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The Information Technology and Innovation Foundation (ITIF) is a non-profit, non-partisan
science, technology, and economic policy think tank based in Washington, D.C. It’s mission is to
advocate for innovation-enabling policies in nations throughout the world. As this submission
further elaborates, ITIF supports the National Institute of Standards and Technology’s (NISTs)
efforts to clarify the intent of Bayh-Dole march-in right provisions as part of its reexamination of
“Rights to Federally Funded Inventions and Licensing of Government Owned Inventions.”

The Patent and Trademark Law Amendments Act of 1980, more commonly known as the Bayh-
Dole Act, represents an essential, well-functioning component of America’s national innovation

system. 7he Economist magazine has called the Bayh-Dole Act:

Possibly the most inspired piece of legislation to be enacted in America over the past
half-century. Together with amendments in 1984 and augmentation in 1986, this [Act]
unlocked all the inventions and discoveries that had been made in laboratories
throughout the United States with the help of taxpayers’ money. More than anything,
this single policy measure helped to reverse America's precipitous slide into industrial

irrelevance.!

Countries throughout the world—including Brazil, China, Indonesia, Japan, Korea, Malaysia, the
Philippines, Singapore, South Africa, and Taiwan, among many others—have been inspired by the

legislation and since followed the United States’ lead in establishing similar policies.?

The Bayh-Dole Act, which affords universities rights to the intellectual property (IP) generated from
federal funding, has played a pivotal role in catalyzing American competitiveness by achieving three

key accomplishments.?

First, before Bayh-Dole, the vast majority of federally funded research simply sat on shelves. As late
as 1978, the federal government had licensed less than 5 percent of the as many as 30,000 patents it
owned.” Moreover, as former Comptroller General Elmer Staats found, “not a single drug had been

developed when patents were taken from universities [by the federal government].”

Second, in creating a pathway for technology commercialization of federally funded research and
development (R&D), it transformed American universities into engines of innovation. As Harvard
University’s Naomi Hausman has written, “The sort of large scale technology transfer from
universities that exists today would have been very difficult and likely impossible to achieve without

the strengthened property rights, standardized across granting agencies, that were set into law in
1980.7¢



Allowing U.S. institutions to earn royalties through the licensing of their research provided a
powerful incentive for universities and other institutions to pursue commercialization opportunities.”
The Bayh-Dole Act almost immediately led to an increase in academic patenting activity. For
instance, while only 55 U.S. universities had been granted a patent in 1976, 240 universities had
been issued at least one patent by 2006.® Similarly, while only 390 patents were awarded to
universities in 1980, by 2009, that number had increased to 3,088—and by 2015, to 6,680. Another
analysis found that in the first two decades of Bayh-Dole (i.c., 1980 to 2002) American universities
experienced a tenfold increase in their patents, and created more than 2,200 companies to exploit
their technology.” In total, over 80,000 U.S. patents have been issued to academic research
institutions over the past 25 years.'” Moreover, academic technology transfer has supported the
launch of over 12,000 start-ups since 1995."" According to a report prepared for the Association of
University Technology Managers (AUTM) and the Biotechnology Industry Organization (BIO),
from 1996 to 2015, academic patents and their subsequent licensing to industry—substantially
stimulated by the Bayh-Dole Act—bolstered U.S. GDP by up to $591 billion, contributed to $1.3
trillion in gross U.S. industrial output, and supported 4,272,000 person years of employment.'?

Third, Bayh-Dole has been particularly impactful in stimulating American biomedical innovation.
Most don’t know it, but the United States used to be a global also-ran in life-sciences innovation:
European-headquartered companies innovated twice as many new-to-the world drugs as American
ones did in the latter half of the 1970s (149 to 66) and as late as 1988 less than 5 percent of the
world’s drugs were introduced first in the United States (now that share stands at over 60 percent).'
The Bayh-Dole Act played a pivotal role in helping change that, facilitating a pathway through
which the intellectual property derived from government-funded, university-conducted basic life-
sciences research could be licensed, predominantly to small companies, for commercialization and
development. This process has now contributed to the development of; at least, well over 200 (and

probably closer to more than 300) novel drugs."

