1Ive

ooperat

QMW it
‘%ﬂwm .

w ﬁm%x

.

i

NW

7
.
.

.
N

Outlook,

Development

icy

Perspectives,
Poli
, 1994

tutes of Health

July 21, 1994 and
September 8
| Inst

Nationa




Reports of the NIH Panels on

COOPERATIVE RESEARCH
AND DEVEEOPMENT AG

EMENTS

Perspectives, Outlook,
and Policy Development

July 21, 1994, and September 8, 1994

National Institutes of Health

December 1994

For Administrative Use Only






Table of Contents

CRADA Forum I (July 21, 1994)

Panel Members ... ..................... e
ReportofthePanel ... .. ... ... .. ... . . i

CRADA Forum II (September 8, 1994)

Panel Members . . ... o v i e e e e e e e
Reportofthe Panel .. ... ... ... .. . .. . .. . . . . ..

Appendix A—CRADA Forum I Background Information

Agenda . . oL e e e
Mandate ... ... e e e
Case Studies . . ... ... i i e e e e
Invited Speakers . ... ... . ... ... e e
Public Testimonies . ... . ... ... ittt it i
Prepared Public Statements ......... ... ... . ... oo,

Appendix B—CRADA Forum II Background Information

Agenda . . ... e e e e

Reports of the NIH Panels on CRADA Forums I and II



Public TesStiOnes . . o v v v vt e e e e et e e e e e e B-8
Prepared Public Statements . ... ....... e e e e B-11

Appendix C—Other Background Materials
Technology Transfer Activities at NIHL . . . .. ... . ... .. .. ..., C5

Related Technology Transfer Policies and Legislation
Stevenson-Wydler Technology Innovation Act of 1980

(PL 96-480) .. .. .. i C-15
Federal Technology Transfer Act of 1986 (P.L. 99-502) ....... C-26
Title [II—Miscellaneous Amendments to Stevenson-

Wydler Technology Innovations Act of 1980 ... ......... C-39

Executive Order 12591 of April 10, 1987, as amended by

Executive Order 12618 of December 22, 1987, “Facilitating

Access to Science and Technology” .. ............... C-40
Public Health Service Policy for Ensuring Fairness of

Access in Cooperative Research and Development

AZPEEIMENIS . . . . . o vt C-51
37 CFR Part 404, “Licensing of Government Owned
Inventions” . .............. ... ...... [ C-54

iv Table of Contents



Overview

The Federal Technology Transfer Act of 1986 (FTTA) authorizes Federal
laboratories to enter into cooperative research and development agreements
(CRADAs) with private businesses and other entities. Between 1986 and 1993,
the National Institutes of Health (NIH) executed a total of 206 CRADAs, most of
them with industrial partners. As NIH's experience with CRADAs has grown,
several issues of concern have developed, leading the agency to seek advice for
the further development of appropriate policy.

On July 21, 1994, NIH convened a panel of experts, including scientists and
administrators from Government, industry, and academia, to address three
central issues: (1) the scope of research and license rights under a CRADA,

(2) fair access to CRADA opportunities, and (3) the so-called reasonable pricing
clause. The third issue elicited by far the most discussion, and accordingly,
NIH convened a second forum on September 8, 1994, to solicit additional
advice and recommendations from primary consumers and other public interest
groups. CRADA Forum II focused on the reasonable pricing clause and ques-
tions about the appropriate return on the Government’s investment in biomedi-
cal research: (1) what kind of return is appropriate, (2) how much return is
appropriate, and (3) bhow NIH should balance public payback and new product
development.

Because of the overlap in the focus of these two panels, their reports are
included in this single document along with supporting documents and back-
ground materials that were considered by the panels. These materials will be
provided to the Advisory Committee to the Director, NIH, for consideration at
its meeting on December 1-2, 1994, NIH will then be in a position to consult
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with the Assistant Secretary for Health, Department of Health and Human
Services, and other key policymakers to decide what options best promote
NIH's dual missions—pursuing new biomedical knowledge and facilitating

technology transfer—while maximizing the public investment in biomedical
research.

Overview
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Haroid Varmus, M.D.

Director

National Institutes of Health
9000 Rockville Pike

Bethesda, MD 20892

Dear Dr. Varmus:

On behalf of the Co-Chair, Dr. Robert Nussenblatt, and the Panel members, I am
pleased to transmit to you the final report of the first ad hoc consultant
group to the Advisory Committee to the Director, NIH, on "NIH Collaborative
Research and Development Agreements (CRADAs): Perspectives, Outlook, and
Policy Development™.

The Panel’s mission was to assess three aspects of present CRADA policies:

1) the scope of the research and license rights under a CRADA; 2) fair access
to CRADA opportunities; and 3) reasonable pricing clause. In carrying out its
charge, the Panel addressed a number of important questions, including: what
are the different types of research collaborations that are conducted under
the CRADA mechanisms; should fair access, reasonable pricing, and other
administrative policies be differentially applied to the different types of
CRADAs; is it appropriate to negotiate licensing terms at the inception of the
CRADA, before it is known what technology will be invented and how it can be
best licensed to further the public’s interest; how should NIH preserve the
fundamental nature of the research collaboration, which arise from the
knowledge and the relationships of the scientists, while ensuring fair access
to CRADA opportunities for U.S. businesses; and should the "reasonable
pricing" clause be used by NIH as a mechanism to reflect the public investment
in NIH-supported research in the products brought to market through
NIH/private sector collaborations.

This Report sets forth the findings and recommendations of the Panel, which
are based upon presentations from invited speakers, testimony from public
witnesses, and the deliberations of the Panel on July 21, 1994. The Panel
trusts that these recommendations will be useful in improving NIH CRADA
policies and ensuring that national health goals continue to be enhanced by
the research conducted at the NIH.

Sincerely,

”

pil ftre—

Michael M. Gottesman, M.D.
Panel Co-Chair and

Acting Deputy Director for
Intramural Research
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CRADA Forum I: Report of the Panel

Executive Summary

The Federal Technology Transfer Act of 1986 (FT'TA) authorizes Federal
laboratories to enter into cooperative research and development agreements
(CRADAs) with private businesses and other entities. Between 1986 and 1993,
the National Institutes of Health (NIH) executed a total of 206 CRADAs, most of
them with industrial partners. As NIH’s experience with CRADAs has grown,
several issues of concern have developed, leading the agency to seek advice for
the development of appropriate policy. On July 21, 1994, NIH convened a
panel of experts, including scientists and administrators from Government
(primarily NIH), industry, and academia, to address three central issues:

1. the scope of research and license rights under a CRADA,
2. fair access to CRADA opportunities, and
3. the so-called “reasonable pricing” clause.

With regard to the first issue, panelists concurred that the agreement (in-
cluding the research plan) must be drawn as clearly and carefully as possible.
Some industry panelists expressed a preference for a broad research plan, while
NIH panelists felt that the plan should be narrow enough to protect the scien-
tific freedom of Government investigators. Similarly, some industry panelists
felt that the option to negotiate for a license on the resulting technology was
insufficient incentive; they would prefer an option on the license itself. Several
NIH panelists pointed out the difficulty and risk of negotiating a license before
it is known what intellectual property might be developed. The panel did
reach consensus on three points: (1) that the scope of the research should be
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narrow, although some flexibility was needed on a case-by-case basis; (2} that
NIH should not require a commercialization plan at the time the CRADA is
negotiated; and (3) that NIH should consider revising its current policy of
prohibiting the up-front grant of a license within the CRADA.

The panel also supported the concept of fair access to CRADA opportuni-
ties. They concluded that existing Public Health Service (PHS) guidelines
ensure reasonable and appropriate access to the overall CRADA process, and
that NIH technology transfer personnel conduct a wide range of activities
designed to identify CRADA opportunities. One NIH panelist presented the
view that there is no legal requirement to ensure equal access for every poten-
tial partner to every potential CRADA. However, the panel also recommended
that NIH have a rational and defensible basis for the final choice of collaborator
or collaborators in any given CRADA.

The reasonable pricing clause proved to be far more contentious. Some
panelists from industry opposed its inclusion in any form, claiming that it poses
a disincentive to industry. Some NIH investigators reported that potential
collaborations are not pursued because industrial collaborators object to the
clause. Other panelists pointed out that the clause is neither the best nor the
only way to address the pricing of new technology, nor is it necessary to ensure
a fair return on the Government's investment in biomedical research. Some
public interest groups also opposed the clause because it might delay the
availability of new drugs, but one speaker felt that it helped to ensure that new
drugs would be available at a fair price. Several panelists pointed out that a
number of other protections are already included in technology licenses, while
other panelists suggested several additional mechanisms that might be used to
ensure that the public investment in the collaborative research was adequately
reflected without erecting barriers to collaborative research. The mechanisms
suggested included requiring “accessibility plans,” removing the clause from
some but not all CRADAs, and reserving the clause for unique “breakthrough”
drugs for which there is no effective substitute.

Introduction

Both the health of the American people and the competitiveness of U.S.
industry can be greatly enhanced if new technologies that are developed in PHS
laboratories are commercialized by American companies. To encourage com-
mercialization, the FITA authorizes Federal laboratories to enter into CRADAs
with numerous entities, including private businesses. Under a CRADA, com-
panies may provide funds, personnel, services, and property in support of
collaborative research with PHS scientists. Federal laboratories may provide all
of these resources except funds, and the Government may also grant to their
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collaborators, in advance, intellectual property rights on any invention made by
a Federal employee under the terms of the agreement. The FI'TA explicitly
gives preference to small businesses and to business units located in the United
States that agree to manufacture the resulting products substantially in the
United States.

Since 1986 through fiscal year (FY) 1993, NIH has executed a total of 206
CRADAs, most of them with industrial partners. These agreements have cov-
ered a broad range of research, from the initial application of basic discoveries
to advanced clinical trials. In some cases, because of the nature of the research
or the intellectual property position of the collaborator, no invention (and
hence no new intellectual property) was expected or likely to result from the
research. In other cases, new inteliectual property was developed during the
collaboration. In still others, NIH had extensive intellectual property protection
on a technology that was licensed by a CRADA collaborator and further devel-
oped under the CRADA,

As the Government's experience with CRADAs has grown, several issues of
concern have developed, prompting NIH to seek advice for the development of
appropriate policy. On July 21, 1994, NIH convened a panel of experts in a
public forum to discuss issues related to CRADAs. The 15-member panel was
cochaired by Dr. Michael Gottesman, Acting Deputy Director for Intramural
Research, and Dr. Robert Nussenblatt, Scientific Director, National Eye Institute,
NIH. Other members of the panel included executives from large and small
biotechnology and pharmaceutical companies, PHS scientists, and Government
and university administrators. Forum 1 focused on three central issues:

1. Scope of research and license rights under a CRADA. What types
of research are conducted under the CRADA mechanism, and how do
they differ with regard to the activities and contributions of each party?
Should public policy and CRADA contracts reflect these differences?
How can the research plan ensure flexibility for following up un-
expected results? When is it appropriate to negotiate licensing terms
at the inception of the CRADA—that is, before anyone knows what
technology might be invented?

2. Fair access to CRADA opportunities. How should NIH preserve the
fundamental nature of the research collaboration, which arises from
the knowledge and relationships of the scientists, while ensuring fair
access to CRADA opportunities for U.S. businesses? Does industry have
difficulty obtaining information or access to CRADA opportunities?

3. Reasonable pricing clause. Given the mandates of NIH to support
research and to transfer the results of that research to advance the
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public health, should the reasonable pricing clause be used to reflect
the public investment in NIH-supported research when products are
brought to market through CRADAs? What other mechanisms are
available to NIH to achieve this goal?

This report presents the deliberations, findings, and conclusions of the
panel with regard to these three issues and the CRADA process in general.

Issue 1: Scope of Research and License Rights under a
CRADA

Scope of Research

Panelists concurred that the agreement (including the research plan) must
be drawn as clearly and carefully as possible. In particular, the research plan
should delineate a finite area of investigation and the precise limits of the
collaboration; the research plan should specify exactly what each party will be
doing within the collaboration. Some panel members from industry favored
more broadly defined research plans in order to maximize the scope of license
rights obtained from their investment in the collaboration. NIH panelists felt
that the scope should be narrow enough to ensure that the collaboration does
not unreasonably limit the ability of NIH investigators to share scientific
information, pursue new research directions, or enter into additional CRADAs
with other collaborators. In general, NIH prefers applied research rather than
basic research as the subject matter for CRADA collaborations. However, one
panel member from industry noted that the FTTA contains no such preference
and urged that NIH not limit its CRADA collaborations to applied research.
Panel members agreed that delineating the scope of the research plan would
have to be addressed on a case-by-case basis; that NIH and industry would have
to be flexible in negotiating appropriate scope; and that both sides of the
collaboration should acknowledge the tension between their respective inter-
ests with regard to defining the scope of research.

Scope of License Rights

Consistent with the FTTA, NIH CRADAs provide an option to negotiate an
exclusive or nonexclusive license for the commercialization of inventions made
by NIH employees in the conduct of the CRADA (“CRADA inventions™). The
advantage the company realizes from this provision is that the collaborator can
negotiate licenses outside the competitive process that otherwise governs the
licensing of Government technology; CRADA license negotiations also tend to
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be faster and simpler. Industry panelists expressed concern that an option to
negotiate for a license is not always sufficient to allow companies to raise
necessary capital; they would prefer an option on the license itself.

Several NIH panelists pointed out the difficulty and risk of negotiating the
terms of a license, particularly an exclusive license, before it is known what
intellectual property (if any) will be developed, and what the best way of com-
mercializing it will be. In addition, certain CRADA inventions, such as research
tools, may not be appropriate for exclusive licensing; to grant such a license at
the time of the CRADA would frustrate NIH's desire to encourage the wide dis-
semination of such technologies. Panel members from industry acknowledged
these concerns but pointed out that industry faces and resolves similar issues
in agreements with universities and other companies, to the extent possible,
through thoughtful drafting of each particular agreement. Panelists discussed
various ways to address these concerns with the CRADA mechanism, including

the following:

® reversion of license rights to NIH if there is lack of commitment or
inadequate development of a CRADA invention;

@ exemption of research tools from the license option or particular
clauses requiring nonexclusive licensing;

® clauses requiring sublicensing in particular circumstances; or

@ specification of royalty ranges and caps for particular types of
technologies.

Panelists from NIH pointed out that providing an option to a license in the
CRADA could also have an adverse effect on small businesses, which would
have to demonstrate their ability to develop commercially a wide range of
potential inventions. Currently, a prospective CRADA partner need only show
itself capable of performing the research delineated in the research plan. If a
CRADA invention is made and the collaborator decides to negotiate a license,
the collaborator must show at that time its ability and commitment to commer-
cialize the subject technology. Collaborators that are unable or unwilling to
commercialize the technologies will not obtain the rights, and NIH will con-
sider the technology available for competitive licensing as part of the general
intramural research portfolio. Panel members from industry acknowledged this
potential problem for small businesses.

The panel agreed that NIH should not adopt a policy of requiring detailed
commercialization plans at the time a CRADA is negotiated. However, the
panel also agreed that NIH should consider revising its current policy of
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prohibiting the up-front grant of an option to a license within the CRADA. The
panel did recognize, however, the difficulty of arriving at licensing terms at a
stage in which the nature of a potential invention is not clear and the relative
contribution of the CRADA partners cannot be fairly evaluated.

Issue 2: Fair Access to CRADA Opportunities

The panel supporied the concept of fair access to CRADA opportunities,
but it pointed out that the CRADA is not subject to the normal Federal pro-
curement process. Specifically, the FT'TA does not require that CRADAs be
competed, although it does give “consideration” to small businesses and “pref-
erence” to business units that are located in the United States and will substan-
tially manufacture the resulting products domestically. Existing PHS guidelines
ensure fair and appropriate access to the overall CRADA process, but there is no
requirement to ensure equal access for every potential partner to every poten-
tial CRADA.

For example, many CRADAs grow out of preexisting relationships and in-
formal exchanges between Government scientists and their colleagues in the
private sector. In other cases, the industrial partner may bring to the collabora-
tion a unique resource—in some cases a proprietary drug—or a unique form of
expertise. In such cases there may be no need to advertise; there may in fact
be no other potential partner. When NIH is actively seeking a partner to ad-
vance or exploit its research, on the other hand, then it is both appropriate and
advantageous to advertise the cooperative opportunity in order to help find the
best partner or partners for each particular case. The panelists agreed that all
potential collaborators should have access to CRADA opportunities, in general,
and that there must be a rational and defensible basis as well as appropriate
documentation for the final choice of collaborator(s) in any given CRADA.

The panel also found that NIH technology transfer personnel are engaged
in a wide range of activities designed to identify CRADDA opportunities and
respond to requests from both private companies and intramural investigators.
Opportunitics for CRADAs are advertised in appropriate publications. In addi-
tion, all of NIH's research activities, research results, and patent applications are
available electronically through the Internet system.

Issue 3: Reasonable Pricing Clause

In 15989 PHS, the parent organization of NIH, adopted the following policy
statement with respect to the pricing of products developed in part through
research at intramural NIH laboratories:
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DHHS has responsibility for funding basic biomedical research,
for funding medical treatment through programs such as Medi-
care and Medicaid, for providing direct medical care, and more
generally, for protecting the health and safety of the public.
Because of these responsibilities and the public investment in
the research that contributes to a product licensed under a
CRADA, DHHS has a concern that there be a reasonable rela-
tionship between the pricing of a licensed product, the public
investment in that product, and the heaith and safety needs of
the public. Accordingly, exclusive commercialization licenses
granted for NIH/ADAMHA intellectual property rights may re-
quire that this relationship be supported by reasonable
evidence.

This statement of PHS policy is contained in Appendix A of the model PHS
CRADA. Section 16 of the main body of the model PHS CRADA contains a
slight restatement of this policy.? If intellectual property is created by PHS
employees under a CRADA, and the outside partner exercises its right under the
CRADA to negotiate an exclusive license, the pricing provision of the model
PHS exclusive license would be applicable. The model PHS exclusive license
contains the following pricing provision:

DHHS has responsibility for funding basic biomedical research,
for funding medical treatment through programs such as Medi-
care and Medicaid, for providing direct medical care and, more
generally, for protecting the health and safety of the public.
Because of these responsibiiities, and the public investment in
the research that culminated in the Licensed Patents Rights,
PHS may require LICENSEE to submit documentation in confi-
dence showing a reasonable relationship between the pricing
of a Licensed Product, the public investment in that product
and the health and safety needs of the public. This paragraph
shall not restrict the right of LICENSEE to price a Licensed
Product or Licensed Process so as to obtain a reasonable
profit for its sales or use. This Paragraph 5.03 does not permit
PHS or any other government agency to set or dictate prices
for Licensed Products or Licensed Processes.

1“NIH/ADAMHA have a concern that there be a reasonable relationship between the pricing of a
flicensed product, the public investment in that product, and the health and safety needs of the
public. Accordingly, exclusive commercialization licenses granted for NTH/ADAMHA intellectual
property rights may require that this relationship be supported by reasonable evidence.”
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A major factor leading to the adoption of these pricing provisions by the
PHS was congressional and public reaction to the launch price of $8,000 to
$10,000 per patient per year for azidothymidine (AZT), the drug for acquired
immunodeficiency syndrome (AIDS) approved by the Food and Drug Adminis-
tration in 1987. AZT, the first drug found to hinder replication of human
immunodeficiency virus, was marketed by the Burroughs-Wellcome Company
and was developed with the involvement of the National Cancer Institute, but
not under the provisions of a CRADA. The PHS pricing provisions respond to a
concern that, to the extent practicable, medical advances developed in part with
public funds be available to the public at reasonable cost.

Panelists’ Concerns

One panelist from a pharmaceutical company suggested that pricing might
be a reasonable topic of negotiation in this sort of very late stage project,
in which the Government has already identified a potentially marketable
product, but that the clause itself should not be part of most CRADAs. Other
panelists from industry were opposed to including the reasonable pricing
clause in any form, claiming that it poses a disincentive to industey by its mere
presence in the CRADA. Several companies represented on the panel have
stated that they will no longer sign any agreements that include a reasonable
pricing clause. Other industry panelists stated that the drug development
process is inherently risky and that the possibitity of Federal review of prices of
those few successful products out of the many under test has made potential
investors reluctant to invest in pharmaceutical or biotechnology firms. NIH
scientists reported that many potential CRADAs are not pursued because poien-
tial partners object to this clause.

