The Bayh-Dole Act of 1980:
Frequently Asked Questions
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35 U.S. Code Chapter 18 - PATENT RIGHTS IN INVENTIONS MADE WITH FEDERAL
ASSISTANCE

It is the policy and objective of the Congress to use the patent system to promote the utilization of
inventions arising from federally supported research or development; to encourage maximum participation of
small business firms in federally supported research and development efforts; to promote collaboration between
commercial concerns and nonprofit organizations, including universities; to ensure that inventions made by
nonprofit organizations and small business firms are used in a manner to promote free competition and
enterprise without unduly encumbering future research and discovery; to promote the commercialization and
public availability of inventions made in the United States by United States industry and labor; to ensure that
the Government obtains sufficient rights in federally supported inventions to meet the needs of the Government
and protect the public against nonuse or unreasonable use of inventions; and to minimize the costs of
administering policies in this area. 35 U.S.C. § 200 (Policy and Objective Statement in Bayh-Dole Act).

1. What is the Bayh-Dole Act?

Co-sponsored by Senators Birch Bayh of Indiana and Robert Dole of Kansas, The Patent and Trademark Law
Amendments Act of 1980, more commonly known as the Bayh-Dole Act or simply “Bayh-Dole,” is legislation
that shifted the ownership of inventions made with federally funded research. Before Bayh-Dole, inventors were
obligated to assign inventions made using federal funding to the federal government. Bayh-Dole grants
ownership to the inventors, and permits a university, small business, or nonprofit institution to elect to pursue
ownership in preference to the government.

2. What does Bayh-Dole say about the ownership of inventions and technologies?

Pursuant to Bayh-Dole, universities and other nonprofit organizations that receive federal funding, may “elect to
retain title to any subject invention.” In 2011, the Supreme Court clarified in Stanford v. Roche that title in a
patented invention vests first in the inventor." In that case, Stanford University sued Roche for patent
infringement. Stanford claimed that an HIV test kit invented by a Stanford professor belonged to the university
and not to Roche, even though Roche had signed a contract with the professor that granted the company
ownership of any of his inventions. Stanford’s main claim to ownership was that Bayh-Dole trumped any
contract signed by a professor with an external company. However, the Supreme Court ruled in favor of Roche,
noting that the act “does not have any language automatically vesting ownership with Universities.”"

Assignment of title is a common condition of employment at universities and research institutions, so while this
case provided important clarification of existing law, it had minimal practical impact."

3. Does Bayh-Dole apply to all research conducted at universities?

The act applies to any invention “conceived or first actually reduced to practice” in the course of research
funded with federal dollars.” Implementing regulations make clear that where a non-government sponsor
establishes a project that falls outside the “planned and committed activities” of a government-funded project,
inventions made in the performance of that work would not be subject to Bayh-Dole."' Examples of research
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that may be exempt from Bayh-Dole include non-government funded fellowships and industry-sponsored
research projects.

4. What requirements does Bayh-Dole place on universities?

The implementing regulations of the Bayh-Dole Act outline the requirements for inventions arising from
federally funded research projects."" Some key requirements include the following:
e Execute written agreements with faculty and technical staff requiring disclosure of inventions. 37 C.F.R.
8§ 401.14()(2).
e Report each new invention to the federal funding agency within two months of the invention being
reported to the funding recipient. 37 C.F.R. 401.14(c)(1)
e Decide whether to retain ownership (i.e., elect to own the invention) of the technology and notify the
agency of any decision to retain title within two years of the date of disclosure. 37 C.F.R. 401.14(c)(2).
e File for patent protection within one year of electing to retain title. 37 C.F.R. 401.14(c)(3).
e Provide a license to the government to also practice the subject invention. 37 C.F.R. 401.14(b).
e Keep government informed of progress in patenting or commercializing the invention. 37 C.F.R.
401.14(f); 401.14(h).

5. What are march-in rights, and what does Bayh-Dole say about them? Has the

government ever exercised its march-in rights?

“March-in rights” refer to the rights granted under Bayh-Dole that allow the federal funding agency to grant
additional licenses to a “responsible applicant” if the agency determines that one of four triggering
circumstances has occurred."" Specifically, the agency must determine whether action is necessary:

1. “because the contractor or assignee has not taken, or is not expected to take within a reasonable time,

effective steps to achieve practical application of the subject invention in such field of use;”

2. “to alleviate health or safety needs which are not reasonably satisfied” by the rights-holders;

3. “to meet requirements for public use specified by Federal regulations”; or

4. because the rights-holders have violated U.S. manufacturing preference rules, if applicable.

The National Institutes of Health (NIH) has been petitioned on five separate occasions to exercise its march-in
rights and has declined to do so each time.”

6. Does Bayh-Dole allow patenting of research tools and resources?

The legislation applies to any invention conceived or reduced to practice in research supported by federal
funds.” Accordingly, Bayh-Dole places no restrictions on a university’s ability to patent and license research
tools such as new DNA sequences, protein structures, and disease pathways.*' However, as acknowledged in the
NIH Research Tools Policy, “[t]he right of Recipients to retain title to inventions made with NIH funds comes
with the corresponding obligations to promote utilization, commercialization, and public availability of these
inventions.” " The NIH Research Tools Policy goes on to explain:
“The Bayh-Dole Act encourages Recipients to patent and license subject inventions as one means of
fulfilling these obligations. However, the use of patents and exclusive licenses is not the only, nor in
some cases the most appropriate, means of implementing the Act. Where the subject invention is useful
primarily as a research tool, inappropriate licensing practices are likely to thwart rather than promote
utilization, commercialization and public availability of the invention.”

Issued in 1999, this policy represents an effort to ensure better balance between commercial interests and public
interests, “to provide NIH funding recipients with guidance concerning appropriate terms for disseminating and
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acquiring unique research resources developed with federal funds, and ... assist recipients in complying with
their obligations under the Bayh-Dole Act.”"

7. What have the impacts of Bayh-Dole been?

Bayh-Dole has both passionate supporters and detractors. Advocates argue that it has brought the results of
federally funded research out of the laboratory and into the clinic. Critics say it has increased the time and cost
of research because it “has negatively affected the practice and norms of science, created “anticommons”
problems, contributed to patent hold-ups, and led to unnecessary increases in consumer prices.”™"

The Association of University Technology Managers (AUTM) reports that in 1979, one year before Bayh-Dole
was passed, only 30 universities had a technology transfer office™; by 2013, data released by AUTM indicate
that more than 200 U.S. institutions with tech transfer offices responded to its annual survey.*' AUTM data also
show that levels of invention disclosures, patent applications, patent issuances, and licensing have increased
steadily since Bayh-Dole’s enactment, and that universities created 10,000 companies since Bayh-Dole was
enacted, 4,000 of which are still operating. University licensing income increased from $7.3 million in 1981 to
$3.4 billion in 2008," and university patent licensing supported 3 million jobs between 1996 and 2010, an
average of 200,000 jobs per year. """

Individual universities can generate large revenue streams in the event they own the rights to a patent
covering a commercially successful product. A 2013 study released by the Brookings Institution, however,
showed that most universities do not break even on their technology transfers; on average, 87 percent have
finished in the red over the last 20 years.*™ The same study shows that most of the revenue accrues to a small
subset of universities—the top 10 percent of earners accumulate nearly 75 percent of the revenue.™ Licensing
revenue is also correlated with the number of employees in a university’s technology transfer office and
university research expenses.™
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