The architects of Bayh-Dole included provisions for march-in rights. However, these were
principally designed to ensure patent owners commercialized their inventions. As Senator Birch
Bayh himself explained, “When Congress was debating our approach fear was expressed that some
companies might want to license university technologies to suppress them because they could

threaten existing products. Largely to address this fear, we included the march-in provisions.”"

As the Congressional Research Service notes, the Bayh-Dole Act proscribes four specific instances in

which the government is permitted to exercise march-in rights:

1) If 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;



2) If action is necessary to alleviate health or safety needs not reasonably satisfied by the patent
holder or its licensees;

3) Ifaction is necessary to meet requirements for public use specified by federal regulations and
such requirements are not reasonably satisfied by the contractor, assignee, or licensees; or

4) If action is necessary, in exigent cases, because the patented product cannot be manufactured
substantially in the United States.'¢

In other words, lower prices are not one of the rationales laid out in the act. In fact, as senators Bayh
and Dole themselves noted, the Bayh-Dole Act’s march-in rights were never intended to control or
ensure “reasonable prices.”"” As the twain wrote in a 2002 Washington Post op-ed titled, “Our Law

Helps Patients Get New Drugs Sooner:”

Bayh-Dole did not intend that government set prices on resulting products... The law
makes no reference to a reasonable price that should be dictated by government. This
omission was intentional; the primary purpose of the act was to entice the private sector
to seck public-private research collaboration rather than focusing on its own proprietary

research.!®

The op-ed reiterated that the price of a product or service was not a legitimate basis for the

government to use march-in rights, noting:

The ability of the government to revoke a license granted under the act is not
contingent on the pricing of a resulting product or tied to the profitability of a company
that has commercialized a product that results in part from government-funded
research. The law instructs the government to revoke such licenses only when the private

industry collaborator has not successfully commercialized the invention as a product.”

Likewise, as John Rabitschek and Norman Latker write in their Santa Clara University High
Technology Law Journal article, “Reasonable Pricing—A New Twist for March-in Rights Under the
Bayh-Dole Act,” “A review of the [Bayh-Dole] statute makes it clear that the price charged by a

licensee for a patented product has no direct relevance to march-in rights.”
As the authors concluded:

There is no reasonable pricing requirement under 35 U.S.C. §203(1)(a)(1), considering
the language of this section, the legislative history, and the prior history and practice of
march-in rights. Rather, this provision is to assure that the contractor utilizes or

commercializes the funded invention.?!



The argument that Bayh-Dole march-in rights could be used to control drug prices was originally
advanced in an article by Peter S. Arno and Michael H. Davis.”> They contended that “[t]he
requirement for ‘practical application’ seems clear to authorize the federal government to review the
prices of drugs developed with public funding under Bayh-Dole terms and to mandate march-in
when prices exceed a reasonable level” and suggested that under Bayh-Dole, the contractor may have
the burden of showing that it charged a reasonable price.”” While Arno and Davis admitted there
was no clear legislative history on the meaning of the phrase “available to the public on reasonable
terms,” they still concluded that, “[t]here was never any doubt that this meant the control of profits,

prices, and competitive conditions.”*

But as Rabitschek and Latker explain, there are several problems with this analysis. First, the notion
that “reasonable terms” of licensing means “reasonable prices” arose in unrelated testimony during
the Bayh-Dole hearings. Most importantly, they note, “If Congress meant to add a reasonable
pricing requirement, it would have explicitly set one forth in the law, or at least described it in the
accompanying reports.”” As Rabitschek and Latker continue, “There was no discussion of the shift
from the ‘practical application’ language in the Presidential Memoranda and benefits being
reasonably available to the public, to benefits being available on reasonable terms under 35 U.S.C. §
203.7%¢ As they conclude, “The interpretation taken by Arno and Davis is inconsistent with the
intent of Bayh-Dole, especially since the Act was intended to promote the utilization of federally
funded inventions and to minimize the costs of administering the technology transfer policies....