Public interest groups expressed both support for and opposition to the
reasonable pricing clause. One speaker believed that some sort of protection is
needed to ensure that new drugs are available at a fair price and that the Gov-
ernment gets a reasonable return on iis investiment in biomedical research.
However, other speakers expressed concern that the clause may backfire if it
proves to be an impediment to CRADAs and, indirectly, to the development of
important therapeutics. Low prices per se are not the only “interest” of either
the Government or the consumer. In many cases, the broader interests of
society are best served by ensuring that new and more effective drugs are
resecarched and developed.

Industry panelists noted, and NIH panelists agreed, that the FI'TA does not
require NIH to address pricing as part of its technology transfer mandate. The
FTTA dces noti address the issue of pricing, and PHS (with NIH as its lead
agency for technology transfer activities) is the only Federal biomedical agency
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that has addressed the issue in its CRADA policy or model agreement.? As a
result, panel members from both industry and academia advised that the rea-
sonable pricing clause has become a barrier to technology transfer and that PHS
and NIH should consider removing the clause in order to promote the goals of
the FI'TA and to ensure the development and commercialization of new medi-
cal technologies.

A number of additional concerns about the PHS pricing clause were cited,
primarily by panelisis from industry, including the following:

@

The PHS pricing clause is the wrong way to address the pricing of new
technologies. 'The cost of new technologies such as new drugs, and of
health care generally, is a valid and serious concern but requires a
comprehensive approach. However, the issue of how best to develop
new products, including drugs, should be segregated from the issues of
how to fairly price and pay for these products. This narrow class of
research and development agreements—CRADAs and exclusive licenses
between NIH and industry—is the wrong place to address pricing,
which is a cost and access issue. As a biomedical research agency, NIH
is not within its mission or its competence in evaluating or regulating
drug prices. Congress, perhaps within the context of the broad, on-
going debate on how to reform the health care system, should carefully
weigh these compelling interests and fashion a solution that preserves
the incentives for the private sector to develop new technologies while
providing mechanisms to ensure that these breakthrough products
reach the American public at a reasonable cost.

The PHS pricing clause bas proven to be a major barrier to some
potentially tmportant collaborations. About 10 firms have indicated
an unwillingness to enter into CRADA and licensing agreements with
NIH that contain the reasonable pricing clause. This apparent reluc-
tance may also extend back to the informal relationships out of which
such agreements normally grow and to materials transfer agreements,
which do not normally even involve cooperative research. NIH should
do more than eliminate barriers to collaborative research; it should
provide more incentives. Already there are important areas of
research—such as chemopreventatives, addictive diseases, and anti-
malaria and antiepilepsy treatments—where industry needs incentives
to develop and market drugs arising from new technology develop-
ment. Industry believes the clause adds to the uncertainty about drug

Z In addition to PHS, only the U.S. Department of Interior’s Bureau of Mines has implemented
a pricing clause, which appears to have been explicitly modeled on that of PHS.
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development at a time when the pharmaceutical market is changing
profoundly. With 1,300 small biotechnology firms now competing to
develop and market new drugs, success is increasingly uncertain. The
current debate over health care reform also introduces additional un-
certainties. Less than one promising drug in a thousand ever gets
approved and marketed, and only a third of those ever earn back the
company’s investment. Under the patent system, it is believed that one
result of monopolistic pricing of an individual product in a highly
competitive marketplace will be to stimulate new and innovative re-
search on competing products that might be more effective or afford-
able, or both.

® The PHS pricing clause is not necessary io ensure a fair return on the
Governmeni’s investment. It can be argued that the Government
already gets a fair return on its investment in the form of new product
development, faster product development, and royalties on licenses for
drugs and other products that result from Government inventions. In
cases of limited Government involvement in product development, the
clause should not be triggered. In the kind of early-stage research
pursued under many CRADAs, the Government’s financial investment
and intellectual contribution can be relatively minor in comparison
with the involvement of industry in bringing the drug to market. In
such cases, the Government’s involvement in the research may not
warrant subsequent Government scrutiny in pricing.

® The clause is vague and difficult to enforce. “Reasonable” does not
always mean “cheap” or “inexpensive.” In some cases a fair and rea-
sonable price—a price that reflects the size of the company’s invest-
ment and the risk of the undertaking—may appear very expensive
indeed. The FITA does not expressly authorize the pricing clause or
specify any enforcement mechanism. The clause does not specify what
standards should be employed to determine whether there is a “rea-
sonable relationship” among the price of a product, the Government’s
involvement in the product’s development, and the health and safety
needs of the public. In addition, the clause does not establish any
enforcement procedures and sanctions to apply in cases in which a
“reasonable relationship” is not established.

Alternatives to the Reasonable Pricing Clause
Panelists from NIH neither agreed nor disagreed with these industry views.

Some NIH panelists restated their opinion that there must be a reasonable
refationship between the public investment in a product and its price. If NIH
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were to remove or revise the clause, it would have to do so in a way that pro-
tects the interests of the Government and the people of the United States while
promoting the original intent and goals of the FITA.

Some industry panelists stated that there is no obvious way to modify the
reasonable pricing clause itself that would be acceptable to them. However,
various panelists cited a number of protections that are already in place and
might be strengthened; they also suggested several additional mechanisms that
might ensure a reasonable price without erecting new barriers to cooperative
research and technology transfer:

e Modify the Government’s exclusive license to ensure reasonable avail-
ability. The Government’s exclusive license contains numerous provi-
sions under which a company’s exclusive right to practice a Govern-
ment invention can be modified or terminated if the license does not
meet agreed-upon performance standards or milestones or otherwise
fails to commercialize the technology expeditiously. These clauses
could be modified to allow termination if a company fails to keep a
product reasonably available to the intended patient population.

® Empbasize the use of Governmeni “march-in” rights to protect against
abuses. These provisions allow the Government to practice the inven-
tion for its own use or in emergencies. These rights have been used in
the past to accomplish the prompt, widespread, and economical dis-
semination of new vaccines.

® Require drug companies to use other mechanisms to ensure patient
access to drugs. Several drug companies have already established so-
called indigent programs that provide drugs at reduced rates, and
sometimes free, to certain patients who cannot afford them. In the
past, these programs sometimes have been criticized as public relations
efforts that are too small or too limited to have any real effect. The
Government could encourage such programs by providing incentives to
the companies to expand them and make them more effective. How-
ever, academic panelists pointed out that such guaranteed-access initia-
tives shift costs without controlling prices.

© Remove the reasonable pricing clause from some but not all CRADA
contracts. Examples include very ecarly stage research and agreements
under which drug companies provide proprietary drugs for the use of
NIH investigators.

@ Reserve the reasonable pricing clause, or some modification of it, for
‘cases in which there is no effective substitute for the drug in question.
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As noted above, however, high prices for monopolistic products have
tended to stimulate research on substitutes, alternatives, and
competitors.

General Findings

The mission of NIH is to pursue and apply fundamental knowledge that
can improve the health of all Americans. The NIH intramural research program
has proved to be a uniquely valuable biomedical resource. Government-
industry collaboration is critical for the prompt commercial development of
new products arising out of NIH research. The CRADA has proved to be an im-
portant and effective mechanism for ernicouraging such collaboration.

The purpose of the FI'TA is to facilitate the transfer of commercially useful
technology from the Federal laboratories to the private sector to benefit the
American public through such means as the CRADA mechanism. The statute
does not require Federal laboratories to consider issues of pricing, and the
inclusion of the so-called “reasonable pricing” clause in the model CRADA has
generated growing criticism from NIH's industrial collaborators. NIH should
seek to provide greater flexibility in negotiating this and other provisions of a
CRADA, provided that the broad interests of the government and consumers are
still protected. NIH should also seek to simplify, streamline, and expedite the
process of negotiating all CRADAs.
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CRADA Forum II: Report of the Panel

Executive Summary

On July 21, 1994, the National Institutes of Health (NIH) convened a forum
to solicit advice and recommendations from the biotechnology and pharma-
ceutical industries, the academic research community, and the public on issues
relating to cooperative research and development agreements (CRADAs). Of
the three general questions addressed by CRADA Forum I, the “reasonable
pricing” clause elicited the most discussion from industry, NIH scientists, and
the public. Accordingly, NIH convened a second forum on September 8, 1994,
to solicit additional advice and recommendations from primary consumers and
other public interest groups. CRADA Forum II focused on the reasonable
pricing clause and on three broader questions about how to repay the Govern-
ment’s investment in biomedical research: (1) what kind of return is appropri-
ate, (2) how much return is appropriate, and (3) how NIH should balance
public payback and new product development.

The panel concluded that there were both qualitative and quantitative
returns on the Government’s investment. Among the former are the scientific
benefits of public-private collaboration and the development of new medical
products; among the latter are royalties paid to NIH and lower prices on new
products. The panel reached consensus on the following hierarchy of returns
to the public for its investment in biomedical research: (1) fostering scientific
discoveries, (2) rapid transfer of these discoveries to the bedside, (3) accessibil-
ity of resulting products to patients, and (4) financial returns in the form of
royalties.
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There has been no decline in the number of NIH CRADAs or technology
licenses, but the panel heard anecdotal evidence and the testimony of NIH
investigators that some types of collaboration are becoming difficult or impossi-
ble to negotiate. Industry panelists reported that their problem with the clause
had largely to do with its uncertainty: they were unable to ascertain how or
when the Government might intervene in a pricing decision. The panel con-
cluded that the clause is perceived to be a problem and that NIH should do
something about this perception.

The panel was not able to agree on a single, specific course of action for
NIH. Most of the panelists agreed that, at a minimum, NIH should revise the
clause to clarify its meaning and intent. Most of them also agreed that there
are at least some types of NIH-private sector collaboration in which the clause
is inappropriate and might be removed. Many panelists felt that, instead of the
reasonable pricing clause, NIH should require an accessibility plan, just as it
now requires a commercialization plan.

Introduction

The Federal Technology Transfer Act of 1986 (FTTA) authorizes Federal
laboratories, including NIH, to enter into CRADAs with numerous entities,
including private businesses. The purpose of FI'TA and CRADAs is to encour-
age the transfer and commercialization of new technologies that are developed
in Government laboratories. Between 1986 and the end of fiscal year (FY)
1993, NiH executed 206 CRADAs, most of them with industrial partners. These
agreements have covered a broad range of research, from the initial application
of basic discoveries to advanced clinical trials.

In 1989 the Public Health Service (PHS), NIH's parent organization,
adopted a policy statement expressing concern that, because of the public
investment in the research that leads to a product licensed under a CRADA,
there should be “a reasonable relationship between the pricing of a licensed
product, the public investment in that product, and the health and safety needs
of the public.” Exclusive licenses for NIH intellectual property rights may
require the company to support this relationship with “reasonable evidence.”

A major factor in the adoption of these provisions was the reaction of
Congress and the public to the launch price of $8,000 to $10,000 per patient
per year for azidothymidine (AZT), a drug for acquired immunodeficiency
syndrome (AIDS) developed by the Burroughs-Wellcome Company with sub-
stantial NIH involvement, but not under a CRADA. However, NIH investigators

28 CRADA Forum I



and their industry colleagues have expressed concern that the reasonable pric-
ing clause poses a barrier to expanded research collaboration. This issue
elicited the most discussion in the CRADA Forum I, held on July 21, 1994.

Accordingly, NIH convened CRADA Forum II on September 8, 1994, to
solicit additional comment, advice, and recommendations from primary health
care product consumers and other public interest groups on how best to reflect
the public's investment in new health care products arising from NIH research.
CRADA Forum II was chaired by Ms. Daryl A. (Sandy) Chamblee, Acting Deputy
Director for Science Policy and Technology Transfer, NIH. In addition to NIH
researchers and administrators, the 15-member panel included representatives
of consumer and health action groups, academic research institutions, and
biotechnology and pharmaceutical companies. The panel also included William
Corr, Deputy Assistant Secretary for Health.

The question to be addressed by the panel was whether the reasonable
pricing clause was an appropriate and effective way to reflect the public’s
investment in health care products arising from NIH-supported research, and if
not, what other mechanisms are available to NIH to achieve this goal. The
panel focused on three questions:

1. What kind of return on the public investment is appropriate? Is the
public investment in products developed through licensing NIH tech-
nologies adequately reflected through the payment of royalties and the
expeditious development of new products? If not, is it also suitable for
NIH to become involved in “downstream” issues of marketing and dis-
tribution, such as the pricing of such products? How else could or
should the public investment be reflected?

2. How much return on the public investment is appropriate? NIH cur-
rently obtains a financial payback from licensees for the right to de-
velop Government technology in the form of license execution fees,
minimum annual royalties, and royalties on net sales. NIH also en-
sures expeditious product development through benchmarks and mile-
stone requirements within the license. NIH negotiates this financial
and “development” return on a case-by-case basis, taking into account
the type of technology, the amount of Government investment (both
financial and intellectual), the stage of development of the technology,
and the public health benefit or research value of the technology. If
additional types of return are desired, should they also be tailored
according to the amount of the NIH investment and the stage of the
investment in the product development continuum? As with royalties
and development benchmarks, should NIH negotiate for additional
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types of payback on a case-by-case (or categorical) basis, using the
above criteria?

3. How should NIH balance public payback and new product develop-
ment? If scrutiny of product pricing is appropriate to ensure reflection
of the public investment, are NIH licenses the right vehicle through
which to require the scrutiny? If not, how and by whom should this be
accomplished? If assumed by NIH, will this role conflict with the NIH
technology transfer mission and hamper new product development? Is
decreased new product development acceptable in return for having
NIH play a role in the “downstream” marketing and distribution of the
product? If not, how can NIH become involved without negatively
affecting new product development?

The remainder of this report focuses on panelists’ discussion of these three
issues.

Appropriate Types of Return

As NIH Director Harold Varmus pointed out in his charge to the panel, the
question of whether the Government should expect a return involves the
proper role and true goal of Government in funding biomedical research. It
became clear from subsequent discussion that there are indeed multiple returns
on the Government’s investment. For example, a panelist from an academic
research institution suggested that, since the mission of NI1H is to generate new
biomedical knowledge and transfer it for commercial development, the proper
return on the Government’s investment may be the amount of information gen-
erated and transferred. Similarly, one of the NIH participants described the
“returns” from a CRADA, the most important of which were the special exper-
tise that the industry partner brings to a project and the greater speed with
which the results of NIH research are developed. Some consumer panelists,
however, felt that these benefits are fruitless if patients do not have access to
the resulting drugs and treatments.

Another important qualitative return is the new product development that
is achieved through the commercialization of new technologies arising from
NIH research. This return was particularly important to several panelists and
public speakers addressing new AIDS treatments and drugs for so-called orphan
diseases. One consumer panelist felt that the pharmaceutical industry was also
failing to address the need for new treatments for addiction and genetic dis-
eases. In fields where significant disincentives to new product development
already exist, companies might be hesitant to develop new products.
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Finally, two types of return on the Government’s investment are clearly
quantitative: direct returns in the form of royalties paid to NIH, and indirect
returns in the form of lower prices for consumers and for Federal health pro-
grams. Consumer panelists were particularly forceful in insisting that the
Government's investment must be returned not only in new knowledge and
new drugs but also in affordable drugs. Several panelists pointed out that the
issue is prices, not the industry’s development costs, and that “reasonable
price” is too often misunderstood to mean “lowest possible price.” One panel-
ist added that both royalties and access programs are forms of cost shifting.
However, a consensus emerged that the true issue may be accessibility rather
than prices per se. Some panelists suggested that other mechanisms might be
available, but it remains unclear whether they would be more effective than the
reasonable pricing clause in ensuring accessibility.

Mechanisms currently used by PHS to ensure accessibility include competi-
tive licensing, development of therapeutic analogs, and discounts for Federal
agencies, as well as so-called indigent programs. One industry panelist de-
scribed five different programs through which his pharmaceutical firm makes a
wide range of drugs available to patients who could not otherwise afford them.
Most of these programs rely on individual physicians, but some are conducted
in cooperation with community health centers or State health programs. Panel-
ists from consumer groups pointed out that many of these programs can be
hard to identify and use, because they impose stringent eligibility standards or
paperwork requirements that tend to work against the patients who need them
most.

In the end, the panel concurred in the following hierarchy of returns on
the public’s investment in biomedical research, from most to least important:

fostering scientific discoveries,

rapid transfer of discoveries to the bedside,
accessibility of resulting products to patients, and
royalties.

BN =

Appropriate Amount of Return

NIH typically receives five kinds of financial payback for the technologies it
licenses: execution fees at the time the license is signed, minimum annual
royaliies regardless of sales, benchmark royalties when important development
milestones are reached, patent costs for which the licensee reimburses NIH,
and earned royalties as a percentage of sales. There is a lag of approximately 5
to 7 years between granting a license and receiving earned royalties, but NIH
technologies have already earned a total of $73 million in royalties since 1986.
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Most of this amount has come from a small number of technologies, including
the AIDS test kit, a hepatitis vaccine, and an innovative centrifuge, that have
generated from $500,000 to several million dollars apiece. CRADA licenses
represent only 2 percent of all NIH licenses, and relatively few CRADAs result in
licensable technologies.

To expedite the commercialization of NIH technology, an NIH license
includes benchmarks and development milestones. The negotiations reflect the
maturity of the technology and the degree of investment and risk for both NIH
and its partner. For example, the license for a research reagent might have
lower execution fees but earned royalties of 15 to 30 percent of sales, while the
license for an early-stage therapeutic that requires considerable additional
research and development by the company might have higher execution fees
and minimum annual royalties but earned royalties of only 3 to 8 percent.
Similarly, a smaller biotechnology company with low capitalization might prefer
to pay higher royalties on sales in exchange for lower execution fees. There
was no indepth discussion from panel members on whether the present royal-
ties rates are too high or too low. But one industry panelist commented that,
when NIH has assumed most of the risk and done most of the work, in addi-
tion to royalties NIH also might reasonably raise the issue of the pricing of the
resulting product.

The panel concluded, however, that the question of royalties is less impor-
tant than the issue of new product development and accessibility. NIH already
uses several mechanisms to ensure the accessibility of new drugs, including
competitive licensing and the development of therapeutic analogs. One NIH
participant suggested that instead of a reasonable pricing clause the CRADA
contract include a reasonable access clause. Just as the company must provide
a commercialization plan, so it would be required to provide an accessibility
plan detailing the mechanisms and milestones it would use to ensure that the
drug would be available to Government agencies and needy patients. Three
additional mechanisms were suggested by some panel members: (1) providing
up to 25 percent of the drug free of charge, (2) deeper discounts to Medicaid
and Medicare, and (3) an indigent- or compassionate-access program with
generous eligibility criteria, less paperwork, and prompt approval, possibly
administered by an independent organization with consumer representation.
One industry panelist’s response to this discussion, however, was that it is
unreasonable to expect the industry to substantially shoulder the burden of
accessibility for everyone who may need the drug.

Several academic and industry participants on the panel favored the idea of
an accessibility plan as an alternative to the reasonable pricing clause, subject to
further definition. Consumer representatives on the panel were also supportive,
but they cautioned that price would remain a central question in accessibility
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because of the great number of people who pay for drugs out of pocket, and
because the cost of free drugs and Government discounts will be shifted to

paying customers.

Balancing Public Payback and New Product Development

The central question here was whether the reasonable pricing clause has a
negative effect on cooperative research and whether that effect can be amelio-
rated by modifying the clause. There has been no decline in the number of
new CRADAs since 1990, according to NIH administrators, although there may
be a change in the growth rate or in the mix of CRADA types. In fact, from FY
1990 through FY 1993 the number of new CRADAs executed each year was 32,
26, 30, and 41, respectively. One industry panelist felt that there should be far
more CRADAs than are currently negotiated, given the budget and personnel of
NIH, but NIH panelists pointed out that NIH represents a diverse universe of
science and scientists, little of which is appropriate for CRADAs.

