�D�W�X�U�D�O���P�H�F�K�D�Q�L�V�P�V���W�R���Z�R�U�N���W�K�H���Z�D�\��
they were intended.  

We are developing gene therapies for retinal, metabolic, and neurodegenerative diseases.  In 
addition to our own clinical programs, REGENXBIO has partnered with others to enable the 
development of gene therapies based on our technology platform across a broad range of 
therapeutic areas and disease indications, including in an FDA-approved gene therapy for spinal 
muscular atrophy, a devastating, fatal genetic condition. 

If Congress acts to restore balance, predictability, and fairness into Section 101 of the Patent 
Code, many biotechnology companies, academic medical research centers, life science inventors, 
and �± most importantly, patient advocacy organizations and families facing the enormous 
challenges presented by untreatable diseases stand to benefit. PERA 2025 promises not only to 
facilitate the creation of next generation medical treatments but would �D�O�V�R���V�X�S�S�R�U�W���$�P�H�U�L�F�D�¶�V��
continued world leadership in biomedical innovation and the employment opportunities for 
highly skilled U.S. workers that follow. 

Because of the potential positive impact that the Section 101 reforms proposed in PERA 2025 
could have on REGENXBIO and other biotech firms developing new treatments that may 
change the practice of medicine and the course of disease for literally millions of patients, we 
urge that the Judiciary Committee take expeditious action to mark up and favorably report the 
bill to the Senate Floor.  

In closing, we note that both of you have been well served by your respective staffs working with 
a diverse group of intellectual property lawyers on this complex matter of patent law. Once again 
thank you both for working across the aisle and developing this legislation, and we assure you 
that we and many others stand ready to work with you during the mark up process and beyond. 

Yours truly, 

 

Patrick J. Christmas II, J.D.  
Chief Legal Officer 
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�����Œ���������o�]�À���Œ�Ç�X���������]�Ÿ�}�v���o�o�Ç�U���š�Z���•�����š�Z�Œ�����š�•�����Œ�����š�����������]�Ÿ�}�v���o���µ�v�����Œ�š���]�v�š�Ç���š�Z���š�����]�•�]�v�����v�Ÿ�À�]�Ì���•���]�v�v�}�À���š�}�Œ�•��
�(�Œ�}�u���]�v�À���•�Ÿ�v�P���Ÿ�u�������v�����Œ���•�}�µ�Œ�����•���]�v���(�µ�š�µ�Œ���������À���o�}�‰�u���v�š�•�X���d�Z���v�l�(�µ�o�o�Ç�U���š�Z�����W�Z���s���/�>�������š���Á�}�µ�o�����]�u�‰�o���u���v�š��
�Œ���(�}�Œ�u�•���š�}���‰�Œ�}�š�����š���]�v�š���o�o�����š�µ���o���‰�Œ�}�‰���Œ�š�Ç�����v�������v�•�µ�Œ�����š�Z���š���}�µ�Œ���v���Ÿ�}�v���Z���•�������(���]�Œ���‰���š���v�š���•�Ç�•�š���u���š�Z���š���(�}�•�š���Œ�•��
�]�v�v�}�À���Ÿ�}�v���}�(���o�]�(���r���Z���v�P�]�v�P���u�����]�����Ÿ�}�v�•�����v�������µ�Œ���•�X��!

�&�µ�Œ�š�Z���Œ�u�}�Œ���U���W���Z�����Á�}�µ�o�������o�•�}���‰�Œ�}�š�����š���š�Z�����‰���š���v�š���•�Ç�•�š���u�����Ç���Z���o�‰�]�v�P���š�}�����o���Œ�]�(�Ç���š�Z�����o���Á���]�v���o�]�P�Z�š���}�(���À���Œ�]�}�µ�•��
���}�µ�Œ�š���������]�•�]�}�v�•���š�Z���š���u���l�����]�š���u�}�Œ�������]�8���µ�o�š���(�}�Œ�����u���Œ�]�����v���]�v�v�}�À���š�}�Œ�•���š�}���]�v�À���•�š���]�v���š�Z�������Œ�]�Ÿ�����o���Œ���•�����Œ���Z�����v����
�����À���o�}�‰�u���v�š���À���v�š�µ�Œ���•���(�Œ�}�u���Á�Z�]���Z���•�}���u���v�Ç���‰���Ÿ���v�š�•�����Œ�������}�Á�v�•�š�Œ�����u�X���t���������v�v�}�š�����o�o�}�Á���š�Z�����µ�v�����Œ�š���]�v�š�Ç��
���v�����Œ���•�š�Œ���]�v�š�•�����•�š�����o�]�•�Z���������Ç�����}�µ�Œ�š���������]�•�]�}�v�•���š�}���Œ�µ�v���š�Z�����Œ�]�•�l���}�(�����]�•���}�µ�Œ���P�]�v�P���š�Z�]�•���]�v�v�}�À���Ÿ�}�v���}�Œ�U�����À���v��
�Á�}�Œ�•���U�����Œ�]�À�]�v�P���]�š���š�}���}�š�Z���Œ�����}�µ�v�š�Œ�]���•���u�}�Œ�����Œ�������‰�Ÿ�À�����š�}���]�•�•�µ�]�v�P���‰���š���v�š�•���}�v���š�Z���•�����]�v�v�}�À���Ÿ�}�v�•�U���‰�µ�«�v�P���š�Z���•����
���µ�Œ���•���(�µ�Œ�š�Z���Œ���}�µ�š���}�(���Œ�������Z���(�}�Œ�����u���Œ�]�����v���‰���Ÿ���v�š�•�X���/�v�•�š�������U���Á�����u�µ�•�š���µ�v�o�����•�Z���š�Z�����]�v�v�}�À���Ÿ�}�v���G�Ç�Á�Z�����o�U��
�•�š���Œ�Ÿ�v�P�����Ç�����v�•�µ�Œ�]�v�P���Œ���•�����Œ���Z���Œ�•�����v�����]�v�À���v�š�}�Œ�•���l�v�}�Á���š�Z���������}�•�Ç�•�š���u�����Æ�]�•�š�•���]�v�������‰�}�o�]���Ç���(�Œ���u���Á�}�Œ�l���š�Z���š���Á�]�o�o��
�‰�Œ�}�š�����š���š�Z�����]�v�š���o�o�����š�µ���o���‰�Œ�}�‰���Œ�š�Ç���~�/�W�•���}�(���P�Œ�}�µ�v�����Œ�����l�]�v�P���]�v�v�}�À���Ÿ�}�v�•�����v�����Œ���Á���Œ�����š�Z���]�Œ�����}�v�š�Œ�]���µ�Ÿ�}�v�•�X!