[The Bayh-Dole Act] neither provides for, nor mentions, ‘unreasonable prices.””*

And that’s why pricing-based march-in right petitions have been rightly and repeatedly rejected over
the years. The National Institutes of Health (NIH) has denied all six price-based petitions to apply
march-in rights, noting that the drugs in question were in virtually all cases adequately supplied and
that concerns over drug pricing were not, by themselves, sufficient to provoke march-in rights.?®

NIH itself has expressed skepticism about the use of march-in rights to control drug prices, noting:

Finally, the issue of the cost or pricing of drugs that include inventive technologies made
using federal funds is one which has attracted the attention of Congress in several
contexts that are much broader than the one at hand. In addition, because the market
dynamics for all products developed pursuant to licensing rights under the Bayh-Dole
Act could be altered if prices on such products were directed in any way by NIH, the
NIH agrees with the public testimony that suggested that the extraordinary remedy of

march-in is not an appropriate means of controlling prices.”

This is also why efforts in the early 1990s to apply “reasonable pricing” clauses on cooperative

research and development agreements (CRADAES) failed, “driving industry away from potentially



beneficial scientific collaborations” as then-NIH Director Varmus noted, and were thus withdrawn
in 1995. Recognizing that the only impact of the reasonable pricing requirement was undermining
scientific cooperation without generating any public benefits, NIH eliminated the reasonable pricing
requirement in 1995. In removing the requirement, Dr. Varmus explained, “An extensive review of
this matter over the past year indicated that the pricing clause has driven industry away from
potentially beneficial scientific collaborations with PHS scientists without providing an offsetting
benefit to the public. Eliminating the clause will promote research that can enhance the health of the

American people.”

Somewhat similarly, as the California Senate Office of Research has noted, “Granting agencies such
as the National Institutes of Health ultimately have abandoned policies that require a financial
return to the government after concluding that removing barriers to the rapid commercialization of

products represents a greater public benefit than any potential revenue stream to the government.”!

Weakening the certainty of access to IP rights provided under Bayh-Dole by employing march-in to
address drug pricing issues—especially if it meant a government entity could walk in and
retroactively commandeer innovations private-sector enterprises invested hundreds of millions, if not
billions, to create—would significantly diminish private businesses’ incentives to commercialize
products supported by federally funded research.?? As David Bloch notes, “The reluctance of such
[biopharmaceutical] companies to do business with the government is almost invariably tied up in
concerns over the government’s right to appropriate private sector intellectual property.” As he
continues, “Each march-in petition potentially puts at risk the staggeringly massive investment that
branded pharmaceutical companies make in developing new drug therapies.”* Put simply, using
march-in rights to control drug prices could seriously compromise medical discovery and

innovation.

For these reasons, ITIF supports the National Institute of Standards and Technology’s efforts to
clarify the intent of Bayh-Dole march-in right provisions as part of its reexamination of “Rights to
Federally Funded Inventions and Licensing of Government Owned Inventions.” NIST proposes a
revision to 37 CFR part 401 “Rights to Inventions Made by Nonprofit Organizations and Small
Business Firms under Government Grants, Contracts, and Co-operative Agreements” section
401.6(e) to “include a provision that march-in rights shall not be exercised by an agency exclusively
on the basis of business decisions of a contractor regarding the pricing of commercial goods and
services arising from the practical application of the invention.”” While ITIF generally supports this
clarification, it would call for ideally further improving it by clarifying that the pricing of
commercial goods and services arising from the practical application of the invention provides no

basis for the exercise of march-in rights, whatsoever. As noted, the architects of the legislation never



intended for the price of the resulting innovation to constitute a justification for the exercise of
march-in rights. However, at a minimum, ITTF believes that revising the proposed clarification by
removing the words “exclusively” and “of the contractor” would improve the regulation by making

its intent clearer.

The Bayh-Dole Act has played a pivotal role in restoring American competitiveness; driving the
latent potential of federally funded, university-conducted innovation; and making the United States
the global leader in life-sciences innovation. ITIF commends NIST for taking steps to codify the
(clearly proscribed and intentionally limited) intent and parameters of march-in rights at they

pertain to the Bayh-Dole Act.

Stephen Ezell

Vice President, Global Innovation Policy
Information Technology and Innovation Foundation
1101 K Street NW, Suite 610

Washington, DC 20005
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