In addition, anecdotal evidence and the testimony of NIH investigators
indicate that many research collaborations are becoming difficult or impossible
to negotiate. For example, the panel heard testimony from one NIH investi-
gator that he has been unable to obtain access to a company’s proprietary
compound to use in his research on the development of more effective, less
toxic antiepilepsy drugs. Although the company had patent protection, it
wished to enter into a CRADA rather than a materials transfer agreement, to
ensure that it could obtain licensing rights to everything that NIH may “seren-
dipitously” discover, such as a new use for the material. As a result, a potential
collaborator, who had already synthesized several promising compounds, was
unwilling to provide them to NIH, hobbling its research and possibly delaying
the development of much-needed drugs. However, it is uncertain that these
problems can be attributed to the reasonable pricing clause.

Furthermore, reasonable pricing may be only part of the problem. Industry
participants reported that the degree of uncertainty is the real problem, and
that uncertainty can also arise from delay in negotiating the agreements and
from ambiguity about a potential collaborator's rights to the resulting intellec-
tual property. While the pricing clause may not be an absolute barrier to
CRADAs, it is a real concern to industry, and as one industry panelist pointed
out, the perception that it is a problem is itself a problem.

Overall, on various occasions panel members mentioned that there exists a
gap in data and statistics that might be helpful in determining the future of the
reasonable pricing clause, including information on the effect of the clause on
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collaboration; clear and explicit definitions for key concepts such as “reason-
able price,” “risk,” “accessibility,” and “eligibility;” and clear and detailed
development of potential alternatives. However, the panel concurred that while
these measures may be helpful or desirable, such data would be extremely dif-
ficult, and even impossible, to collect in some cases.

There was also concern among the panelists that NIH has no mission,
authority, or expertise to set drug prices. There was little enthusiasm for
adding that responsibility to NIH’s mission or for developing the necessary
regulatory bureaucracy at NIH. Furthermore, doing so would raise a conflict
of interest with NIH's statutory responsibility to foster collaboration with the
private sector. Panelists suggested that this responsibility might better be
placed in the Health Care Financing Administration or some other agency that
already has a large staff of economists and accountants. Some panelists also
noted that the issue of drug pricing might more properly be debated by Con-
gress, where the prices of a// drugs (especially those supported by the public)
can be addressed, rather than by NIH, where only products developed from
NIH intramural research are affected.

Questions About the Clause Itself

Panelists representing consumer groups pointed out that the language of
the reasonable pricing clause forbids PHS to set or control prices. They there-
fore questioned whether the clause is an enforceable mechanism or merely a
“concern” on the part of NIH and PHS. Some academic and industry panelists
countered that the present clause is so rigid and ambiguous that it may be
inconsistent with the FI'TA and may even interfere with technology transfer.

Consumer panelists also expressed concern that pharmaceutical companies
were objecting to the reasonable pricing clause—although it has never been
enforced and may in fact be unenforceable—because it might be used to force
them to open their books and justify how they set prices. Panelists from aca-
demic research institutions suggested that this question reflected a broadly held
but generally unspoken opinion that pharmaceutical companies do not price
drugs fairly, that in fact they make too much money and drive up the cost of
health care. Other panelists countered that it was reasonable for companies
not to want the Government or anyone else involved in sensitive pricing deci-
sions, adding that even the companies do not know what a reasonable price
will be at the time they negotiate a CRADA.

The panel appeared to agree that the reasonable pricing clause has intro-
duced uncertainty into at least some CRADAs, and that the level of uncertainty
is a real and valid concern for industry. One consumer panelist ventured the

34 CRADA Forum II



opinion that the problem may be the ambiguity of the clause and not neces-
sarily the clause itself. Therefore, if the reasonable pricing clause remains part
of CRADA negotiations, this uncertainty must be reduced through clarification
of the CRADA’s language and intent, In addition, the panel agreed that the task
of determining and enforcing a reasonable price is not within the capacity of
NIH and should rest elsewhere.

Options for NIH Action

As a means of eliciting consensus and structuring recommendations from
the panel, the chair suggested nine options for further action by NIH and asked
for the panel’s response to them as a guide in setting future policy. These
options and the panel’s responses are summarized below.

1. Maintain the status quo. There was no defense of the reasonable pric-
ing clause as it currently stands. At the very least, its language and
intent should be clarified.

2. Revise the clause. There was a clear consensus that the concept of
“reasonable pricing” must be defined more clearly and explicitly. This
action is desirable whether the clause is retained in the language of the
agreement itself or as a philosophy in the NIH policy statement on
CRADAs (see option 5). Panelists representing consumer interests also
wanted a clearer sense of how the clause would be enforced and how
noncompliance would be addressed. Some panelists added that the
policy should become more flexible as well as less ambiguous; another
suggested that NIH's industrial partners might be willing to pay signifi-
cantly higher royalties in exchange for reducing the ambiguity of the
clause.

3. Remove the clause selectively, on the basis of CRADA type. There was
also a consensus that the reasonable pricing clause is inappropriate
and counterproductive in some categories of NIH-private sector collab-
oration. Relatively few CRADAs result in new intellectual property, so
including the clause in all CRADAs may be inappropriate. Several
panelists recommended that NIH determine the appropriateness of the
clause on the basis of the amount of risk incurred to date by NIH in
the project.

4. Eliminate the clause from the CRADA, but retain it in exclusive li-
censes. As it currently stands, the clause does not pertain to the
CRADA itself but rather serves to alert the industrial partner that the
clause will appear in any exclusive license that follows from the
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CRADA, Panelists from NIH certainly supported the idea of not worry-
ing about pricing until the drug is shown to be effective in patients.
But while there was some agreement on this option, there was no con-
sensus, in part because it leaves unresolved the questions of definition,
applicability, and enforcement that are addressed by the preceding
options.

Eliminate the clause from both the CRADA and the exclusive license,
but retain it as a statement of philosophy in NIH policy. One panelist
from NIH suggested that reasonable pricing is a philosophy that should
never have become a policy. The solution would be to remove the
clause from the body of the model CRADA contract but retain it as a
statement of philosophy in appendix A of the contract, the “NIH Policy
Statement on CRADAs and Intellectual Property Licensing.” There was
no consensus on this option: panelists representing consumer inter-
ests expressed reluctance to do without any protection in these agree-
ments, while others felt that statements of philosophy had no place in
negotiating licenses or contracts.

Eliminate the clause altogether and rely on other provisions of the
exclustve license agreement. In addition to the reasonable pricing
clause, all NIH exclusive licenses allow the Government to modify or
terminate the license if the licensee fails to reasonably satisfy unmet
health and safety needs, or keep the licensed product reasonably avail-
able to the public after commercial use commences. Thus the reason-
able pricing clause may not add substantively to the power NIH already
exercises over its exclusive licenses. These provisions raise their own
questions of definition and enforcement, however, and panelists repre-
senting consumer groups were reluctant to remove the clause entirely.
One said that the taxpayers need to know that the Government is
watching out for them; another said NIH and PHS have a social respon-
sibility to create a certain level of accountability in the pharmaceutical
industry. These panelists favored keeping a specific pricing clause.

Eliminate the clause but add new, explicit grounds for termination
based on lack of access and/or excessive prices. This option would
address some of the drawbacks of option 6, but the panel did not
address it directly.

Eliminate the clause from the model agreement, but negotiate it on a
case-by-case basis. One of the panelists described the mixed success
that his pharmaceutical company has had in trying to negotiate a
CRADA without the clause. This option represents a variation on

36

CRADA Forum Ii



option 3, in which the reasonable pricing clause is included as an
exception rather than the rule.

9. Eliminate the clause, but require an accessibility plan. There was
general but qualified consensus on the desirability of requiring an
accessibility plan as part of a CRADA or exclusive license contract.
Several panelists said that such a plan should be required regardless of
what NIH decides to do about the reasonable pricing clause. Another
panelist suggested that licensees be given the option of accepting the
reasonable pricing clause or coming up with an accessibility plan.
However, this option raises many of the same questions as the reason-
able pricing clause, namely, What would an accessibility plan look like,
which CRADAs would be required to have one, who would review it,
and who would enforce it? In addition, would such an administrative
process further hinder the already slow process of negotiating and
executing CRADAs. As with reasonable pricing, panelists agreed that
NIH should not administer accessibility; one panelist suggested estab-
lishing an independent, third-party “full-access fund” to receive royalty-
like payments from drug companies, determine eligibility, and make
payments. Eligibility and paperwork were cited as particularly difficult
issues, and some panelists from consumer groups were reluctant to
move to an accessibility clause, even for a trial period, without retain-
ing the reasonable pricing clause as a fallback.

Findings and Conclusions

The panel concluded that, while there is as yet no proof, there is at least a
perception that the reasonable pricing clause is an impediment to achieving
NIH’s mission under the FTTA, namely, promoting cooperative research and
facilitating the transfer of technology to the private sector. They also reached
general agreement that NIH should do something to address this perception.
However, they could not agree on a single, specific course of action. The
foregoing discussion suggests that there was greatest support for some combi-
nation of options 2, 3, and 9—that is, clarify the clause and consider removing
it on the basis of CRADA or in exchange for an accessibility clause—but this
support was never unqualified.
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7:30-8:30

8:30-8:45

8:45-9:00

9:00-9:30

9:30-10:45

10:45-11:00

11:00-12:15

12:15-1:30

CRADA Forum I Agenda

Bethesda Holiday Inn
8120 Wisconsin Avenue
Bethesda, MD 20814

July 21, 1994

Registration

Charge to the Panel
Dr. Harold Varmus, Director, NIH

Program Overview
Ms. Daryl A. (Sandy) Chamblee, OD, NIH

CRADA Primer and Overview
Dr. Dinah Singer, NCI

Case Study #1: Basic/Preclinical CRADA

15 min. NIH (Ms. MaryAnn Guerra, NHLBI)

15 min. Industry (Mr. Larry Stambaugh, Syntello)
45 min. Panel Discussion

Break

Case Study #2: Clinical/Sole Source CRADA

15 min. NIH (Dr. Mitchell Max, NIDR)

15 min. Industry (Ms. M. Dianne DeFuria, Bristol-Myers
Squibb)

45 min. Panel Discussion

Lunch
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1:30-2:45 - Case Study #3: Government Developed/Owned Technology
15 min. NIH (Dr. Thomas Mays, NCI)
15 min. Industry (Ms. Lisa Raines, Genzyme, Inc.)
45 min. Panel discussion

2:45-3:00 Break

3:00-3:30 ~ Congressional Views

3:30-5:00 Public Comment Period

5:00-6:00 Dinner

6:00-8:00 Panel Writing Session
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CRADA Forum I Mandate

The Federal Technology Transfer Act of 1986 (FTTA) and subsequent
executive order 12591 (April 10, 1987) were developed in recognition that U.S.
industrial competitiveness can be greatly enhanced if technology developed in
Federal laboratories is commercialized by American industry. To stimulate
technology transfer, the FTTA authorizes Federal laboratories to enger into
cooperative research and development agreements (CRADAs) with industry (and
others) and provides incentives to both the Federal scientists and collaborating
companies to do so. CRADAs provide an opportunity for NIH scientists to join
with their private colleagues in the joint pursuit of common research goals.
Since 1986, NIH has conducted cooperative biomedical research, primarily with
industrial partners, under 206 CRADAs. As the Government’s experience with
CRADAs has grown, several issues of concern have developed, prompting NIH
to seek advice and develop appropriate policy.

The NIH Director is convening the Forum on CRADAs to solicit advice and
recommendations from the biotechnology and pharmaceutical industries, the
research community, and the public on issues relating to cooperative research
and development agreements. The Forum will focus its deliberations on the
following issues:

® Scope of the research and license rights under a CRADA. What are the
different types of research collaborations that are typically conducted
under the CRADA mechanism? Are these types of collaborations funda-
mentally different from each other with regard to the activities undex-
taken and each party’s contributions? If so, is it appropriate to develop
specific public policy tailored to these different types of collaborations?
Should fair access, reasonable pricing, and other administrative policies
be differentially applied to CRADAs, and if so, to which types of
CRADAs should these policies be applied? How can a CRADA research
plan be drafted to ensure maximum flexibility for the scientists in fol-
lowing up on unanticipated research results while satisfying the parties’
requirements for specificity and precise definition of the licensing
rights governed by the CRADA? Is it appropriate to negotiate licensing
terms at the inception of the CRADA, before it is known what technol-
ogy will be invented and how it can be best licensed to further the
public’s interest? If so, in what circumstances is this appropriate?
What terms can reasonably be negotiated in advance?
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® Fair access to CRADA opportunities. How should NIH preserve the
fundamental nature of the research collaboration, which arises from
the knowledge and relationships of the scientists, while ensuring fair
access to CRADA opportunities for U.S. businesses? Does industry have
difficulty in obtaining information or access to CRADA opportunities?
Is the current policy on fair access adequate?

® Reasonable pricing clause. Given the mandates of NIH to support
research and to transfer the results of that research to advance the
public health, should the “reasonable pricing” clause be used by NIH
as a mechanism to reflect the public investment in NIH-supported
research in the products brought to market through NIH/private sector
collaborations? Daes the clause strike the appropriate balance between
these dual mandates? What other mechanisms are available to NIH to
achieve this goal?

NIH CRADA FORUM I
July 21, 1994
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CRADA Case Study 1: Basic/Preclinical CRADA

Scientists in the Laboratory of Sexually Transmitted Diseases
(LSTD) at the National Microbe Institute (NMI) carry out both
basic and clinical research aimed at the control and prevention
of sexually-transmitted diseases. Specific projects typically
underway in the laboratory include basic studies of microbial
physiology and antigenic structure, the development of rapid
diagnostic kits for identification of various pathogens, and
collaborative clinical trials evaluating experimental drugs and
vaccines. Clinical trials done collaboratively with other
laboratories and Divisions within the NMI utilize clinical trial
sites both within NMI’s intramural program, as well as with
Principal Investigators supported by NMI‘s extramural program.
In this latter case, a network of vaccine centers have been
established through both contract and cooperative agreement grant
support at non-Federal research institutions. Each of these
centers offers expertise in the development, production and
evaluation of putative vaccines.

During the last two decades, Dr. Jenny Drake, LSTD, has been
actively involved in the identification and characterization of
antigenic structures expressed by the gram-negative bacteria,
Bruscida bugdalia. Work in her laboratory has been funded
primarily through the NMI’s intramural research budget and has
amounted to over 15 million dollars. A significant advance that
has resulted from this effort is the identification of key
antigenic determinants on one of the major membrane proteins of
B. bugdalia. The LSTD believes that one or several of these
determinants will be an excellent candidate as a primary target
antigen for the development of a vaccine against this sexually-
transmitted disease. Due to the potential impact that such a
vaccine could have on the public’s welfare, NMI has sought to
protect new discoveries in relation to these antigens by
submitting several patent applications. The scope of the claims
contained in these applications are broad and may cover a number
of "fields of use" for these molecules.

Recently, as a first step towards the development of a vaccine
against B. Bugdalia utilizing one of these antigenic
determinants, the LSTD began vaccine formulation studies in an
animal model developed in their laboratory. From these early
studies it became clear that additional technology would need to
be developed or acquired by the laboratory to incorporate into
the putative vaccine additional elements to ensure that the
candidate antigenic determinants would adequately "trigger" the
immune system and protect the initial site of attack by the B.
Bugdalia microbe. The LSTD did not have the expertise to develop
such vaccine delivery technology. Dr. Drake contacted a
colleague at a company which she knew, through a former
consulting relationship, had the requisite expertise. Dr. Drake
also consulted with the MNI Technology Transfer Office (TTO) for
assistance in identifying possible collaborators to develop this
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Page 2 - CRADA Case Study #1
vaccine.

With the help of the TTO, the NMI advertised an opportunity to
collaborate in a CRADA with the LsTD for the development of a
vaccine against B. Bugdalia. This advertisement was made in a
major monthly publication dedicated to biotechnology. It
required potential collaborators to submit capability statements
identifying specific company expertise and resources available
for the development of such a vaccine. Many proposals were
received and several companies were selected since each not only
met capability requirements but had unigue proprietary technology
that appeared to fulfill the "triggering" element. The company
with which Dr. Drake had formerly consulted was among those
selected. The NMI Technology Assessment Board, in concert with
the TT0 and the LSTD, decided that by collaborating with four of
these companies all known targeting mechanisms to date would be
evaluated in this systen.

In light of the LSTD’s desire to evaluate these candidate
antigens in each of the known proprietary technologies, the NMI
began negotiations for the establishment of four different CRADAs
with each of the four identified collaborators for this project.
Each collaborator would contribute its own proprietary technology
and expertise to the project. It was apparent that negotiations
for the establishment of these CRADAs would be on even ground
given that both the U.S. Government and the collaborators were
coming to the collaboration with egually strong patent positions
with regard to each of their proprietary technologies.

Negotiations began regarding the CRADA agreements and the
disposition of patent rights developed prior to the execution of
the CRADA. 1In order for any of the companies to market a vaccine
based on LSTD’s technology, licensing issues for these background
patents needed to be resolved. Two of the four companies voiced
their desire to obtain exclusive licenses to the patents for all
fields of use. Because the NIH Office of Technology Transfer
(OTT) determined that exclusivity to the background patents was
not required for this technology to be further developed and
commercialized, OTT negotiated and executed non-exclusive rights
to each of the known antigens to the four potential CRADA
collaborators. OTT reasoned that non-~exclusive licensing was
necessary to develop all possible forms of the vaccine and the
addition of each company’s proprietary delivery system would
provide sufficient exclusivity to allow further incentives for
development and commercialization.

Concurrent with the disposition of background patent rights, the
parties began negotiating the CRADA. The companies were
concerned that the research plan of the CRADA be as broad as
possible, to provide flexibility in following up on un=-
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Page 3 - CRADA Case Study #1

anticipated results of the research, perhaps adding their own new
proprietary technology or expanding the research to other
antigens discovered jointly or by the LSTD. Because the research
plan sets forth the research that will be carried out and
delineates the scope of licensing rights promised to the
collaborator, it was important to the collaborators that all the
research being carried out as well as that which might be
anticipated be described in the research plan. The LSTD,
nowever, was concerned that an overly broad research plan,
encompassing more than what was actually planned to be conducted
under the CRADA, would unnecessarily tie up the work of the lab
and preclude other collaborators from seeking and obtaining
CRADAs with Dr. Drake or her colleagues in the lab. The LSTD was
particularly careful not to promise overlapping rights to
additional antigens that the laboratory may discover, and
accordingly insisted on a specific and well-drafted research
plan.

One of the collaborators was also concerned that the terms of the
exclusive license to be granted under the CRADA were not defined.
Indeed, the CRADA did not even grant a license at all, but
instead provided only an option to negotiate an exclusive or non-
exclusive license. The collaborator regquested that fields of
use, benchmarks, royalty rates, and other licensing terms be set
forth in the CRADA to provide certainty for the company. The
LSTD responded that the PHS policy was not to negotiate licensing
terms at the negotiation of the CRADA, since it was unknown at
that time what the invention will be and therefore difficult to
determine appropriate terms. The LSTD pointed out that the
option to negotiate a license provided a key benefit to the
company- exemption from the competitive licensing process which
governs all other licensing of government intellectual property.

Finally, all the collaborators voiced their objection to the
inclusion in the Public Health Service (PHS) Model CRADA and
Model Licensing Agreement of a reasonable pricing clause.

Because it was anticipated that new intellectual property rights
would be developed under these CRADAsS, the collaborators expected
to negotiate exclusive licenses to CRADA inventions and did not
believe it was reasonable or appropriate for the PHS to become
involved in this aspect of the commercial development of a future
vaccine candidate. The companies believed that while PHS had
engaged in substantial development with regard to the microbial
structure and antigenic structure, the dgovernment’s financial
involvement to date would be dwarfed by the millions of dollars
in development, FDA approval, and commercialization costs which
the companies would be expending to bring a vaccine to the
marketplace. They also argued that the reasonable pricing clause
was unnecessary where the government was sharing its basic
technology with several partners and thus could anticipate that
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competing products would reach the marketplace.

The LSTD pointed out that the reasonable pricing language
contained in the CRADA was limited to new inventions that would
arise out of the CRADA, and in no way encumbered the companies’
current proprietary technology. Through the reasonable pricing
clause, they argued, the PHS was attempting to sensitize
companies to the concern of the government that products
developed through collaboration with the government not be
inaccessible to the public once they reach the market. They
pointed out that the clause was not a price setting clause but
required only a reasonable relationship between the pricing of a
licensed product, the public investment in that product, and the
health and safety needs of the public. They also expressed their
concern that a vaccine be widely available to the public to
ensure the maximum effectiveness in eliminating sexually
transmitted diseases.