���•���/���l�v�}�Á���(�Œ�}�u���‰���Œ�•�}�v���o�����Æ�‰���Œ�]���v�����U���š�Z�����À���o�µ�����}�(���š�Z�����Z�}�‰�����š�Z���š�����Œ�����l�š�Z�Œ�}�µ�P�Z���š�Œ�����š�u���v�š�•���‰�Œ�}�À�]�������š�}��
�‰���Ÿ���v�š�•�������v�v�}�š���������}�À���Œ�•�š���š�����X���W���•�•�]�v�P���š�Z�����W�Z���s���/�>�����v�����W���Z���������š�•���Á�}�µ�o�����Œ���•�š�}�Œ�����š�Z�]�•���Z�}�‰�������Ç���Z���o�Ÿ�v�P��
�µ�v�v�������•�•���Œ�Ç���š�Z�Œ�����š�•���š�}���u�����]�����o���]�v�v�}�À���Ÿ�}�v�X�����•�����v�Ç���‰���Ÿ���v�š�U���‰���Œ�Ÿ���µ�o���Œ�o�Ç���}�v�����•�š�Œ�µ�P�P�o�]�v�P���Á�]�š�Z�������Œ���Œ���U��
���Z�Œ�}�v�]���U���}�Œ���o�]�(���r�š�Z�Œ�����š���v�]�v�P���]�o�o�v���•�•���Á�]�o�o���š���o�o���Ç�}�µ�U���š�Z���Œ�����]�•���v�}�š�Z�]�v�P���u�}�Œ�����‰�}�Á���Œ�(�µ�o���š�Z���v���š�Z�����Z�}�‰�����(�}�Œ���š�Z����
�����À���o�}�‰�u���v�š���}�(���������µ�Œ�����(�}�Œ���š�Z���]�Œ�����}�v���]�Ÿ�}�v�X���/���µ�Œ�P�����Ç�}�µ���š�}�����}�v�Ÿ�v�µ�����Ç�}�µ�Œ���‰�µ�•�Z���š�}���‰�Œ�]�}�Œ�]�Ÿ�Ì�����š�Z���•�����‰���Ÿ���v�š�•��
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���v�����š�Z���]�Œ���Z�}�‰�������Ç���‰�Œ�}�š�����Ÿ�v�P���]�v�v�}�À���Ÿ�}�v�����v�����Á�}�Œ�l�]�v�P���Á�]�š�Z���Ç�}�µ�Œ�����}�o�o�����P�µ���•���š�}���‰���•�•���š�Z�����W�Z���s���/�>�����v�����W���Z����
�����š�•���•�Á�]�L�o�Ç�X������!

�W�o�����•�����o���š���u�����l�v�}�Á���]�(���Ç�}�µ���Z���À�������v�Ç���‹�µ���•�Ÿ�}�v�•�X���d�Z���v�l���Ç�}�µ���(�}�Œ���Ç�}�µ�Œ���Ÿ�u���X��!

!
�^�]�v�����Œ���o�Ç�U!
�:�}�Z�v�����Ì�Á���Œ�š�����l�]!
�&�}�µ�v�����Œ�����v�������Z���]�Œ�u���v���}�(���^�µ�Œ�À�]�À�}�Œ�•���(�}�Œ���^�}�o�µ�Ÿ�}�v�•!
�Á�Á�Á�X�•�µ�Œ�À�]�À�}�Œ�•�(�}�Œ�•�}�o�µ�Ÿ�}�v�•�X�}�Œ�P��!
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