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1. Introduction
Gene patents are among the most controversial categories of intellectual property in the
United States and abroad. Some scholars claim that gene patents create an anti-commons effect2
and contribute to a “progress gap” in research, while others argue that gene patent rights are
needed to ensure that companies continue to fund life-saving research.3 A Department of Health
and Human Services (“HHS”) Advisory Committee studied gene patents and patient access, and
found that gene patents can harm genetic research, “are not needed to stimulate the disclosure of
research discoveries,” and “do not result in faster test development.”4
In the patent community, much of the debate regarding gene patents has focused on whether
isolated, purified genes are patentable under § 101 of the Patent Act. This issue has been
highlighted by the ongoing litigation in Association for Molecular Pathology v. Myriad Genetics,
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which involves the validity of Myriad’s BRCA 1 and 2 gene patents.5 But largely overlooked in
the debate is a discussion on how gene patents impact the constitutional rights of patients.
In particular, scholars have not considered whether gene patents violate the Fifth
Amendment’s Due Process Clause6 by impeding the liberty rights of patients. In this paper, I
contend that patients have a fundamental liberty right to make informed medical decisions. In
some cases, the only way to make an informed decision is for a patient to learn whether she
carries a particular genetic mutation. By issuing gene patents, the government is directly
interfering with a patients’ ability to obtain this information. Consequently, the Patent Act as
applied to gene patents is unconstitutional.
2. Gene Patents and Fundamental Due Process Rights
The Due Process Clause protects the right to bodily integrity. The Supreme Court has
observed that “[t]he integrity of an individual’s person is a cherished value of our society.”7
Justice O’Connor observed in a concurrence that
[b]ecause our notions of liberty are inextricably entwined with our idea of
physical freedom and self-determination, the Court has often deemed state
incursions into the body repugnant to the interests protected by the Due Process
Clause.8
This key right often manifests itself with regard to medical treatment. The Supreme Court has
generally supported individual rights to make medical treatment decisions in consultation with a
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physician, 9 so long as it does not run counter to the public welfare or general morality
concerns. 10 Bodily integrity is a fundamental right. Consequently, the government cannot
impinge upon it unless it can show that the infringement is narrowly tailored to serve a
compelling governmental interest.11
The right of bodily integrity can furthermore be linked to the fundamental right to knowledge.
One cannot meaningfully make an informed medical decision without having access to
information. In the context of the right to contraception, the Supreme Court reaffirmed that states
may not “contract the spectrum of available knowledge.”12 Similarly, several Courts of Appeal
have found that a person cannot exercise the right to refuse medical treatment without receiving
adequate information regarding the procedure. The Third Circuit observed that the right to bodily
integrity includes:
the right to be free from unjustified intrusions into the body, the related right to refuse
unwanted medical treatment, and, as we decide today, the right to sufficient information
to intelligently exercise those rights.13
These cases present a compelling argument that the right to make informed medical treatment
decisions includes the right to information about one’s own body.
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By issuing gene patents, the PTO directly hinders patients’ ability to obtain critical
information about their genes. Patents grant an inventor the right to exclude, but impose no
obligation on the patent holder to provide the invention to the public. Gene patent holders can
therefore exclude others from offering a diagnostic test, and yet not offer the test themselves.14
If the patent holder does offer testing, it may be limited in scope compared to what other
laboratories could provide. Moreover, the patent holders can deny individuals the right to get
secondary confirmatory testing. Accordingly, the issuance of a gene patent has the potential to
impede a patient’s ability to obtain genetic information necessary to make an informed medical
decision.
Note that gene patents are not narrowly tailored to serve a compelling government interest.
First, the Patent Act currently lacks any means for compelling reluctant patent holders to license
patents, in contrast to patent statutes in other countries.15 Second, the Patent Act does not permit
experimental use for researchers. Companies such as Myriad have a well-documented history of
blocking testing by not-for-profit research laboratories, such as those at Yale and the University
of Pennsylvania.16 This behavior slows the refinement and further development of genetic tests.17
Because the Patent Act prevents patients from making informed healthcare decisions and is
not narrowly tailored, it is unconstitutional as applied. Congress and the PTO should take
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immediate steps to ensure that patients can make informed medical decisions without
government hindrance.
Note that gene patents need not be abolished to remedy the constitutional violation. The
government merely needs to take measures to ensure that gene patents do not block a patient’s
ability to learn about his or her genetic information in the context of medical decisionmaking.
One approach is to follow the HHS Advisory Committee’s recommendations and create a
statutory research exemption, as well as an exemption from liability for “anyone who infringes a
patent on a gene while making, using, ordering, offering for sale, or selling a genetic test for patient
care purposes.”18 Another option is for Congress to require the compulsory licensing of gene

patents for research and diagnostic testing purposes.19
In conclusion, I advise the PTO and Congress to examine how gene patents impact patient
liberty interests and to implement appropriate changes. Patent law does not operate in a vacuum;
it has the potential to hinder and interfere with core rights protected by the Constitution.
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