The LSTD was able to successfully negotiate and execute 3 of the
four CRADAs with inclusion of the reasonable pricing clause and a
specific research plan. The fourth company, a small biotech
company largely dependent on venture capital, was not able to
convince key investors that the government, through the
reasonable pricing clause would not attempt to control the price
of a vaccine product developed under the collaboration. As a
result, the fourth company is not actively developing a vaccine
with their delivery system, but continues seeking other sources
of useful antigens for further evaluation.

Issues to Address

% Where both the Government and the Collaborator bring
significant intellectual property contributions to the
collaboration, and it is anticipated that new
intellectual property will be further developed, how
should the CRADA be used to reflect and protect the
public interest in the product eventually developed
through the CRADA? How should the public interest be
defined?

* How can a CRADA research plan be drafted to ensure
maximum flexibility for the scientists in following up
on unanticipated research results while satisfying the
partys’ requirements for specificity and precise
definition of the licensing rights governed by the
CRADA?

* Is it appropriate to negotiate licensing terms at the
inception of the CRADA, before it is Xnown what
technology will be invented and how it can be best
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licensed to further the public’s interest? If so, in
what circumstances is this appropriate? WwWhat terms can
reasonably be negotiated in advance?

* Is the reasonable pricing clause an appropriate
provision to include in a CRADA to reflect the
government ‘s concern that products arising out of a
CRADA collaboration be accessible to the public when
they reach the market? If not, what other provisions
can the parties negotiate to ensure accessibility?

NIH CRADA FORUM
JULY 21, 1994
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CRADA Case Study 2: Clinical/Sole Source CRADA

A laboratory in the Neurobiology and Analgesic Branch (NaB) of
the National Institute of Pain Research (NIPR) is involved in
characterization of peripheral and central neural structures and
neurotransmitters involved in pain processing. Both basic and
clinical research at NIPR focuses on the development of novel
methods for measuring pain and sensory function in humans, as
well as application of these approaches to improve treatment.

Several decades of animal studies by a number of laboratories,
including NAB, have suggested the neurotransmitter Amine Q, found
in spinal cord sensory neurons and specific sites within the
central nervous system, is involved in generating pain
perception. According to the NAB’s hypothesis, the excitation by
Amine Q leads to changes in CNS neurons manifested as a
progressively increased perception of pain. This mechanism is
thought to underlie chronic pain in various neuropathies,
arthritis, or trauma. There had been no opportunity to test this
hypothesis in humans; a number of Amine Q antagonists had been
shown to relieve pain in animals, but all were guite toxic. This
situation changed when Eastern Pharmaceuticals, Inc. (EP)
developed compound Z, which demonstrated promise in initial human
toxicity studies. Other companies were working on related
compounds, but were 12-18 months behind.

After NAB scientists read a 1992 report of compound Z’s analgesic
action in Nature, they realized that this was an ideal
opportunity to test their hypothesis in humans. They wrote to
the company to propose doing the first Phase 2 human pain
studies, suggesting a number of research designs that could shed
light on the mode of action of compound Z in various forms of
chronic pain. The studies were to include unique methods for
examining sensory processing in humans that the NAB lab had
developed. NAB scientists did not publicly advertise the
availability of this research collaboration or contact any of the
other companies working on related compounds. NAB received a
quick response from Dr. Ian Jones, an Associate Director for
Clinical Research at EP, indicating an interest in collaborating
with the NAB scientists. Within two months, the respective
research teams had agreed on an initial group of protocols. The
estimated cost to perform the research would be about $80,000, a
bit more than half of which EP agreed to defray. Dr. Jones
indicated in early conversations that his colleagues at EP were
reluctant to collaborate with a U.S. Government lab, predicting
that "the delays and paperwork will kill you." It was their
opinion that any number of commercial laboratories or
universities could more expeditiously satisfy EP’s commercial
needs in demonstrating clinical safety and efficacy of compound Z
to the FDA. Despite their misgivings, Dr. Jones wished to pursue
a collaboration with the NAB.

The research protocol was quickly approved by the NAB’s clinical
research IRB, in preparation to execute a CRADA formalizing the
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collaboration. EP already owned or had filed patents for the use
of compound Z in acute and chronic pain, neurclogical and
psychiatric disorders, and indications for diseases involving
various other organ systems. In view of this, both NAB and EP
agreed that any findings regarding treatment of pain or other
neurological symptoms in the proposed studies would probably not
constitute new intellectual property. In light of the possible
discovery of some totally unexpected effect of compound Z, EP
included provisions in the proposed CRADA that addressed
licensing rights to any intellectual property that resulted from
the studies.

However, in reviewing the Public Health Service (PHS)} Model CRADA
and Model Licensing Agreement supplied by the NAB Technology
Development Coordinator, Dr. Jones registered immediate
displeasure at the inclusion of a reasonable pricing clause in
both agreements. It was EP’s position that because they had
shouldered the risk of developing compound Z from basic research
to clinical studies, and the NAB was only now entering the
picture with a desire to evaluate this compound for its own
research purposes, there was no justification for the U.S.
Government to impose the clause. NAB was quick to point out that
the reasonable pricing language contained in the CRADA was
limited to new inventions that arose out of NAB’s clinical
evaluation of compound Z. Through the reasonable pricing clause,
NAB arqued, the PHS was attempting to sensitize companies to the
concern of the government that products developed through
collaboration with the government not be inaccessible to the
public once they reach the market. Moreover, NAB was willing to
grant an option to an Exclusive Licensing Agreement that afforded
FP with exclusive rights to any such inventions. This option
meant that EP would be exempt from the usual competitive
government licensing process.

EP refused to agree to the fair pricing clause, pointing out that
a lower price for one indication would drive down the price for
all of the indications that they had already patented. Further,
EP argued that the drug was their discovery and they didn’t need
NAB collaboration to get FDA approval. EP sought approval of a
new Model CRADA format for collaborations such as this, in which
the reasonable pricing language was deleted, based on the
company’s sole development and proprietary patent position in the
area of the proposed research and the unlikelihood that the
collaboration would generate new intellectual property. EP also
argued that the government’s concern about accessibility of a
product developed with government assistance could be addressed
through means other than pricing constraints and, in any event,
that the public investment in this particular collaboration was
minimal and did not warrant interference in the market forces
governing product development.
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Although the PHS agreed to consider these arguments, such a new
Model CRADA had not yet been developed and in the interest of
moving forward with the research EP finally agreed with NAB’s
suggestion that EP agree to accept nonexclusive licensing for the
serendipitous discoveries which might arise under the CRADA.
Although the research began, the discussions and approval process
took almost 7 months, and EP’s competitors were now close behind.
Dr. Jones, the government’s strongest supporter in the
negotiations, now agreed with his colleagues that he would never
attempt another CRADA with PHS.

Issues to Address

o Where a company brings a patented or patent pending compound
into a CRADA collaboration and the nature of the research is
such that the discovery of new intellectual property is
unlikely, how should PHS address reasonable pricing? Should
the reasonable pricing clause be deleted under these
particular circumstances?

* If one of the objectives of the pricing clause is to
ensure that the public investment in the development of
a product is considered in the collaborators’ pricing
decisions, are there approaches other than the pricing
clause that would be more productive?

* Does this situation deter companies from entering into
CRADAs with the PHS? If so, does the resulting
inability of PHS scientists to obtain access to
promising new compounds for research constitute a
disadvantage to the public in that such compounds may
be delaved in reaching the marketplace or may reach the
marketplace without the benefit of the scientific
expertise of PHS scientists? Will the ability of PHS
to attract the best clinical scientists be hampered
because of the diminished accessibility to promising
new compounds by its laboratories?

* If a company is the sole source of a compound or
material to which PHS scientists seek access for
government research purposes, how should the government
address "fair access" concerns?

NIH CRADA FORUM
July 21, 1994

A-16 Appendix A



CRADA Case Study 3: Government Developed/Owned Technology

A botanist, working under contract for the National Institute of
Cellular Regulation (NICR), collected leaves in the rain forests
of Motribo from plants identified to have healing properties.
Upon her return, a colleague at NICR isolated an agent from the
leavesg, compound Q, that was shown to be active as an anti-growth
factor in a variety of tissue culture cells. Upon thorough
analysis it was found that compound Q had been identified over
twenty years previously and patented for another use. All valid
patents on Q had expired.

Chemists at the NICR analyzed compound Q and found it to be too
complex to make synthetically, thus requiring supplies of the
natural (leaf) preoduct as the sole source of compound Q.
Unfortunately, political complications between Motribo and the
current Presidential administration precluded any possibility of
obtaining quantities of natural product sufficient to do
extensive studies.

Notwithstanding the limited source, given the promising nature of
compound Q NICR decided to experiment with the small quantity
isolated from the original natural product sampling of leaf.

NICR conducted appropriate preclinical studies that indicated
that compound @ had little toxicity. As a result, NICR submitted
an Investigational New Drug (IND) application to the FDA, and
filed a patent application with the PTO on a new method of use
for compound Q. Unbeknown to NICR, a foreign pharmaceutical
corporation had also filed an application with the PTO for a
similar method of use for compound Q. Very expensive
interference proceedings between NICR and the foreign firm seemed
imminent.

Following the f£iling of the IND with the FDA, NICR clinical
studies revealed compound Q as a very active anti-tumor agent in
several kinds of cancers. These promising findings left NICR in
need of an industrial collaborator to assist in the further
development of compound Q for broad use in cancer therapy. One
of NICR’s main concerns at this time was the ethical dilemma of
not having sufficient quantities of the conmpound Q-containing
natural product for future studies, as well as for public use
thereafter.

NICR advertised the opportunity for a CRADA in the Federal
Redister and received ten proposals from both large and small
biotechnology companies, as well as several foreign industrial
entities. Following a careful review by an ad-hoc committee,
Large Pharmaceuticals Inc. (LPI), a company based in Paris,
France, was selected as the CRADA collaborator. LPI was chosen
based on their demonstrated ability to obtain compound Q from
other sources, their financial resources and expertise adequate
to fully develop and market compound Q. Also in their favor was
their willingness to begin immediate negotiations for the
exclusive licensure of the patent application currently in
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interference proceedings in the PT0O and, under this licensing
agreement, paying for all costs related to the continued
prosecution and defense of this patent application.

NICR began CRADA negotiations with LPI, and negotiations were
undertaken separately to address the licensing of the
"hackground" patent filed before the collaboration was initiated.
Although LPI argued that licensing rights to the background
patent should be provided through the CRADA because such rights
were necessary to the continuing commercial development of
compound @, NICR pointed out that the statutory and regulatory
authority governing the licensing of existing government
intellectual property requires a competitive licensing process
for the licensing of government owned intellectual property,
unless such intellectual property is developed under a CRADA.

The CRADA is the only mechanism through which the government can
promise intellectual property rights in advance. The
intellectual property covered under the background patent, having
been developed prior to the CRADA collaboration, cannot be
considered a CRADA invention falling within the scope of PHS
authority to license non-competitively.

Additional problems arose in the CRADA negotiations due to the
presence of a provision in the CRADA stating that the reasonable
pricing clause would be a part of any exclusive license agreement
negotiated under the CRADA. LPI argued that the government’s
investment in the original research and development of compound Q
would be adequately reflected in the royalty payments expected to
be negotiated under the exclusive license. LPI expected that the
royalty negotiated by the government would reflect the
government’s development efforts to date and the potential value
of compound Q as a therapeutic agent. Although NICR convinced
LPI of the importance of public accessibility to any product
developed from compound Q, LPI felt the clause was ambiguous and
predicted that it would have a difficult time convincing
potential investors that the clause did not mean that the
government would someday attempt to set the price of compound Q.

Finally, fair access to this CRADA collaboration became an issue.
At the time NICR chose LPI as its collaborator, a Freedom of
Information (FOIA) request was received by NICR for all documents
relating to the development of compound Q. This request had come
from legal counsel retained by a small, domestic biotechnology
company (SC) who believed that NICR’s procedures for identifying
and selecting a CRADA collaborator were counter to the edicts and
legislative intent of the FTTA. Their chief proposition was that
NICR had failed to give preference to small, domestic businesses
in their selection process as required under Federal Statute. To
rebut this claim NICR explained that the requirement that the
collaborator have the ability to make GMP product precluded many
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small biotechnology companies from competing successfully. SC
counter—-argued that when the proposed project reached the point
where GMP production would be required, they would either
contract out this activity, or build their own facility with new-
found capital generated via introduction of a new stock offering.

After several months of negotiation and clearance through the
bureaucracy of LPI and the PHS, a CRaADA was executed. LPI
successfully competed for an exclusive license to the background
patent and the parties compromised on the reasonable pricing
clause by inserting a statement reciting that the clause did not
give authority to the PHS to set the price of compound Q. Having
voiced its concern over the selection of LPI but failing to move
NICR to abort the intended collaboration, SC wrote its
Congressional representatives and focused on seeking other CRADA
opportunities.

Isgsues to_Address

* What constitutes fair access to CRADA opportunities?
Do companies perceive a problem with access to
collaboration opportunities? Although the FTTA states
a preference for small business and domestic
manufacture, there is no requirement that individual
CRADA opportunities be advertised. How should the
small business preference be weighed in choosing a
CRADA collaborator who can most effectively bring a
product to the bedside? Should the PHS require the
public advertisement of all CRADA opportunities, or
establish more definitive guidelines governing access
to CRADA opportunities?

* How should the reasonable pricing clause be handled in
this situation? If the clause is not imposed, what
alternatives can be negotiated between the parties to
address government concerns of reasonable pricing and
accessibility to products developed in part by the
government? Should there be a threshold level of
government development {such as pre-existing
intellectual property) to "activate" fair pricing and
accessibility concerns? How could this threshold be
determined and measured effectively? Should
alternative access programs be explored?

* Are companies deterred from entering into CRADAs due to
the inability of the PHS to bring background patent
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rights into the CRADA for licensing. What detriment to
companies, if any, occurs by requiring companies to
compete for background patent rights?

NIH CRADA FORUM
July 21, 1994
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ERIC 5. BAEWSTER
TECHNOLOGY TRANBFER ABMINIETRATOR

July 19,1994

Harold Safferstein, Ph.D.

Technology Transfer Branch

Nation Institute of Allergy and Infectious Diseases
National Institutes of Health

Building 31, Room 7A-32

9000 Rockville Pike

Bethesda, MD 20892

Dear Dr. Safferstein:

My name is Eric Brewater, and 1 am the Technology Transfer Administrator for Regeneron
Pharmaceuticals, Inc, of Tarrytown, New York. I am writing to explain Regereron's strong
opposition to the “reasonable pricing” clause now required in all NIH/private sector agreerments.

Regeneron was founded in 1988 to develop biotechnology-based products to treat
neurological diseases and conditions for which no cures exist. Regeneron 1s engaged in the
discovery and development of neurotrophic factors, which are naturally occurring proteins that
%:)motc the proliferation, survival, differentistion, and function of cells of the nervous system.

ese neurotvophic factors may have the potential to be used as drgs to treat a wide variety of
neurological conditions, including motor neuron diseases such as amyotrophic lateral sclerosic
(ALS, commoniy known as Lou Gehrig's disease), diseases of the peripheral nervous system
{such as diabetic neuropathy), and diseases of the central nervous system (such as Parkinson's
disease and Alzheimer's disease).

Regeneron, like other biotechnology-based companies, has established its own research
and development staff and facilities for the discovery, characterization, and development of new
technologies.

In addition to the technology developed by our own scientists, Regeneron has gained
access, throngh cooperative arrangements with corporate partners and researchers at major
medical, academic, government, and commercial institutions, to technology that has had a positive
impact on both basic research and the drug development process. Regeneron has a Iimited number
of spensored rescarch agreements with academic laboratories focused on novel neurotrophic
factors znd their use and has entered into licensing agreements for specific technology for
commercial development from a small oumber of academic institutions and corporations. We have
collaborative development agreements with larger corporations to conduct basic research and
commercialize specific compounds. Most frequently, we enter into research collaboration
agreements with academicians who require Regeneron's scientific know how and matertals (which
have great value, and which are provided without financial charge) for their research projects, the
majority of which are federally funded. In return for providing materials and scientific help, we
seek to license rights in any inventions which are generated. Regeneron currently has agreements
of this type with 372 investigators all over the world. Regeneron provides proprietary substances
to these investigators with an aggregate value in the millions of dollars. You can see that the
technology transfer process goes in both directions—we transfer technology into federally funded
labs at at least the same rate that we hope to transfer it out.
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Regeneron has provided proprietary material, free of charge, to over 180 academic,
government, and commercial institutions through collaboration agreements. These collaborations
arovide scientists with research material and technology not available commercially and permit

egeneron to license potential technology which may result from these collaborative studies,
These agreements provide Regeneron with resources far beyond our current capabilities, Without
such agreemenits, the company would likely not have been founded, would not be as far along as
wo are in our development efforts, and certainly would not have been able to obtain financial
backing from risk-oriented investors.

About the only type of technology transfer or collaboration arrangement that we do not
participate in is CRADAS with NIH intrarnural scientists.

Alone among the Federal agencies with technolegy transfer programs, NIH has, as a matter
of administrative discretion, included iu its technology transfcr agreements certain terms which
permit NIH to specify or regulate the price for any product which is developed from the transferred
technology. The NIH price review process is uadermining technology transfer for one simple
reason; there is no way for a private firm to cvajuate the impact of the drug pricing clauses on the
potcntial for commercial development of a product. As a result, an increasing number of
biotechnology and pharmaceutical companies, particularly large companies which have aumple
resources and scientific capacity to fund their own research and develop their own technology,
now refuse to enter into CRADASs with NIH, and they refuse to enter into joint ventures with other
companies that have entered into CRADAs.

Regeneron has in the past vear, however, eatered into two collaborations with NIH
intrainal seientists using collaboration agreements other than a CRADA. I would like to describe
one of these collaborations in detail.

Scientists at Regeneron and Dr. Igor Klaizo of the Nutional Institute for Neurological
Disorders and Swroke (NINDS/NTH), one of the world's leading researchers in the area of cardiac
arrest cerebral ischemia, decided to enter into a collaborative study on the effects of one of
Regeneron's proprietary materials on cerebral ischemia in rats, Unlike our agreements with
researchers at acaderic institutions, this collaboration was formalized using an agreement which
does nol grant Regeneron the [irst option (o license any technology developed as a result of the
collaboration. We entered into this agreement because we believe that although a great deal of
important knowledge will be gained through this colizboration, no new patentable technology will
result from: it.

To date, Regeneron has already provided Dr. Kiatzo with know how, assistance, and
proprietary materials valved at over $300,000. In light of some particularly exciting recent resulis
obrained during this collaboration, which is now only ssven months old, additionat experiments
have been planned. In order for Dr. Klatzo to carry oul these experiments, he will be provided
with additional materials valued at over §1.2 mitlion! Clearly, research of this type could net be
undertaken wirhout the assistance of the biotechnology and pharmaceutical industry.

I bring up this example because, like Regeneron, many private companies are declining to
enter into CRADAS with the NIH. As a result, NIH researchers are being cut off from resources
(know how, materials, and, in effect, support} that would be available to them at academic
institurions outside the NTH (since the pricing clause now applies only to CRADAS relating to the
intramural (Bethesda) and not the extramiral (university and foundation) research programs funded
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by NIH). In addition to threatening the NIH's position as one of the world's foremost biomedical
research institutions, this will ultimately be a loss for science, the biotechnology industry, and the
American public.

The issue is not whether private companies are willing to share the economic benefits of
transferred technology with the government. We are willing to pay reasonable fees and royalties,
A private company can take these potential future royalty payments into account as it develops a
product. This is standard practice when one private company licenses technology from another.
Royalty requirements work becaunse firms can reasonably predict what they will cost and how they
will affect their potential for commercial success with the product.

Many independent studies have found that the NYH discretionary price review process is
crippling the technology transfer process at NI,

= The NIH insistence on price controls has "nearly ruined the system,"” said D1, Steven Paul,
‘the former scientific director of the National Institute of Mental Health and a creator of the
NIH technology transfer program. Cited by Dr, Robert Goldberg in "Race Against the
Cure: The Health Hazards of Pharmaceutical Price Controls," Policy Review, Spring 1994
(number 68), pg. 34.

