NATIONAL HEALTH®COUNCIL

February 6, 2024

The Honorable Laurie Locascio

Under Secretary of Commerce for Standards and Technology
Department of Commerce

1401 Constitution Avenue, NW

Washington, DC 20230

RE: Request for Information Regarding the Draft Interagency Guidance
Framework for Considering the Exercise of March-In Rights; Docket No: 230831-
0207

Dear Under Secretary Locascio:

The National Health Council (NHC) appreciates the opportunity to respond to the
National Institute of Standards and Technology (NIST) Request for Information (RFI)
Regarding the Draft Interagency Guidance Framework for Considering the Exercise of
March-In Rights.

Created by and for patient organizations over 100 years ago, the NHC brings diverse
organizations together to forge consensus and drive patient-centered health policy. We
promote increased access to affordable, high-value, equitable, and sustainable health
care. Made up of 170 national health-related organizations and businesses, the NHC’s
core membership includes the nation’s leading patient organizations. Other members
include health-related associations and nonprofit organizations including the provider,
research, and family caregiver communities; and businesses and organizations
representing biopharmaceuticals, devices, diagnostics, generics, and payers.

At the forefront of our interests is the availability, accessibility, and affordability of health
care, including medications developed through public-private partnerships. Research
underscores the pivotal role of public support in spearheading the development of new
treatments and therapies, especially for chronic conditions, where ongoing medication
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can have significant effect on a patient’s health and wellbeing.'-?34.56. While we share
the Administration’s goal of ensuring treatments are affordable, we are concerned by
the potential unintended consequences that could diminish the value of publicly funded
research by discouraging the translation of it into treatments. Therefore, we urge NIST
to carefully assess potential repercussions that might compromise public health and
hinder the advancement of new medical solutions. The NHC would like to underscore
the following considerations as NIST seeks to balance innovation with the accessibility
of results from publicly funded research endeavors.

The Role of Public-Private Partnerships in Health Care Innovation and Public
Health

The NHC recognizes the indispensable role of public-private partnerships in advancing
medical research and development. Notably, government funding plays a critical role in
supporting independent clinical research in areas characterized by market deficiencies
due to inadequate incentives such as in rare disease research — clearly illustrating the
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essential role of federal funding in fostering advancements in medical research for these
conditions.”8:2:10.11,12,13

Furthermore, federal science funding, while a catalyst for academic research, also
attracts additional investment from various sectors, thus contributing to the overall
health ecosystem.'#15 The current health care system is structured to motivate for-profit
entities to play a significant role in pioneering innovation, working in tandem with federal
research efforts.'® This collaboration is vital, fostering a landscape where innovation
thrives under a balance of incentives and safeguards, as established by the Bayh-Dole
Act. Commercialization of medical research through mechanisms established by the
Bayh-Dole Act is not merely a pathway to innovation but a lifeline for patients awaiting
new treatments. For people with chronic diseases and disabilities, these treatments can
be their best options to improve quality of life, safeguard their health and well-being, and
potentially cure them. Recognizing the imperative to address public health needs, it is
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essential that NIST’s interpretation of the Bayh-Dole Act’s provisions recognizes,
supports, and nurtures an environment where such transformative research can flourish
and reach patients effectively. This balance is critical to ensure that march-in rights are
strategically employed to tackle substantial public health issues, such as unmet medical
needs or access barriers, without impeding the innovation imperative for medical
advancement.

Adherence to Bayh-Dole Act Principles

The NHC strongly reaffirms the necessity of adhering to the foundational principles of
the Bayh-Dole Act, which has been instrumental in the commercialization of federally
funded research, including translation of medical research into treatments, ensuring
public access to resulting innovations.'” In crafting the Bayh-Dole Act, legislators aimed
to prevent scenarios where dominant companies might block the commercialization of
licensed inventions that pose a threat to their existing products. This concern led to the
inclusion of the march-in provision, empowering the government to mandate additional
licensing by the patent holder — often academic institutions under this Act — if necessary
efforts towards development are lacking, or if production fails to meet public health
demands or federal usage requirements. This legislation has been successful in
facilitating a balance between advancing public welfare and stimulating economic
growth through the utilization of federally funded inventions. As NIST considers its
interpretation of the Bayh-Dole Act’s provisions, the NHC recommends a
comprehensive evaluation to maintain this delicate balance, ensuring that the exercise
of march-in rights remains in alignment with the original intent of the Bayh-Dole Act. To
maintain the integrity of the Bayh-Dole Act and its original intent, the NHC urges NIST to
ensure that any exercise of march-in rights strictly adheres to the Act’s foundational
principles of advancing public welfare through the utilization of federally funded
inventions, while also fostering innovation and respecting intellectual property rights.
This includes promoting public accessibility to inventions and safeguarding public
interests without hindering the commercialization process that is vital for innovation. Any
interpretation of the Bayh-Dole Act should provide a clear commitment to and
mechanism for evaluating whether march-in rights are used in ways that align with the
Act's goals, ensuring that these rights are not used in a way that inadvertently hampers
innovation or the development of new technologies.'® This approach should balance the
need for public access to federally funded inventions with respect for the intellectual
property rights that drive private investment in research and development.'®
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Unintended Consequences