¢ The HHS Inspector General noted that the controversy at NIH over CRADA pricing
threatens support for the program (Office of Inspector General, Dept. of HHS, Technology
Transfer and the Public Interest: Cooperative Research and Development Agreements st
NIH (OEl- 92-01100) (Nov. 93)). This report finds that the uvse of an arbitrary
"reasongble price clause” is undermining the transfer of NIH patents to private companies.
Many private biotedical research companies now refuse to participate in CRADAs. This
fact undermines the rationale for appropriating so many billions of dollars to fund this basic
rcscarch. The impact of these price controls has been startling, 1993 was the worst ycar
for pew CRADAS in the history of the program. In 1992, 47 now CRADAs were reached
and in 1993 this declined to 26 new CRADAs. Morseover, most of these new CRADAS do
nloat involve drug development, a trend that results from the application of the pricing
clause,

« Dr. Bruce Chabner, Director of the National Cancer Institutes (INCI} Division of Cancer
Treatment, in testimony at a congressional hearing last year discussed specific instances in
which companies have discontinued projects or suspended CRADA negotiations because of
cencerns raised by the "reasonable pricing clause.” Chabner noted that "Other companies
have simply refused to become involved with the NCI in early drug development . . .,
NCI has no doubt that companies will not aceept the risks of investing large sums in the
development of a governument product if their freedom to realize a profit is restricted. These
comnpanies are not willing to put their corporate fate in the hands of a government-appointed
committee of experts. There are less risky ways for companies to make a profit.”
Testimony of Dh. Bruce Chabner, Director of the Division of Cancer Treatment, National
Center Instituie, before the House Subcommittee on Regulation, Business Opportunities
and Erergy of the House Commiltee on Small Business (Jan. 25, 1993),

« The Comumnittze to Study Medication Development at the National Institute on Diug Abuse
states that the "reasonable-pricing clause required in (DHHS CRADAS) in the last year has
been identified by NIDA as a major deteirent to attiactisg private-sector partperships, . . "
The Comumittes "recornmends a change in the reascnable pricing provisions of DHHS
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CRADAs so that licensees or manufacturers of medications know explicitly the ultimate
pricing or pricing structure for their poteatial therapeutic agent,” It found that the number
of CRADAs established by NIH had dropped from 1267in 1992 to about 26 in 1993,
Development of Anti-Addiction Medications: [ssues for the Government and Private
Sector, Institutes of Medicine, 1994.

* A recent article cites NTH officials attributing the price control clause for the precipitous
decline in CRADAs. "Many phanmaceurical companies are reconsidering CRADAS, and
NTH officials say four of the largest — Pfizer, Abbott Laboratories, Merck and the Upjohn
Co. -- have told NIH that they plan to forego new CRADAg unless the pricing clause is
removed.” Christopher Anderson, "Rocky Road for Federal Research Inc.”, Science, 497
(October 22, 1993).

s The Cancer Letter has recently published a draft "Action Plan on Breast Cancer” developed
from a recent NTH conference convened by Secretary Donna Shalala which recommends
“"increase{d) efforts to speed the translation of basic resesrch into clinical applications” and
"raview of the reasonable pricing clause in relation to CRADAS, as they impact on the flow
of industrial funds into clinical research and, thus, affect collaborations." Cancer Letter,
March 25, 1994.

The NIH discretionary price control clause in CRADAs is undermining the transfer of this
government developed technology.

No one in the biotechnology indusiry is arguing that private biophanmaceutical companies
should be permitted to charge unreasonable prices for their products. The industry, as a whole,
does not charge unreasonable prices for its products now, which is demonstrated by the fact that
the prices for biotechnology products tend to be higher, not lower, outside the U.S.

Instead of attempting to set or regulats prices, NIH should aggressively license its
techitology in exchange for upfront cash paymenis and/or royalties on sales. The amounts of these
payments or royalties should be determined by negotiation between the parties and could vary,
based on {among other things) the stage at which the technology is transferred. Inmovative
payment and royalty agreements could be developed. These royalty payments could be made into a
biomedical research trust to fund more basic research.

The worst possible scenario i3 for the government to continue its basic research and then
refuse to license its technology on terms that will cnsure that it will be commercialized. Everyone
ioses with tiis approach, including taxpayers who fund the research, citizens who might benefit
from the products, firms which could hire employccs and pay taxes, and the United States for
decreased competitiveness.

In conclusion, the “reasonable pricing” clause of the NIH CRADA impedes the
establishment of scientific collaborations between intramural NIH cesearchers and industry,
inhibits the transfer and development of technology that would ultimately benefit the public, dues
not necessarily reflect the public investment in NIH-supported research {or, more accurately,
underestimates the private investment iz intramural NIH research), may ultimately undermine the
NIH's position as a leading biomedical research institution, and essentially blocks, rather than
furthers, the intent of the Federal Technology Transfer Act of 1986 (FT'TA).
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‘Thank you for the opportunity to share these views with Dr, Varmus and the NiH CRADA
Forum Panel.

Very truly yours,

Eric S. Brewster
Technology Transfer Administrator

cc: Sen. Alfonse D'Amato
Sen. Daniel P, Moynihan
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VICE PRESIDENT
AMERICANS FOR MEDICAL PROGRESS

&t
NATIONAL INSTITUTES OF HEALTH
COOPERATIVE RESEARCH AND DEVELOPMENT
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My name is John Clymer. I am Vice President of
Americans for Medical Progress (AMP). AMP is a non-profit,
non-partisan educational orgamzanon We protect and promote
the interests of our country’s biomedical research community,

“Thank you for the opportunity to share with you our
views on technology transfer.

The Congressional intent of current technology transfer
policy was to enco - comimercialization of technologies
discovered in federally-funded laboratories. Congress hus
viewed techuology transfer programs as mechanisms to spur
economic activity and to ¢ ve thc well-betng of citizens
through, say, cnhanced 3

Programs to transfer biomedical technolo,
govermnment-funded labs to private industry which, in tum
develops new cures and ireatments and brings them to mm‘ket,
have been guite successful.

Now, however, NIH's addition of a “reasonable price”
clause to its cooperative research and development agreements
threatens to hinder the development of life saving medical

ianovations.

It

drives medu,al research compames away from technology
transfer. Represemtatives of several major drug development
companies told me their firms will not enter into any new NIH
CRADAS until the “reasonable price” clause is dropped.

One told me, “This reasonable pricing clause is straining
a lot inore relationships between NIH and industry than just
those in the CRADA area. There's a fear on the part of
companies that doing anything with NIH may result in getting
caught up in this type of a pricing clause.”

A U.S, International Trade Cominission report states
that, “the enactment of cost-containment programs, price
controls, or both on a national leve! often results in decyeased

Crystal Square Three « 1735 Jederson Davis Highway = Suite 807 = Arlington, VA 222023401 = Tel 703.412.1111 « Fax 703.412.1116
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levels of R&D spending. Several countries that have impleroented such prograrms
have seen their pharmaceutical industries weaken or shift outside their borders.”

zduced techuology transfer hy ties -- NIH, academiic institutions
which receive NiH ‘funds, rcssamh compamcs and, most important, patients.

For NIH to do excellent basic research, then have it go un- or under-utilized is
inefticient and contrary to Congressional intent.

Moreover, many companies won't enter cooperative R&D agreements with
NIH-funded university labs because they don’t want to get entangled in price
controls. This deprives some of our country’s most produciive medical research
institutions of crucial sources of research funds.

But it’s patients waiting and praying for life-saving and extending therapies for
deadly diseases who suffer most. Many of the companies who shun NIH CRADAs
are among those most capable of developing and manufacturing new drugs.

Congrcsslonal Rescarch Semcc studyfound that “Smoe Nﬂihaschosen to utilize
ltggofalr pncmg clause, fewer firms are interested in cooperative work with the
ratory.”

The report wamed, “The implications may be significant, not just for the
companies involved, but for the development of new biotechnology drugs to meet
the health, public welfare, and economic growth needs of this Nation.”

NIH do not have an ofﬁce dencated to the adnumstranon of thJs pohcy nor does it
have relevant experience.

es in 1ts inclusion of a “reasonable

pnoe ciausem 1tsCRADAs Theyservethe public through policies that provide
for rapid, effective development of new technologies to improve human health.

Americans for Medical Progress supports system changes to reduce medical
inflation. But price contrals such as the “reasonable price” clause will exacerbate
health care costs by delaying or preventing the introduction of cost-saving medical
innovations.

AMP believes funds from products based on NIH research should be
reinvested in biomedical research. One way 1o achieve this would be for royalties
paid by companies for NIH technologies to be earmarked for additional NIH
research, rather than going to the Treasury as general revenues.

T urge you to consider the adverse impact of the “‘reasonable price” clause on
technology transfer and, more important, our coontry’s medical progress. That,
after all, is the goal we share

Thank you for your attention.
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July 18, 1994

Dr. Hank T. Safferstein

Cooperative Venture Manager

Technology Transfer Branch

National Ingtitutes of Allergy and
Infectious Disgeases

National Institutes of Health

Building 31, Room 7A-32

9000 Rockvilla Pike

Bethasgda, MD 208952

Re: Forum on Collaborative Research and Development

Agrecments Meeting July 21. 1994
Dear Dr. Saffergtein:

I am writing in response to the Notice that appeared in the
Federal Regigter of July 8, 15824, concerning the above-
referenced Forum,

My commenty are gpecifically relevant to cirvcumstances arising
from backyround patent licensing and the llcensing of
cooperative regearcih developments,

I am writing in my own capacity as a legal coungelor and
advigor 11 technology Gtransfer issues. I have Dbeen
negotiating these igsues with PHS and the component institutes
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of thae NIH gince the inception of the Federal Technolegy
Transfer Azt. I believe that the concerns which I express
here are of increasing importance to present and future CRADA
participants. These concerns must be addressed, if the CRADA
concapt 1s to survive and be successful.

As a CRADA partner, the Government has a duty as a watteyr of
law to deal fairly with its CRADA partners. The Ad hoc Group
of Consultants should make policy recommendations to safeguard
CRADA partners from breaches of this duty.

We are in an embryonic period of technology transfer, when the
Government ig undertaking transactions that might otherwise
occur solely in by the commercial sector. As a matter of law,
the Government must be held to the same standards as private
parties whzn it engages in commercial transactions, unless
there is a statute of regulation to the contrary. See, e.q.,
Travelers Indemnitee Company v. First National State Bank of
New Jersey, 328 F. Supp. 208 (D.N.J. 1971); Molton, Allen &
Williams, In¢. v. Harrig, 613 F.2d4 1176 (D.C. Cir. 1980).

In particular, when a CRADA partner i& granted rights in a
given patent or patent application, the Government should not
engage in conduct that might diminish the value of the rights
granted to the CRADA partney. To do so ig wasteful of the
taxpayers' investment and undercuts an industry that relies on
a consistert valuation of Government techneology in gauging the
commitment of its own resources to the CRADA.

No patent or patent application which ig made avallable to an
industyy CRADA partner should be compromised by action taken
pursuant to another CRADA. When NIH licenses patent dcocoument
to one CRADA partner, and another CRADA partner has a patent
which is zlleged to dowminate, the strength of the forner
document must not be compromised. By the same token, where a
Governwent licensed application is involved or may becomne
involved in an opposition or an interference proceeding, the
Government must not engage in conduct that diminishes the
value of the rights it has licensed. This weans, for example,
that the Government must enforce its patent application at all
stages of prosecution and after the grant of a patent, and
that no institute can enter into a CRADA or license or any
other relationehip that has the effect of diminishing the
value of background rightg licensed under another CRADA,
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1f Company A is relying on background rights for a CRADA with
NIH and Company B has a patent that is alleged to dominate
over the patent application licensed to Company A, then NIH is
in breach of its common law duties of falr dealing to Company
A if it enters into an agreement with Company B that in any
way reduces the value of the right licensed to Company A. For
example, if NIH ig opposing Company B’s patent alleged to
dominate over the application of NIH licensed to Company A,
NIH cannot ¢grant rights to Company B in the patent application
licensed to Company A without safeguarding the rights of
Company A. NIH must begin to make commercial decisions which
may result in a reduced quantity of transactions, but an
enhanced quality of its transactions,

There has Ddeen discussion about decentralizing technology
trangfer by having each institute administer 1ite own
technology transfer. I caution that there must be a
cantralized system that trackse all of the NIH component
institutes CRADAS, &0 that no CRADAS are entered into that
have the potential to compromise in any fashion technolegy
that the Government has already licensed to ancother CRADA
partner, This requires an ability to have available an
ingtitutional knowledge of all aspectsg and nuances of relevant
CRADAS that c¢an be drawn upon before entering into new CRADAS.
In point of fact, NIH does not possess such an ability even
now.

Thank you for the opportunity to present these views. I
believe the CRADA program has great potential, but the
foregoing concerns must be dealt with so that the Government’s
partners can rely upon the Government as a viable partner in
thig important work.

My kindest regards,

codially,

o s\ \Pefsko
RSF:gb
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BIOTECHNOLOGY INDUSTRY ORGANIZATION
AT THE |
NATIONAL INSTITUTES OF HEALTH CRADA FORUM
JULY 21, 1994

_ My name is Chuck Ludiam and I am Vice President for Government
Relations of the Biotechnology Industry Organization (BIO),

BIO represents over 500 companies and other organizations, including
virtually every company with which NTH has CRADAs.

BIO representatives have testified at two recent Congressional hearings on
technology transfer issues and will testify soon at another. We have a 60 member
Technology Transfer Task Force at BIO working on these issues.

We appreciate the scheduling of this Forum and the opportunity to present
Our views.

There is overwhelming support for technology transfer in the Congress. It
is rightly viewed as a fundamental policy to enhance our nation’s competitiveness.
The NIH technology transfer program is vital to the health of millions of
individuals who are suffering from diseases for which there are no effective
treatments or cures.

I would like to make four points.
First, BIO believes that NIH has no legal authority for its "reasonable

price"” clause and that it undermines the effectiveness of the NIH technology
“transfer program,

e

In terms of legal authority we believe that NIH has no more authority to
impose a pricing clause on licensees than FDA would have to add pricing to
"safety” and "efficacy" as a regulatory requirement.
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In terms of the impact of the clause 1 have personally heard from dozens of
companies which would not even consider a CRADA with NIH. Many of them are reluctant

to say this publicly.

 Their reason for their refusing to participate is clear. ‘With the pricing clause they are
not able io make any determination of the likelihood that they will be able to generate a
reasonable rate of return on their considerable research and development investment.

They are perfectly willing to pay reasonable fees and royalties, but they must reserve
their right in a free enterprise economy to set a price for their products. This price will, of
course, be dependent on the health care marketplace.

Let me cite one example of the impact of this policy.

I am aware of one company which was negotiating a joint venture with another
company which had been awarded a one million dollar grant from the Department of Energy
(DOE). DOE is an agency which has never imposed a "reasonable price” clause in its grants
or licenses. This particular grant included no such clause. However, the investors in the
company negotiating the joint venture insisted that the company with the grant renounce the
grant to avoid any possibility of "contamination” of the joint venture project and it offered to
pay, and did pay, the DOE grantee one million dollars to make up for the renounced grant.

, the concern-over-the-NIH "reasonable price” clause is now undermining
relationships between other agencnes of the government and private companies., It is certainly
“undeimining the effectiveness of the NIH technology transfer program.

Because the "reasonable price” clause is undermining the effectiveness of the NIH
technology transfer process, it may ultimately undermine the rationale for appropriations for
NIH research.

The interests of the government are fully satisfied if the CRADA partners of NIH
agree to pay appropriate fees and royalties on any commercial product which is developed
from the agreement and if the whole program stimulates research into cures and therapies for
deadly and costly diseases, employment and economic growth and the competitiveness of
U.S. firms.

Most important, because this clause is undermining the technology transfer process it
is fundamentally inconsistent with the interests of the patients who wait for cures and
therapies. They are the ones who die and feel pain as a result of this policy. For them this
is not a question of statutes, law, or economics.

Second, let me comment on the political context in which this issue is being
considered.
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We cannot ignore the fact that drug prices are controversial and the current
"reasonable price” clause included in NIH CRADAS is a political statement as much as a
regulatory requirement, Drug prices are the subject of heated debate in the Congress as part

of the heaith care reform debate,

Let me be more specific. Legislation has been introduced which would, in effect,
require the government to set prices for drugs which are utilized by Medicare beneficiaries if
the "Federal government had a substantial role in the research and development of the drug.”
The prices would be set by subtracting a "rebate” from the manufacturer’s sales price and

requiring that it be paid to the government.

If enacted into law this bill would be the first legislative requirement for the
government control of the prices of licensed technology.

Ominously, the bill makes no distinction between direct and indirect government roles
in the research and development of the drug. It would require the setting of prices for drugs
developed under licensing agreements pursuant to both the NIH intramural and extramural

programs,

1t would require this price setting even though the manufacturer is paying a royalty to
the government agency or academic institution from which the technology was licensed.

The term “substantial” is, of course, not defined.

If a company refuses to abide by the price set by the government it would be
blacklisted from ail sales under the Medicare program.

The bill would only apply to drugs sold to Medicare beneficiaries, not to drugs sold
to non-Medicare beneficiaries. We believe, however, that once Medicare has set a price that
this price would, in effect, set the ceiling for the price of the drug no matter what market is

involved.

This proposal may well be offered as an amendment to the health care reform
legislation in the next few weeks.

Let me be clear. If this NIH Forum reaffirms the current NIH "reasonable price"
clause it will, in effect, invite Congress to institutionalize the pricing clause and apply this
requirement to both the NIH intramural and extramural programs,

It is time for NIH to stand up and say that this policy has been tried and has proved
to be counter-productive. This is NIH's issue, not just BIO’s.

Third, let me comment on the relationship between NIH technology transfer policies
and those of other government agencies with CRADAs.
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NIH is the only agency involved in biomedical research with includes the "reasonabie
price" clause in CRADAs.

We believe it is particularly strange. that this clause is included in CRADAs from the
NIH Human Genome Project but not in CRADASs from the Department of Energy genome
program.

The clause is not included in the CRADASs of the Walter Reed Hospital or the many
other government agencies involved in biomedical research.

If there exists a rationale for including the pricing clause in NIH CRADAs, there is
no reason why such a clause should not also be inciuded in the CRADAS of other agencies.

If the clause can apply to medicines, it can also apply to flat panel screens.

In fact, if pricing clauses are included in licenses where companies pay royalties to
the government, it would seem to make even more sense for grantees of the government to
sign such clauses.

This would potentially affect grantees of the National Science Foundation, grantees of
the NIST Advanced Technology Program, SBIR award recipients, and numerous other
government grant programs,

In short, the issue here goes way beyond NIH. The issue here is generic to every
government technology transfer program, If the government develops technology and
transfers it to company or provides a grant, the company is able to develop a product and
generates sales, and a controversy arises over the price of this product, calls will come for
the government to regulate the prices of the licensees or grantees. Other technology transfer
and grant programs are just 2 headline away from calls for price controls.

NIH shares its statutory mandate for CRADAs with that of other agencies and it is,
therefore, incumbent on it to coordinate its policy with that of other agencies with CRADAs.
There should be a heavy presumption against NIH adopting any policy which is
fundamentally inconsistent with that of the other CRADA agencies. The fact that no other
agency has engaged in this form of price control substantiates our view that NIH has no legal
authority for this policy.

The NIH "reasonable price" policy will undermine the effectiveness of every
government technology transfer policy -- or grant program -- to which it would be applied.
NIH bears a heavy responsibility for setting, or confirming at this Forum, any policy and
precedent which would undermine the effectiveness of the CRADA programs of other
agencies.

Finally, it may be tempting for NIH in its current review of CRADAS to decide to
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limit its pricing clauses only to very late stage development agreements, where a drug is
essentially ready to be marketed to the public. This would severely limit the application of
the clause. In most cases the private industry licensee must invest substantial sums, a
multiple of the amount invested by NIH, in the development of a drug, taken through clinical
trials, approved by the FDA, and sold to the public.

Such a restriction would ensure that NIH would have the greatest difficulty in
licensing products which could quickly provide medical benefits to patients. Barriers and
disincentives for technology transfer in these cases would be not just be unwise, it would be

tragic.

In addition, if NIH restricts its use of the pricing clause to these rare cases, it will
still have a chilling effect on the whole technology transfer program. Every licensee would
be concemned that any research it undertakes with the NTH would eventually, as it focuses
more and more on a specific product, come under the pricing clause. Companies often enter
into a series of CRADAsS, each with its own specification of the work, and they would be
reluctant to enter into the first CRADA for fear that the second or third or fourth would

contain the pricing clause,

The issue here is one of law, policy and principle. Pricing of medicines is for the
health care market to determine, not the NIH. This is neither the agency’s mandate or
responsibility. Its responsibility is to conduct the best possible basic research and to transfer
its technology in a manner that will ensure that it will reach the bedside of patients. This is
what the American people and the Congress expect and deserve.

To conclude, the simple, practical, fair and legal approach to this issue is for NIH to
aggressively license its technology in exchange for reasonable fees and royalties. This will
fully reimburse the government for its expenditures and revitalize the NIH CRADA program,

Again, we applaud the NIH for undertaking this review of the CRADA program and
appreciate the opportunity to present the views of the biotechnology industry at this Forum.

I ask that a copy of testimony presented on behalf of BIO to the Joint Economic
Committee be printed in the hearing record. This testimony presents a complete statement of
BIO’s views on the NIH CRADA program.

Thank you again for this opportunity to testify. I am happy to answer your questions.
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The following Position Paper is submirted by the Biotechnology Industry
Organization at the July 21 NIH CRADA Forum. It covers a range of issues
impacting the effectiveness of the NIH technology transfer process.

Introduction

The mission of the National Institutes of Health (NIH) is to conduct
biomedical research in an effort to improve the health and quality of life of the
American people. The authority granted to NIH to enter into Cooperative Research
and Development Agreements (CRADAs) has and will continue to support and
facilitate NIH’s research mandate. CRADAS also offer the public a vital chance to
accelerate the transition of discoveries into health care products. NIH’s
administration of its CRADA authority is problematic, however, and BIO offers the
following comments in the spirit of collaboration and in the best interests of the
United States public.

(1) Applicability of CRADAS to Diverse Research Projects

NIH appears to have taken in inappropriately conservative view of the kinds
of projects that it will approve for CRADAs. The NIH Director should encourage
NIH scientists to enter into CRADAs when this will facilitate their research and the
transfer of research discoveries into practical uses. NIH also directly benefits from
CRADAS by accessing external research expertise, proprietary research materials,
and funding for post-doctoral staff, equipment and travel.

Pursuant to Section 301(a) of the Public Health Service Act, agencies of the
Public Health Service, such as NIH, are authorized to

conduct...and encourage, cooperate with and render assistance to other appropriate
public authorities, scientific institutions and scientists in the conduct of, and promote
the coordination of, research, investigations, experiments, demonstrations, and studies
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relating to the causes, diagnosis, treatment, control, and prevention of physical and mental
diseases and impairments of man...

In pursuit of this solemn mission, NIH supports a broad spectrum of research approaches,
spanning from basic laboratory research to clinical research.

The Federal Technology Transfer Act (FTTA) defines a CRADA as "any agreement
between one or more Federal laboratories and...non-Federal parties...toward the conduct of
specified research or development efforts which are consistent with the missions of the
laboratory.” The legislative history and implementation of the FTTA by various agencies show
no indication that it was the intention of Congress to limit CRADASs only to research that reflects
"practical technology" rather than generally to encourage collaboration with industry in mission-
appropriate research. In other words, Congress broadly defined the categories of collaboration
(e.g., research or development) that are to be encouraged, rather than any particular kind of
projects (basic or applied). BIO notes that the PHS Act, which defines NIH’s mission,
explicitly also encourages cooperation, encouragement and assistance.

In recent internal debates at INIH, the propriety of CRADA projects such as those
involving gene therapy have been questioned because they encompass very basic scientific
objectives. However, because NIH policies reserve the right to publish the results of any
CRADA projeci, CRADAs on mission-appropriate projects, such as involve gene therapy,
should not be viewed as a threat to the integrity or mission of NIH. NIH has and should assure
the public that access to NIH is fair and that NIH laboratories have not become captives of
industry. NIH should refrain from attempting to make subjective decisions about which projects
are basic vs. applied and encourage all investigators to consider CRADAs as the FITA

contemplates.

(2) Staffing for the CRADA and Technology Transfer Programs

Most Federal laboratories have established industrial liaison offices and more significantly
have ailocated at least one full time professional staff person to coordinate the development of
a CRADA program. A successful program requires outreach to industry, training of NIiH staff
and scientists and a commitment to continuous program improvement. Surprisingly, NIH has
not filled a CRADA position at the Office of Technology Transfer (OTT). This function should
not continue to be a side job for senior OTT staff. Reasonable assistance to companies and the
acceptance of CRADAs on the part of intramural scientists requires a "champion” on the central-
NIH staff. The consequences of inadequate staffing in technology transfer matters recently were
highlighted at a hearing of the House Small Business Committee. Adequate staffing of the

CRADA program is necessary for it to be successful.

Additionaily, NIH reorganized the Office of Technology Transfer last October and
- established a number of managerial, administrative and support positions. Still vacant are
positions for the OTT Director, Division Director for Technology Transfer, Chiefs of two
technology transfer teams, several legal assistants and a Division Director for Administration.
NIH’s seeming inability to recruit and fill these positions has limited its ability to transfer
technology , resulted in professional staff handling secretarial duties and interfered with timely
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communications and decisions. Giving OTT the staff tools tat it needs to perform its vital
public health mission should become a clear priority for the NIH Director.

(3) Delay and Inconsistency in the CRADA Process:

Negotiation of licensing agreements between private companies is complicated and it is
no less complicated when the government is a party. Both pa-ties to an agreement need to be
flexible, good listeners, and responsive to the special circumszances of the agreement. Many
companies find that negotiating a CRADA with the government is a frustraring and lengthy
process. This drives up the expense, delays research and provides a disincendve to begin the
negotiations. Government technology transfer agents need to be well trained and given the
discretion to negotiate a reasonable agresment without undue twreaucratic delay. These agents
need to have the discretion to tailor license terms to the speciic requirements of the license,

Simply put, the CRADA approval takes too long.

A key factor that seems to contribute to the delays is undue bureaucracy, with no fewer
than six (6) levels of review and approval. This seems to lead to an unwillingness to make
decision at all levels, a lack of authority to make decisions zt the decentralized level, and a
"second guessing” of those few decisions actually made at difZerent levels.

There is a disconnect between CRADAS and licensing.

The corporate world perceives the CRADA process w include any technology that
results from collaborations. For the NIH, these processes are completely separate.
Collaborators are asked to accept the risk, should inventions result, that a license would in fact
be guaranteed, as authorized by the FTTA, and the time delay that negotiating and executing
suck an agreement would entail.

There is a lack of consistent policies on acceptable termns and lack of standards,

Because each Institute negotiates all the terms (research as well as business and legal
terms) of its CRADAS separately, there are often significant differences between what is
acceptable in one Institute, as compared to another, or evea as compared to general NIH
policies. Some Institutes insist on more restrictive language than that which would be acceptable
to NIH as a whole. Some Institutes agree to language that is contrary to NIH policies, requiring
a renegotiation and repeat of the minimum of six levels of review and approval.

There is a lack of familiarity with business management, operations, and finance.
Most Institute technology transfer personnel have transferred into the positions from
administrative or research positions. These individuals often lack sufficient specific

business/technology transfer experience. In addition, it seems to lead to a cautious attitude
toward for-profit businesses by these government administrators

One reasonable solution to these issues is to have centralized CRADA and concornitant
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License negotiation. Dealing with one party, sufficiently trained and adequately supported,
would solve the coordination problems and go a long way toward reducing bureaucratic delays.

However, BIO recognizes that each Institute has its own unique research rission,
Therefore, we recommend that each Institute maintain its responsibility for negotiating the
specific areas of scientific areas of scientific collaboration appropriate to its authorized mission.
We suggest that the CRADA subcommittee be abolished, in favor of greater Institute control
over their own research missions, and in favor of a more generalized NIH technology transfer
policy committee. a centralized office should be established to negotiate all business and legal
issues and terms of the CRADA document itself, with staff uniquely well trained in these

matters.

If a centralized office is not possible, we recommend a team approach to CRADA
negotiation, with greater involvement of the licensing specialists from the Office of Technology
Transfer, and dedicated staff form the Office of General Counsel at the earliest stage of
discussions with the corporate collaborator. This team should have the authority to approve
CRADAs. Member of this team should be known to the potential collaborates.

At a minimum, we recommend that consistent cross-Institute policies and procedures be
established, that Institute staff be rigorously and routinely trained and retrained in those policies
and procedures, that there be established a dedicated, centralized CRADA support staff, perhaps
within the OTT. Hopefully, greater understanding of corporate motivations may reduce the
confrontational attitude prevalent among some at the NIH, and generate an attitude of mutual

cooperation.
(4) Enforcement of Patent Rights

In virtually all cases the transfer agreement involves the licensing of a patent or patent
application. Patent issues are quite complex. It is common for patents to conflict with one
another, and there can be complicated negotiations and litigation among various patent owners.
It is critical for one to enforce ones patent vigorously in every forum. Patents which are not
well defended can be devalued or even made worthless. In most cases it is the licensee which
has the greater interest in enforcing the patent. The government is not experienced in, or funded
for, this specialty and should rely on licensees to handle any challenges to the patent.

In theory, each institute relies on the NIH Office of Technology Transfer (OTT) to
manage virtually every aspect of the institutes patent portfolio. Thus, OTT is expected to act
rather like an in-house corporate counsel on behalf of the institute, interacting with selected
outside counsel on diverse issues such as when to file an application, whom to name as
inventor(s), what to claim, and how to handle reladons with licensees. Even when the institute
can afford a patent liaison to interface with OTT, however, the press of work and critical
understaffing at OTT means it cannot maintain consistent communications with the institute or
act as if it lacks a clear mandate from the insdtute or even know what the latter wants,
Conversely, institute personnel tend to perceive that they, rather than OTT, must make all
decisions about a given case. The result is general confusion and sometimes open antagonism
between OTT and the "client"institutes, a fact that is communicated to outsiders in the form of
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mixed signals and indecisiveness. The NIH Director should articulate the authority delegated
to the OTT and ensure that the institutes cooperate.

Thus, NIH gives the general impression that it is unable either to prosecute and enforce
its patents effectively or to delegate such functions to its licensees. The aforementioned absence
of an effective management structure for technology transfer is exacerbated by wholly inadequate
levels of funding and staffing for OTT operations. The simple task of reaching the appropriate
person at OTT can become a difficult task for institute personnel and outsiders alike, for
example. As a consequence, both morale and the availability of trained advisors at OTT have

worsened steadily in recent years.

Finally, OTT’s ability to deal productively with the private sector is undercut by the fact
that the final word on patent enforcement as well as numerous coniractual issues comes not from
the NIH General Counsel’s Office but rather from the U.S. Department of Justice. In particuiar,
key individuals of Justice have made no secret of their hostility toward the notion that the U.S.
government should ever be a party, even indirectly, to an effort to enforce any government-
owned patent. The division of authority with Justice adds yet another deiay to decision-making
at NIH and, in addition, makes it nearly impossible for NIH to "grant to [a] licensee..the right
of enforcement” pursuant to 35 USC §207 (a)(2). —

(5) Scope of Work Limitations

Scientific research is a process typified by serendipity. One discovery can lead to
another, surprises are common, and dead ends can be very instructive. If NIH overly restricts
the scope of the work to be conducted under a CRADA, the flexibility of the scientists to pursue
interesting leads is limited and the attractiveness of the research project to the company is
diminished. Similarly, if NIH limits the scope of the license so that serendipitous discoveries
are not covered, it may leave a licensee unprotected when it achieves a medical advance. The
agreements need to include both directly and indirectly related discoveries that are made in the
course of the collaboration. Restricting the scope of the technology covered by the license
ignores the nature of the scientific discovery process and is unreasonable, given the public

interest in expeditious product development.

In the past year or two, NIH appears to have adopted a policy of trying to restrict both
the scope of CRADAS that it will enter into and the rights it is willing to transfer exclusively
with respect to technology developed under a CRADA, For example, when a company proposes
a work plan with several related approaches to a particular problem, NIH may restrict the plan
to one approach. If an invention arising under the CRADA has several related uses, NIH may
attempt to restrict exclusive rights to only the particular use for which work was done under the
CRADA. This policy undercuts the incentive of companies to enter into CRADAS, does not
fully recognize the serendipitous nature of scientific research, and is counter to the policies
embodied in the Technology Transfer Act of 1986.

We recognize the need for NIH to avoid CRADAS that may unfairly or unwisely tie up
the work of an entire laboratory. However, this does not mean that a broad work plan is
automatically to be rejected. Such a work plan should be permitied, once an NIH researcher
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or group of researchers decide they would like to collaborate w=th a company in a broad area
and that company brings to the collaboration meaningful scientific and other resources consistent
with the proposed work plan. Similarly, unrealistic attempts to narrow a broad work plan to
eliminate reasonably foreseeable secondary areas and aspects of the work that are directly related
to the primary efforts is an unrealistic view of the nature of science and business. Since the
technology rights available for licensing exclusively under a CRADA are defined by the work
plan, such unrealistic boundaries create major concerns and provide major disincentives to a
company for entering into a CRADA. A company simply cannot allow itself to be placed in a
situation where its work may have enabled a broad new area or technology, yet be entitled to
exclusive rights for only to part of that technology. this places it in the position of having

enabled its competitors.

An overly restrictive work plan also ignores the sersndipitous nature of science.
Unexpected discoveries are common, and scientists are trained t¢ pursue interesting leads, often
shifting course quickly from an original research plan. if NIH overly restricts the scope of the
work to be conducted under a CRADA, the flexibility of the sciertists to pursue interesting leads
is limited, and the attractiveness of the research project to the corzpany is diminished. therefore,
there needs to be some degree of flexibility in the work plan, wxich is accomplished by having
a plan that is reasonably broad in scope and flexible in the description of the project.

Similarly, if the CRADA results in an invention, there needs to be reasonable breadth
and flexibility with respect to the technology to be licensed exclusively to the collaborator.
Unreasonable restrictions on the c\scope of the field or fields of the licensed technology or
artificial divisions within a particular field unfairly limits the returns that the collaborator
reasonable expects and significantly undercuts incentives to enter into future CRADAs. While
it may be inappropriate to license a field of use to a company that is not in that field ar has no
immediate plans to enter it, it is also inappropriate to deny the reasonable and logical
implications of the specific research and discovery. Also, if NIH limits the scope of license so
that serendipitous discoveries are not covered. it may leave licensee unprotected whea it achieves
a medical advance. The agreements need to include both directly and indirectly related
discoveries that are made in the course of the collaboration. Again, a company should not be
put into a position of funding and participating in research, the technological results of which
can then be licensed to a competitor.

The goal of the 1986 Act is to encourage transfer of technology from government
laboratories to the private sector. We believe that meeting this goal requires an overriding
philosophy of taking all reasonable steps to facilitate broad technology transfer. Consistent with
the reasonable protection of the public interest and the fair irmplementation of a technology
transfer program, NIH should "err" on the side of broad rather than narrow technology transfer
policies and activites.

(6) Observance of Duty of Fair Dealing

In some cases, an NIH scientist or one or more institutes are working with more than one
company at a time on a given or related subject. It is critical for NIH to protect the intellectual
property licensed to each of its licensees and to ensure that NIH does not engage in any conduct
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which reduces the value of the rights it grants to its CRADA partners. NIH must not enter into
CRADAs that have the potential to compromise any of the technology that it has licensed either

by way of background rights or in any other manner.

{7) Negotiation of Licensing Terms

INTH is reluctant to negotiate and agree to a license upfront for whatever technology might
be developed under a CRADA. Under current CRADA guidelines, the commercial collaborator
has only an option to negotiate a license to develop the invendons of the joint research project,
in conirast to a license to develop and commercialize the invention. The absence of a licensing
obligation from NIH regardless of the performance of the commercial collaborator under the
original CRADA, or iis capabilities or commitment to commercialize the invention, adds an
unaccepiable level of risk to the original financial investment for the commercial collaborator.
Steps should be taken to protect the interest of both parties.

Specifically, NIH should develop criteria defining an acceptable commercial partner.
During the original CRADA negotiation the commercial collaborator would be given the
opportunity to provide acceptable evidence of its experience, capability, and commitment to
commercialize the expected inventions to meet the criteria established by NIH. Based on the
information presented by the pariner, NIH would certify the acceptability of the parmer for
purposes of a subsequent licensing agreement.

During the original CRADA negotiation both parties will agree on basic terms of the
agreement to develop and commercialize the invention. These ferms will inctude the degree of
exclusivity of the license and the range of royalties and fees. This will at least provide a cap -
on the license cost to the company. With this information available at the outset, the company
will decide whether there is sufficient upside to justify its investment. At the same time the
company would be protected against a new entity coming in to buy a successful project and
outbidding the original sponsor that took all the risk. In short, CRADA partners should have
vested license rights at the outset in all fields of use to whatever inventions are made under a

CRADA.,

(8) Reasonable Price Clause

BIO’s position on the "reasonable price” clause is covered in BIQ’s written submission
to the NIH Forum.
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From Peter Staley

INTELLECTUAL PROPERTY AND FAIR PRICING CLAUSES IN
AGREEMENTS BETWEEN THE FEDERAL GOVERNMENT AND
PRIVATE INDUSTRY RELATING TO RESEARCH ON
PHARMACEUTICAL PRODUCTS FOR SERIOUS OR
LIFE-THREATENING DISEASE

The Pulbic/Private 1ssues Subcommittee of the National Task Force on AIDS Drug
Development has identified two barriers that may prevent the rapid development and
evaluation of treatments fer HIVIAIDS: 1)the National Institutes of Health (NIH) has
declined to Include clauses granting exclusive patent licenses for inventions made during
research conducted under cooperative research and development agreements (CRADAS)
and other research agreements with the pharmaceutical industry, and 2) the NIH began in
1688 to insist on the inclusion of so-called "fair price” or "reasonable price" clauses In
CRADAs and other research agreements with the pharmaceutical industry.

The Subcommitee believes that these two poilcies have resulted in a stifling of
ccllaboration between the federal government and the pharmaceutical industry, and could
prevent the rapid development of treatments for HIV/AIDS. The lack of appropriate
irtellectual property clauses and the inclusion of fair pricing clauses represent
administrative decisions that are not required by congressional enactment. The
Subcommittee recommends that appropriate intellectual property clauses should be
included in, and pricing clauses should be excluded from, CRADAs and other coltaborative
agreements relating to pharmaceutical products (including drugs, biclegics, and medical
devices) for serious or life-threatening diseases (an established category of products for
which the FDA considers treatment INDs under 21 C.F.R. §312.34 and accelerated

approval of NOAs under 21 C.F.R. subpart H).
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The Subcommittee recognizes the issue of pharmaceutical prices as it relates to
access to health care, but believes that any response to this issue should be
comprehensive. By targeting only those pharmaceuticals resulting from collaboration
between industry and gevernment, the NIH has inadvertently stifled such collaboration.

As an alternative to fair pricing clauses, the payment of royaities to a government
agency which develops and transfers a technology to a private firm for commercialization
might be ¢onsidered. This would serve (o compensate for the public investment in a
marketed product, provide additicnal revenues for government research, and provide a

special incentive for government agencies to enter into collaborative agreements.
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CRADA Forum II Agenda

Bethesda Marriott
5151 Pooks Hill Road
Bethesda, MD 20814

September 8, 1994

7:30-8:30 Registration

8:30-8:45 Charge to the Panel
Dr. Harold Varmus, Director, NIH

8:45-9:15 Overview of CRADAs and NIH Licensing Program
Ms. Barbara McGarey, OTT, NIH

9:15-9:45 History and Effect of the “Reasonable Pricing” Clause
Dr. Thomas Mays, NCI, NIH

9:45-10:45 Panel Discussion
Paying Back the Public Investment: What Kind of
Return Is Appropriate?
Comments from the Floor

10:45-11:00 Break

11:00-12:30 Panel Discussion
Paying Back the Public Investment: How Much Return
Is Appropriate?