It is crucial that NIST’s interpretation of the Bayh-Dole Act’s march-in provisions
carefully considers and avoids unintended consequences that could hinder translation
of research into essential treatments. Specifically, it is important to ensure that NIST
does not inadvertently create barriers or disincentives for conducting vital research,
especially in areas where treatment needs are acute. Additionally, it is imperative to
maintain a stable and supportive funding environment. Studies show that an increase in
National Institutes of Health (NIH) funding levels leads to a substantial rise in private
pharmaceutical research and development spending, highlighting the catalytic effect of
federal funding in medical research.?®

The NHC advises careful consideration to prevent potential negative impacts on the
research and development ecosystem. Specifically, we recommend ensuring NIST’s
interpretation of the Bayh-Dole Act’s march-in provisions does not inadvertently
increase regulatory uncertainty or perceived risk among private sector entities engaged
in federally funded research. This caution is essential to maintain robust public-private
partnerships, which are vital for the translation of NIH-funded basic research into
practical applications. The commercialization of medical research, as facilitated by the
Bayh-Dole Act, is fundamental to delivering therapeutic innovations to patients, marking
significant progress in health care and improving patient health outcomes. Additionally,
we urge NIST to consider the indirect implications that its interpretation may have on
NIH funding decisions and overall research policy, ensuring that it supports rather than
hinders private investment in research and development. Our recommendation is aimed
at preserving a balanced innovation ecosystem that fosters collaboration and sustains
the momentum of medical advancements.

Comprehensive Stakeholder Involvement and Transparency

While acknowledging the intent behind the draft framework, the NHC underscores the
need for substantial revisions to ensure its effectiveness and viability, which will require
comprehensive stakeholder engagement and transparency beyond this brief comment
period, particularly given the complexity of the issues surrounding the framework.
Decisions regarding the development and accessibility of treatments profoundly impact
patients, making it essential to involve a wide range of stakeholders, including patient
advocacy groups, in the policymaking process. The NHC advocates for a decision-
making process that incorporates diverse perspectives, ensuring that policies are well-
informed, balanced, and aligned with patient needs. Involving stakeholders in the
conversation not only enhances the quality of decision-making but also ensures that the
policies developed are responsive to the real-world challenges faced by patients and
the health care system. This inclusive approach can lead to more effective and
sustainable health policy outcomes. Stakeholder involvement should be an ongoing
process, allowing for continuous input and adaptation of NIST’s interpretation of the
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0564-z




NHC Response to NIST RFI on Draft March-In Framework
February 6, 2024
Page 6 of 6

Bayh-Dole’s march-in provisions to address emerging issues and challenges in health
care. 21222324 By ensuring a transparent process and broad stakeholder engagement,
the framework can be more responsive to the evolving health care landscape and better
equipped to address the diverse needs and perspectives of those affected by its
implementation. This inclusive approach will also contribute to building trust among
stakeholders, fostering a collaborative environment conducive to addressing complex
health care challenges.

Conclusion

The NHC values this opportunity to engage in this critical dialogue on march-in rights.
We believe that our suggestions will enhance the Bayh-Dole Act’s capacity and NIST’s
goal to serve the best interests of patients while fostering an environment conducive to
health care innovation. We look forward to collaborating on initiatives that enhance
patient-centered health care policy and practice. Please do not hesitate to contact Eric
Gascho, Senior Vice President of Policy and Government Affairs, if you or your staff
would like to discuss these comments in greater detail. He is reachable via e-mail at
egascho@nhcouncil.org.

Sincerely,

Randall L. Rutta
Chief Executive Officer
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