Comments from the Floor

12:30-1:30 Lunch
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1:30-2:45

Panel Discussion
Paying Back the Public Investment: Balancing Public
Payback and New Product Development

Comments from the Floor

2:45-3:45 Additional Public Comment Period

3:45-4:00 Break

4:00-5:30 Panel Writing Session
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CRADA Forum II Mandate

The Federal Technology Transfer Act of 1986 (FI'TA) and subsequent
executive order 12591 (April 10, 1987) were developed in recognition that U.S.
industrial competitiveness can be greatly enhanced if technology developed in
Federal laboratories is commercialized by American industry. To stimulate
technology transfer, the FI'TA authorizes Federal laboratories to enter into
cooperative research and development agreements (CRADAs) with industry (and
others) and provides incentives to both the Federal scientists and collaborating
companies to do so. CRADAs provide an opportunity for NIH scientists to join
with their private colleagues in the joint pursuit of common research goals,
Since 1986, NIH has conducted cooperative biomedical research, primarily with
industrial pariners, under 206 CRADAs. As the Government’s experience with
CRADAs has grown, several issues of concern have developed, prompting NIH
to seek advice and develop appropriate policy.

The NIH Director convened a Forum on July 21 to solicit advice and rec-
ommendations from the biotechnology and pbarmaceutical industries, the
research community, and the public on issues relating to cooperative research
and development agreements. The Forum focused its deliberations on scope of
the research and license rights under a CRADA, fair access to collaborative re-
search opportunities, and the “reasonable pricing” clause. The “reasonable
pricing” clause elicited the most discussion from industry, NIH scientists, and
the public.

The NIH Director is now convening a follow-up Forum, solely on “reason-
able pricing,” to solicit additional advice and recommendations from primarily
consumers and other public interest groups. The issues to be addressed are:

® Paying back the Government investment: What kind of return is
appropriate?

Is the public investment in products developed through licensing NIH
technologies adequately reflected through the payment of royalties and
the expeditious development of new products? If not, is it also suit-
able for NIH to become invoived in “downstream” issues of marketing
and distribution, such as the pricing of such products? How else could
or should the public investment be reflected?

Reportts of the NIH Panels on CRADA Forums I and 11 B-5



® Paying back the Government investment: How much return is
appropriate?

NIH currently obtains a financial payback from licensees for the right to
develop Government technology in the form of license execution fees,
minimum annual royalties, and royalties on net sales. NIH also en-
sures expeditious development through benchmarks and milestone
requirements within the license. NIH negotiates this financial and
“development” return on a case-by-case basis taking into account the
type of technology, the amount of Government investment (both finan-
cial and intellectual), the stage of development of the technology, and
the public health benefit or research value of the technology.

If additional types of return are desired, should these also be tailored
according to the amount of the NIH investment and the stage of the
investment in the product development continuum? As with royalties
and development benchmarks, should NIH negotiate additional types
of payback on a case-by-case (or categorical) basis using the above
criteria?

® Paying back the Government investment: Balancing public payback
and new product development

If scrutiny of product pricing is appropriate to ensure reflection of the
public investment, are NIH licenses the right vehicle in which to re-
quire the scrutiny? If not, how and by whom should this be accom-
plished? If assumed by NIH, will this role conflict with the NIH tech-
nology transfer mission and hamper new product development? Is
decreased new product development acceptable in return for having
NIH play a role in the “downstream” marketing and distribution of the
product? If not, how can NIH become involved without negatively
affecting new product development?

NIH CRADA FORUM 11
September 8, 1994
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CRADA Forum II Invited Speakers

September 8, 1994

Dr. Thomas Mays

Director, Office of Technology
Development

National Cancer Institute

Bldg. 31, Room 4A51

National Institutes of Health

Bethesda, MD 20892

Ms. Barbara M. McGarey, J.D.
Deputy Director

Office of Technology Transfer
National Institutes of Health
6011 Executive Blvd., Suite 325
Rockville, MD 20852

Dr. Harold Varmus

Director

Bidg. 1, Room 126

National Institutes of Health
Bethesda, MD 20892
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CRADA Forum II Public Testimonies

September 8, 1994

Dr. Michael Rogawski

Epilepsy Research Branch

National Institute of Neurological
Disorders and Stroke, NIH

Bethesda, MD

Mr. Chuck Ludlam

Vice President for Government Relations

Biotechnology Industry Organization
(BIO)

Washington, DC

Mr. Ronald A. Rader

President

Biotechnology Information Institute
Rockville, MD

Mr. James Love
Director

Taxpayer Assets Project
Washington, DC

Ms. Eleanor J. Lewis

Director

Government Purchasing Project
Washington, DC

Mr. Christopher J. Doherty

Washington Director

New England Biomedical Research
Coalition

Washington, DC

Dr. Vincent F. Simmon

President and Chief Executive Officer
Alpha 1 Biomedicals Inc.

Bethesda, MD

Ms. Ellen Stovall

Executive Director

National Coalition for Cancer
Survivorship

Washington, DC

Ms. Virginia T. Ladd

President, Executive Director

American Autoimmune Related Diseases
Association, Inc.

Detriot, MI

Ms. Penny Catterall
Director of Health Policy
Alliance for Aging Research
Washington, DC

Mr. Andrew Vogt (reading Dr. James
Driscoll’s statement)

Director for Policy

Direct Action for Treatment Access

San Francisco, CA

Mr. Joseph Slay

President

Martin Public Relations
(Speaking for Andrew’s Buddies)
Richmond, VA
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CRADA Forum 1I
Prepared Public Statements

September 8, 1994

Karen Bernstein (BioCentury Publications, Inc.)

Penny Catterall (Alliance for Aging Research)

Christopher J. Doherty (New England Biomedical Research Coalition)
James Driscoll (Direct Action for Treatment Access)

Virginia T. Ladd (American Autoimmune Related Diseases Association, Inc.)
Eleanor J. Lewis (Government Purchasing Project)

James Love (Taxpayer Assets Project)

Chuck Ludlam (Biotechnology Industry Organization)

Leonard Minsky (National Coalition for Universities in the Public Interest)
Vasiliana V. Moussatos (Private Citizen)

Peter Staley (National Task Force on AIDS Drug Development)

Ronald A. Rader (Biotechnology Information Institute)

Eugene P. Schonfeld (National Kidney Association)

Vincent F. Simmon (Alpha 1 Biomedicals, Inc.)

Joseph Slay (Andrew’s Buddies)

Bradley Stillman (Consumer Federation of America)

Ellen Stovall (National Coalition for Cancer Survivorship)
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Commentary

Two or three times a year, like clockwork, companies
developing products with some compenent of government
funding come under assault from proponents of price controls
or other forms of restraint, who trot out proposals for greater
federai control over the private sector.

Earller this year, for example, Sen. David Pryor, D-Ark,,
introduced a bill (5. 2239) that would have imposed price
controls on Medicare drugs developed with any NIH funding,
whether through intramural (NIH) or extramural (university or
research institute) programs. Rep. Ron Wyden, D-Ore,,
routinely makes simitar proposals,

Fans of the pricing provisions in CRADAs will get a second
chance to testify on the subject at a meeting to be held on
Sept. 8, after complaints that they didn't
get enough airtime for their side of the
story at a meeting in July. The new
hearing will hear “consumer and other
public interest perspectives” on “how
best to ensure that the public investment
in products developed through licensing
NIH technologles Is adequately re-
flected.”

Debates between protagonists and
opponents of CRADA pricing clauses can
sound a bit like the "am to—am not”
arguments chitdren have on playgrounds.
That's because the two sides are speak-
ing different languages: advocates of
controis speak in moral terms of right
and wrong; opponents speak in terms of
business practicality.

Perhaps the best place to begin Is
with a summary of the arguments by the
“controllers,” based on testimony at
congressional hearings by Ralph Nader and James Love of the
Center for Study of Responsive Law, and Peter Amo, a profes-
sor at the Albert Einstein College of Medicine, as well as
interviews with Girish Barua, a licensing specialist in the Office
of Technology Transfer at NIH, and Steve |enning, staff direc-
tor of Wyden's subcommittee on regulation, business opportu-
nities and technology. Their key points:

Government pays a substantial portion of drug
development costs.

"Qur guess s the government's expenditures for preclinical
trials is considerably more than industry,” Love says. He also

pay the

estimates that the money the government spends on clinical
trials is equal to 20-25 percent of the total spent in the U.S,

Government’s contribution comes at the riskiest, early
stages of development.

'The kind of reverse look at
ROI done by Wyden and
Nader isn't the way it
works in the real worlid.
The real issue is, for the
next $100 million needed
to make It into a new drug,
what's the ROI?'

iper?

“The federal government plays a particularly impertant role

in the highest-risk research projects, including basic research,
where commercial payoffs are least certain,” according to joint
testimony by Nader and Love.

Jenning makes the same assumptions. “Where the govern-

ment Is of fundamental importance is in early-stage research
and agent identification. This is a high-risk venture and is least
attractive to the drug industry,” he says. “When we take these

huge risks the taxpayer deserves to see
some return, particularly in the way
resulting products are priced.”

Nader adds that he believes that most
of the costs of drug development come
in the preclinical stage, with 85 percent
of the costs accounted for by the time 2
drug enters Phase fll.

Exclusive licenses are monopolistic
and shouldn't be allowed.

Amo is perhaps the strongest propo-
nent of this view. He favors both reason-
able pricing clauses and non-exclusive
licenses, arguing that where the govern-
ment has contributed significantly to the
development of a new drug, it shouldn't
confer a monopoly on companies,

“When the government assumes a
substantial role in preclinical and clinical
drug development, the risks to Industry
are greatly lessened. Does a rationale remaln for the high
prices still being charged?” he says.

A bolder approach than pricing clauses would be to refrain
from granting 2 monopoly. At present, he argues, pharmaceuti-
cal companies aren’t regulated like other monopolies, such as
utilities. If the industry wants to operate in a competitive
marketplace, it should live by competitive principles, which
means stripping away the artificial protection of monopolies.

He opposes royalties because they skirt the issue of fair
prices, and he assumes companies will simply further inflate
their prices to cover the expense of royalties,

- jon $axe,
Saxe Associates lnc,

Ses next page
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Ths appropriate way for taxpayers to be reimbursed for
their expanditures and risks is through price controls or
non-axclusive licensing practices.

MNader, wha dislikes the Bayh-Dole Act governing technoi-
ogy transfer, echoes the notion that exclusive rights funnel the
fruits of public investment into the hands of a few. He quotes
from a minority report on the | 980 act, in which Rep. Jack
Brocks said, “Assigning automatic patent rights and exciusive
licenses to companies or organizations for inventions devel-
oped at government expense is a pure giveaway of rights that
properly belong to the people, . . . The federal government has
the equivalent of a fiduciary responsibility to the taxpayers of
the country, Property acquired with public funds should belong
to the public.”

Says Jenning, “If a government-sponsored drug is commer-
ciallzed, government ought to have a seat at the table when the
drug is priced.”

Government can know whatl a reasonable price is.

“We know exactly what has been spent on development
and we can estimate a reasonable profit,” says NiH's Barua “In
most cases, 30 percent is a reasonable profit.”

Still, setting prices requires much greater government
information on company development costs than is currently
available. According to Arno, to be effective, reasonable pricing
clauses need more teeth. Drug companies should be required
to disclose development costs, marketing and distributfon
expenses, prices of competing therapies,
likely market entry of additional competing
products, time to recovery of development
costs, and profit margin buiit into the price.

Mader and Love add that “[t is important
that the firm provide historicai data which
shows when research and development
expenses were (ncurred. . ., The historical
information witl be Important to determine
how much of the industry's expenditures on
the development of a drug occur at the
risidest phases. Investment before clinical
trials is a higher risk than investment after
dinical trials. Investments in Phase | trials are more risky than
investments in Phase Il triais.”

The issus Is a moral one,

“Reasonable pricing Is a Jegitimate concern,” says Barua.
“Federal funds are utilized to do research, and the public
shouldn’t have to pay through the nose for these drugs. It is
not a political Issue, It is a moral issue. We at NIH feej it is a
very legitimate issue, and it will be very difficult to remove the
reasonable pricing clause from NIH CRADAs. This Is my
personal opinion, | am not speaking for (NIH Director Dr,
Harold) Yarmus, Reasonable pricing is very legitimate from my
point of view. | think it is a moral issue — the companies
shouldn't be making huge profits on drugs.”

'When | make a deal with a company, am | getting the
right royalty? 1 don’t know. The answer is, 1 get what

the market will bear at the moment,’
= Frank Landsherger,
Mount Sinai Medical Center

So there you have it. The question is, how can government
induce companies to accept deals that aren't commercially
attractive! The short answer is, that as long as the economy is
an open one, it can't. While companies will accept lower prices
or non-exclusive licensing arrangements within certain param-
eters, once terms fall out of that range, companies will walk
away. (And, in fact, they will have a fiduciary responsibility to
do so. They aren’t charities.)

Many already do walk away, refusing to deal with govern-
ment-funded research. We also know of one company that has
deait with the problem by scrupulously avoiding taking any
money for its own researchers as part of a government grant it
recently received to perform joint research with a university.

“While we want to see technology come out of the govern-
ment and be advanced, | don't want the threat of having spent
tens of millions or more and have it tainted by a government
grant that's a tiny fraction of that and have the government say
five years from now, "We'll control your price,” the CEQ
explained.

The raality of choice

Maybe the best way to understand the problem is to step
badl and look at a parallel situation in a completely different
context, in this case, the economic policles of a former British
Labour Party government. The government in question tried to
run an expansive (and inflazionary) domestic economic policy,
with the result that holders of sterfing fled the currency,
exchanging thelr pounds for more stable money. Ultimately the
government had to change its policies.

The point is that sterling holders weren't mean or greedy
or selfish, Rather, the open structure of the international
economy enabled them to make choices about where to put
their money. The Labour government wasn't constrained by
nasty spaculators, 1t was constrained by the structure of the
ecancmic system.

The situation is the same with the debate over pricing and
non-exclusivity clauses in CRADAs and licenses to govarnment
technology. While the government can try to run any kind of
policy it wants to, the reality is that its potentially successful
options ara defined by the structure of our econormic systern,
which leaves investors and companies free to pursue multiple

See next page
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investment opportunities. .

Even assuming for the moment that proponents of pricing
clauses and non-exclusivity agreements were morally correct,
that fact wouldn't keep their policy from failing. And their
chances of success wouldn’t improve unless the entire underly-
ing structure of the economy were changed.

Thus, we believe that efforts to enact price controls on
drugs developed using federal technology are based on a
fundamental disregard of the structure of our economic
system, That's a hard argument to make te politicians ar
consumer advocates, but it's an argument that must be heard.

In fact, one of the most frustrating
aspects of the argument is that it repeats
the debate that took place over the enact-
ment of Bayh-Dole in 1980,

Bayh-Dole was epacted precisely
because technology developed by the
government wasn't being used due to
federal insistence that licenses be granted
non-exclusively «— providing a convenient
case-history of what would happen if we
went back to non-exclusive licenses. The
Act grew out of concerns that the U.S. was
losing its competitive edge as a result.

In his testimony in 1979, Sen. Birch Bayh complained that
the government's underlying philosophy had been to retaln title
to technology even if it contributed only a small percentage of
the funding for its development. Government had little success
in attracting Industry to develop and market products, because
industry had little incentive to undertake the risk and expense.

The problem was especially serious In biomedicai research,
he said.

Moving beyond the over-riding structural issues, proponents
of government pricing clauses and non-exclusive ficenses raise
several critical questions that need to be answered:

Whare's the risk and who takes it?

Risk has two elements: the probability of success and the
cost, according to Jon Saxe, president of Saxe Associates Inc.
and former present and CEO of Synergen Inc. “Early on, the
probabtlity of success is very low, but you're not risking very
much,” he says. “By the time you enter clinicals, the probability
Is higher, but the amount of money you're risking is much
greater.”

The “controllers” argue that because the government is
doing very early research, it should get venture-type retums.
However, the proper comparison isn't with venture capital, but
with early research licensed by universities.

As explained by Charles Casamento, chalrman, president
and CEO of RiboGene Inc., it's a fallacy to think one should get
a greater reward as one does less work. Ultimately, that would
imply Infinite rewards for zero input. “The argument they're
making Is the earlier a company licenses a product, the more it
should pay, Why should the company pay more as government
puts less and less into {t! That's ludicrous,”

How should government obtain a return on its
investment?

Unlike the RQI for a company, the government's return on
investment can be defined in any number of ways, starting with
broad goals such as international competitiveness, a better
balance of trade, more corporate formation, greater employ-
ment, more tax revenues and better public health. A royalty
stream from licensed technology would represent a narrower
commerclal goal,

Advocates of controls tend te focus on lower prices as the key
goal, but as ene former NIH staffer put it, the agency can't be a
technology transfer champion at the same time it’s regulating drug

It’s a fallacy to think one should get a greater reward
as one does less work. Ultimately, that would imply
infinite rewards for zero input.'

- Charles Casamento,
RiboGene CEO

prices,

BioCentury would argue that the government is achieving all
of the first set of goals, and may be achieving lower prices by
fostering development of numerous competitive technologies, but
that the goal of lower prices through price controls isunattainable
due to the structural impediments discussed above,

The other important issue here is the need for companies
to be abie to calculate their costs. In testimony before the Joint
Economic Committee in June, James Barrett, chairman and
CEO of Genetic Therapy Inc., pointed out that companies can
take the costs of royalties and fees into account as they
develop products. However, he said, “there Is no way for a
private firm to evaluate the impact of the drug pricing clauses
on the potential for commercial development of a product.” By
adding a layer of uncertainty, NIH makes it harder for compa-
nies or Investors to calculate If it's worthwhile to develop a
product Adding the uncertainty of a cap on retumns to the
risks of drug development isn't an appealing mix,

How shouid the appropriate size of the return be
calculated?

This is a critical point, and the “controllers” spend a great
deal of time pointing to a few successful drugs and the govern-
ment's meager return from them.

Post hoc, It's easy to pick a successful product and go back
and say the government didn’t get enough. But the only proper
way to estimate the value of a technology is based on what was
known at the time it was licensed.

That value can only be guessed at. I look at technologies
and say, 'How much is it worth!” — | haven't the fogglest [dea,”

See next page
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Commentary
Why pay the piper?

From previous page

says Frank Landsberger, who does tech transfer for Mount Sinai Medical Center.
“When | make a deal with a company, am { getting the right royalty! | don't know. The
answer is, | get what the market will bear at the moment.

“When Mount Sinai or the government licenses, these are concepts. We'vae gota
sequence and in theory It will cure male pattern baldness if |5 steps in between work
out. Also, very seldom do you have four bidders lining up. As a reality, there's not much
competition to license these,”

BioCentury’s discussions with companies indicate that NIH is licensing its
technology for terms comparable to licenses for technology at similar stages of
development from universities or elsewhere, Those terms seem to be pretty well
standardized: about 3 percent for in vitro data, 3-7 percent for some animal data,
5-15 percent for large animal and some human data, and more for substantial
efficacy data.

Furthermore, it's the licensee who puts a value on the technology by calculating
how much more has to be invested and the likely return on investment. Thus for the
NIH as the licensor to say it's spent X and should therefore get Y isn't the way
technology is valued.

“Everything you've spent is sunk money — it's gone,” says Saxe. “The prospec-
tive licensee has to make a return on investment analysis of what they have to
invest to get it to market. It's always a future-looking analysis. The kind of reverse
laok at ROJ done by Wyden and Nader isn't the way it works in the real world.
The real issue is, for the next $100 million needed to make it into a new drug,
what's the ROH"

Should the government's investment in basic research even be consrdemd
risk capital?

Put another way, how should the government and the public (i.e., taxpayers) be
rewarded for creating infrastructure!

"I don’t think of governiment’s basic research as risk capital,” says John Wilker-
son, chairman of The Wilkerson Group. “It's intellectual infrastructure. The
government investment fn highways is also infrastructure. The government sets a
policy to make certain infrastructure investments; some are materialistic and some
are intellectual. When they invest in highways, they never talk about the return.”

What are companies conliributing ?

Lost in the debate is the contribution of companies undertaking CRADAs with
government scientises. “Any CRADA we undertake with the government is in-
volved in activities the Institution probably would have done anyway,” says Barrett.
"The relationship with us facilitates the work, makes It cheaper for the govern-
ment. In our brain tumor work, for example, we undertake all the product devel-
opment costs, bullding the facility and providing GMP material to NIH investiga-
tors. They treat patients — their job Is to do trials.”

In the end, the value of technology is only what the market will bear. if the
value of technology developed with some measure of government funding is
squeezed at both ends — with non-exclusive licenses at the front end and price
controls at the back end — there will come a time when technology wil langulish
on the shelf. At that point, all of the government's policy goals will be unmet: new
products won't be developed and the government won't get any return at all.

We hope that the NIH, when it comes to make a decision on the issue, wilf
face reality squarely and remove pricing clauses from CRADASs, But we fear that in
the current anti-business environment, it will succumb to the political pressures of
a few and duck the (ssue.
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STATEMENT OF PENELOPE CATTERALL
HEALTH POLICY DIRECTOR

ALLIANCE FOR AGING RESEARCH
NATIONAL INSTITUTES OF HEALTH
CRADA FORUM H
SEPTEMBER 8, 1994
Good afterncon. My name is Penny Catterall. [ am the
Director of Health Policy at the Alliance for Aging Research, an
independent, non-profit group dedicated to promoting medical
research into human aging. The Washington, D.C.-based Alliance
has grown to become the nation’s leading citizen advocacy
organization for improving the health and vitality of older
Americans by affecting both public and private research agendas.
As the panel knows, the United States is second to none in
the development of new medical treatments, devices and core
technologies. A favorable economic climate must be fostered for
greater research and development in age-related diseases. Qur
emerging biotechnology industry must be nurtured. New ways
to formulate cooperative research and development agreements

(CRADAs) between government-sponsored research and private

industry must be advanced.
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These arrangements should focus on ways the government can work with business as
a partner in innovation. However, the Alliance for Aging Research believes that the
inclusion of a "reasonable pricing" clause in the model NIH CRADA agreement serves
the contrary effect of driving business away from these critical partnerships.

Congress decided the public interest when it passed the Federal Technology
and Transfer Act (FTTA) of 1986, and that law contains no mention of a reasonable
pricing structure. To the contrary, to stimulate technology transfer, the FITA
authorizes the Federal government to enter into CRADAs with industry and provides
incentives to both the Federal scientists and collaborating companies to do so. As
discussed at CRADA Forum I, the reasonable pricing clause in the model agreement
has deterred private companies from entering into CRADAs with the NIH and has
caused pharmaceutical companies to refuse to provide NIH researchers with drugs to
use as research tools.

Because government resources are being used to conduct the research the
CRADAs are based on, the government should be compensated with fair and
equitable royalties from cooperafive arrangements. Industry must be prepared to
negotiate fairly and honestly with government-funded researchers. Collaborative
research that leads to healthy aging enriches lives, saves health care dollars, and
ultimately benefits the American taxpayer. The Alliance urges the government to
look beyond standard pricing and regulatory measures that inhibit industry
cooperation and try bold, new experimentation in seeking arrangements fo spur new

health products as well as protect the investment of tax dollars.
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My name is Chris Doherty. I am a health care attorney
and serve as the Washington Director of the New England
Biomedical Research Coalition. Previously, I worked in the U. 8.
Senate for nine years with Senator Edward Kennedy and for two
years 1in Massachusetts state government.

The Coalition is an affiliation of New England teaching
hospitals, universities, independent research institutes, health
care companies and patient advocacy groups dedicated to
preserving and fostering the collaborative biomedical research
enterprise. A Board Member of the Coalition, Dr. Louis Lasagna,
Dean of the Tufts Sackler Schocl of Graduate Biomedical Sciences,
submitted a written statement for the record at the first NIH
CRADA Forum.

Before drawing any conclusions on the issue of price
clauses, I hope the panel and the NIH will step back and remember
Congress’ major considerations in deciding to promote technelogy
transfer among government, industry and academe. Congress' dgoals
were to: 1) encourage technological innovation on behalf of
American citizens; 2) enhance the international competitiveness
cof American industry; 3) maximize Federal research efforts; and
4} increase the level of public benefit from Government-sponsored
research. The stated purpose of the Federal Technology Transfer
Act (PTTA) is to "improve the transfer of commercially useful
technologies from the Federal laboratories and into the private
sector. "

The FTTA contains nothing about reasonable relationship
of price or price restrictions. On the contrary, it provides
royalty payments and cash awards for government scientists in
recognition of the fact that such financial incentives will
enhance commercialization. Further, during deliberations on the
bill, Members of Congress explicitly acknowledged that the law
was designed to be a "boon to industry" and a stimulant to
innovators and entrepreneurs.
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Oour Cocalition does not advecate that NIH or any cother
federal laboratory lose the capability to write restrictions on
price into a negotiated agreement. However, we do believe that
such a clause should not be in the standard agreement. Because
there is no legislative basis for it, such a clause should be an
item for negotiation only. The law does not compel it and no
octher federal laboratory requires it.

Lessons on how to structure such agreements properly
can be drawn from the more mature system of collaborative
agreements between non-government research institutions and
private industry. Collaborations between NIH and private
industry are of more recent vintage, and only one has resulted in
a product. These collaborations are primarily scientific in
nature and their success largely depends on the development of a
close working relationship, and the free exchange of ideas and
information. Substantial attention is devoted to the design and
implementation -of the scientific aspects of collaborative
projects and progress can and should be made toward simplifying
the process and making it more attractive and accessible to
smaller companies. NIH is doing that.

An important point that must be emphasized is that
these ccllaborations invelve important business issues -- issues
that are nct always clearly understood, but that must be sensibly
addressed if collaborations are to succeed. Over the past
decade, universities and research institutions have come to
recognize and address the commercial realities of successful
collaboration. They have acknowledged the importance of
exclusive licensing, and have developed a relatively uniform
approach to the negotiation of royalties and other licensing fees
in sponsored research agreements. Unilversities have also
recognized the critical need for flexibility in the negotiation
of terms and conditions governing collaborative relationships.

Though we recognize that federal agencies differ from
non-profits in many important ways, in their role as scientific,
research and business partners with private industry, federal
agencies should pattern thelr policies on those that have been
developed, tested and proven by universities over the past twelve
years. Federal agencies and others engaged in this debate must
recognize -- as the universities clearly do -- that no two
collaborative projects are identical. In fact, many involve a
number of unique circumstances that must be taken into account in
negotiating the respective responsibilities of the collaborators,
as well as the attendant business arrangements. For example, in
some cases a techneology may not be patented or patentable. Thus,
the government would have no ability to transfer intellectual
property rights to its private-sector partner. In these cases, a
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number of terms and conditions in the standard wmodel CRADA do not
make sense. For example, the standard exclusive licensing and
royalty provisions are useless because there is ne patent to
license. 8Similarly, the so-called "reasonable pricing" clause,
is likely to be inappropriate in this context.

Parties tc these agreements should be able to negotiate
terms and conditions that reflect the commercial realities of the
gsituation, and to strike a fair balance between their respective
interests. Some argue that the reasonable pricing clause should
be eliminated altogether. Others, critics in the Congress and
elsewhere, propose that additional restrictions be placed on
private-sector CRADA partners. Our Coalition believes that a
balance can be reached by retaining flexibility at the laboratory
director and agency level to include "reasonable relationship to
pricing® language in CRADAs where it is warranted. Making it
mandatory drives away industry partners. We oppose changes in
the CRADA process that unreasonably limit discretion to tailor
terms and conditions to the particular circumstances of each
collaborative research project, or to provide meaningful
incentives necessary to attract private-sector research and
development partners.

The_Future Of Technology Transfer

In considering these policies, the CRADA Forum
panelists and staff at NIH should look to the future. Perhaps
there are ways to further enhance the goals of the technology
transfer program by providing more incentives for members of the
collaborative research enterprise to enter inte important CRADAS
that currently have no sponsors. There are many examples of
impeortant research projects that need more collaborative funding
and resource pocling -- the development of anti-addiction
therapies at NIDA; BAIDS vaccine research at NIAID; the
performance of long-term chemc-prevention trials at NCI -- to
name a few.

If Congress decides to amend the Technology Transfer
Act of 1986 we advocate that it do so to add incentives to funnel
more private money into research. One of our technology transfer
policy’s greatest successes has been getting industry more
involved in the funding of basic research. The policy has
contributed to a significant increase in the funding of
university R&D by industry. 1In the past decade, industry support
of public and non-profit research grew faster than did any other
source cof funding. Since 1971, the portion of U.S. industry R&D
expenditures geoling to academic institutions has nearly doubled.
Greater government scrutiny and interference with funding
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arrangements that it first set out to encourage, is not what we
need to continue this funding trend.

Government oversight of industry’s funding of
collaborative biomedical research must reflect certain basic
principles. First, basic regearch does not pay for itself. As
Federal funding for such research declines, universities and
research labs must retain the flexibility to negotiate agreements
that attract industry funds. Second, innovations do not reach
the marketplace by themgelves; if industry l1s not allowed to
profit from bringing innovative products to market, they will not
be commercialized. Government should not deny business the
incentive to take substantial risks that only comes from
commensurate financial returns. Third, when taxpayers enjoy a
return on their invegtment in basic research, the form of that
return is the availability of innovative technelogies and
products to improve their quality of life and the lives of their
loved ones. This is the kind of return envisioned by Congress
when it identified the benefits of technology and industrial
innovation: ‘'improved standard of living, increased public and
private sector productivity, creation of new industries and
employment opportunities, improved public services and enhanced
competitiveness of United States products in world markets."

Finally, these are not the best of times for the
collaborative research enterprise. A recent "Government-
University-Industry Research Roundtable" report concludes that
"[Clurrently, there is considerable distrust by each party of the
other’s good faith, and doubt regarding the extent of
constructive planning." The report goes on to state, "[Tlhere is
a need to recreate a sengse of partnership, trust, and shared
vision among government, universitites, and industry about what
we as a nation wish to accomplish." I hope that this Forum will
go a long way towards recreating that necessary sense of
partnership.

On a daily basis, scientists and physicians work, and
patients and their loved ones watch, filled with hope that a new
scientific breakthrough will bring a cure or treatment for
illness. I have a personal stake in biomedical research. A
loved one of mine has recently been diagnosed with an incurakle
disease. I sincerely hope that the researchers here and in the
hospitals and private industry will do all they can, together, to
conguer the disease. If not in time for her, then for me and
you, and for all of our children. Thank you.
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TESTIMO Y OF DIRECT ACTION FOR TREATMENT ACCESS
ON NIH 'FAIR PRICE' CLAUSES

Direct Action for Treatwent Access (DATA) is a national
patient advocacy orijenization centered in Pals Alto and San
Francisco Californi:. DATA is committed to dzfending patient choice
in treatment option: and teo improving research and regulatory
incentives forr deva .oping new treatments for AIDS, cancer,
Alzheimer's and oth:r saricus diseases.

We are conce:rned that de facto price contreols in the so called
"fair price" clause:; attached to National Institutes of Health (NIH)
intramural cooperat. ve regearch and development agreements (CRADAS)
defeat the purpose of Cingress in funding NIH research for seriocus
diseases. That purj:use lils to generate products that can extend and
improve the livesg o patients. Thig can be achieved only if NIH
reaearch is transfeired to private firms that develop products which
are eventually appr«ved by FDA and used to treat to patients.
Increasingly, privaie firms are refusing NIH “echnology transfer
agreements containily 'fair price' clauses.

Congress has rejected a similar de facto price control scheme:
the Clinton Adminisiration's proposal for a "bhreakthrough drug
conmittee." As a 1'esult, it has become clear that NIH's "“fair
price" policy lacks & Congressional mandate, NIH enacted the policy
by administrative flat; NIH should now heed the intent of Congress
and terminate the ptlicy by fiat.

In addition to controverting the good purposes of Congress,
NIH 'fair price' clizuses impede our national effort against AIDS,
The Public/Private lssues Subcommittee of the National AIDS Task
Force has identified NIH's 1) "fair price" clauses and 2) its
raefusal to grant ex< lusive patent licenses as major barriers to the
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rapid developmant o! treatmencs for HIV/AIDS. Moreover, the barriers
are not confined to HIV ' 'AIDS. These same unwise CRADA policies
inpede development ,i treatments for cancer, Alzheimer's, and many

other diseases.

The "fair pr .ce' :la: .2& and lack of exclusive licensing
affect every therap:itic pr et using intramural NIH research, even
where the role of *i:t ves2as a i3 minor., Because of the "fair
price" clauses on <. .4Eas  hirech and drug companies are bypassing
NIH research. Bilo .¢h inve.cers balk at financing development of any
product subject to :rice controls., And major drug compahies seek to
avert agonir~.ng CRAlA ordeal: such as Bristol~Myers endured at the
hande of xep. Ronald Wyden cver taxol., The number of CRADAs has
falle . sharply. Indsed, four of the largest research pharmaceutical
ce-.panies, led by Marck, hava told NIH that they plan to forgo new
CRADAS an=il the "filr price” clauses are removed. Thus, price
controls attached . CRADAs are obstructing development by the
biotech and drug incustries of new treatments utilizing NIH

resoarch.

NIH official: have stated that several promising AIDS and
can~er Glgcoveries rade intramurally at NIH are not being developed
irzo t.eatments bac:iuse of the 'falr price! ¢lause., Fluorinated ddcC
‘z an .xample. Thi: 3irug promises the efficacy of hucleoside
anelogue antivirals without their toxicities. All eurrently approved
nuclieosides have seivnre toxicities which can either damage patients!
guality of life or force them to stop treatment., Because of the
‘fair price'’ clauses, AIDS patients are denied the benefits of
fluorinated 44C and iforced to take drugs that are more toxic and,
possgibly, less effective. wue falr price' clause w=y pe shortening
the lives of people with AIDS and 1increasing their guffering. Surelv
this 1s not what Ceriyress wants.

Why do privaite investors react so strongly against NIH's
defacto price contrcls? oOrdinarily, biotech sand drug companies must
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invest between 5 ani 20 times as much as NIH to develop a product
from NIH research. Moraover, tha companies must assume the entire
financial risk. Insestorg simply will not put up most of the money
and assume a high risk unless that risk is balanced by the chance of
high gains: price ¢introls are designed to eliminate high gains.

NIH already jete falr compensation for its contribution
through its royalty system, "Fair price" clauses, however, have
nothing to do with ’sir compensation. They are imposed for
extraneous political resasons. Indeed, they prevent fair compensation
for important researvh by thwarting its develspment.

What is the :olution? "Fair price" clauses, DATA suggests,
must be limited to :lose few instances where NIH Bethesda does the
entire research and cevaelopment, and the company marketing NIH's
product shoulders no risk. All other NIH technology transfer
agreements should grant exclusive patents and be subject only to fair

royalty adreements.

NIH must not let de facto price controls sideline ressarch
that could improve lle prospects or ease the suffering of people
fighting AIDS, cancer, Alzheimer's, and other terrible diseases. It
is time for NIH to put these courageous people first.

Thank you fo: your thoughtful congideration of DATA's

concerns.,

JAMES DRISCOLL, PH. D,
DIRECTOR FOR POLICY
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American
Autoimmune

\ Related Dizaases Associaion, Inc.

A nonprofit associotion bringing o notional focus to autoimmunity, the mojor cause of chronic diseases

STATEMENT OF VIRGINIA T. LADD, PRESIDENT & EXECUTIVE DIRECTOR
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NATIONAL INSTITUTES OF HEALTH CRADA FORUM I

SEPFTEMBER 8§, 1994

Good afternoon. My name is Virginia Ladd. I am the
President and Executive Director of the American Autoimmune Related
Diseases Association, Inc. (AARDA), a nonprofit national organization
aedicated to addressing the problem of autoimmunity, one of the major
causes of chronic disease. AARDA was founded because there was no
organization, institution or national voluntary health organization
focused unilaterally on autoimmunity and the manifest problems
commonly associated with all autoimmune diseases. The primary goal
of AARDA is to center national attention on a collaborative effort
toward research, funding, early detection and, ultimately, a cure for
autoimmunity and its related diseases. Because of our commitment to
this goal, we are strong proponents of biomedical research and,
focusing on the subject of this forum, of collaboration between
government and industry in the search for treatments and cures.

In people with autoimmune diseases, the immune system
is unable to distinguish between foreign and natural substances in the

body resulting in the immune system attacking healthy tissue and

Michigan National Bank Bidg. = 15475 Gratlot Ave. « Datrolt Michigan 48205 » Phone (313) 371-8600 » Fax (313) 372-1512
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organs. In short, the immune system turns on the "self,” causing a variety of diseases and
conditions that are categorized as autoimmune. There are more than 80 known autoimmune
diseases (including lupus, rheumatoid arthritis, juvenile diabetes, and multiple sclerosis) and
approximately 50 million Americans suffer from one or more of these diseases.

We understand that participants in the July 21 CRADA forum -- including
industry representatives, members of the AIDS Drug Development Task Force Public/Private
Issues Subcommittee, and NIH officials -- concluded that the inclusion of a so-called
"reasonable pricing clause” in the standard NIH CRADA agreement acts as a barrier to
collaborative biomedical research. As such a barrier, AARDA believes that the reasonable
pricing clause should be removed from the standard agreement. When appropriate, however,
on a case-by-case basis, the government should reserve the right to negotiate the inclusion of a
reasonable pricing provision in particular CRADA agreements -- just ag the government
negotiates royalties, resource allocation and other important conditions,

AARDA agrees that a mandatory reasonable pricing clause drives away industry
parmers. We urge the NIH to allow individual laboratory directors the discretion to negotiate
some reasonable pricing language in those CRADAs where it makes sense. If NIH is unable or
unwilling to negotiate such agreements they should be able to contract with private consultants
who know how to negotiate. New layers of bureaucracy should not be involved in the process.
Faced with the disincentive presented by a pricing provision in the standard CRADA agreement,
several companies have opted out of the CRADA process, including many small companies with
novel and promising approaches. In turn, the development of effective therapies for
autoimmune disorders that could possibly alleviate the suffering of millions of sick Americans

may have been needlessly delayed or missed altogether.
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GOVERNMENT PURCHASING PROJECT
PC BOX 15446
WASHINGTON, DC 20036
202/387-8054

Secretary Donna Shalala September 8, 1994

Department of Health and Human Services
200 Independence Avenue, S.W.
Washington, DC 20201

Dear Secretary Shalala:

The Government Purchasing Project writes to express its support for a
regsonable pricing clause in contracts which transfer rights in federally
funded pharmaceutical research to the private sector. We believe that a
reasonable pricing mechanism is necessary for several reasons.

First, if the reasonable pricing mechanism is eliminated, the price
consumers pay for many drugs will increase. In some cases, government
funded programs such as Medicare and Medicaid pay for a majority of some
specific prescription drug purchases. The elimination of a reascnable
pricing mechanism will cause an increase in the monies spent by Medicare
and Medicaid for those prescription drugs that formerly would have been
subject to a reasonable pricing mechanism. Federal and state government
purchases of drugs is significant if cne ccnsiders all the expenditures
made through Medicare; Medicaid; jails and prisons; students at state
colleges; state-run institutions for the blind, handicapped, elderly,
insane, deaf, retarded and disturbed, etc; and for participants in infant
and maternal health programs and other government subsidized clinics for

the poor.

In addition, the resulting increase in government spending described above
may violate the Gramm-Rudman Section of the Budget Enforcement Act of 1940,
Therefore, we believe the Office of Management and Budget should be
consulted before NIH, makes a final decision concerning the elimination of

the reasgonable pricing mechanism.

The elimination of the reasonable pricing mechanism will have an adverse
impact on contrelling health care costs. It will have a particularly
significant adverse impact on government spending if and when a national

health insurance system is created.

Further, the country’s population is aging and with age, use of
prescription drugs increases. Thus, the elimination of a reascnable
pricing mechanism will subject an increasing number ¢f people tao increased

medical costs.

For all of these reasons, we urge NIH to maintain and strengthen the
reasonable pricing mechanism for federally funded pharmaceutical products.

Sincerely -

A e
Eleanor J wWis
Director
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Pricing of Drugs
Developed with Public Funds

Comments Presented to the Second NIH CRADA Forum
September 8, 1994

James Love
Director, Taxpayer Assets Project

P.O. Box 19367, Washington, DC 20036
voice: 202/387-8030; fax: 202/234-5176; internet: love@tap.org
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L. Introduction

My name is James Love. I work for the Center for Study of Responsive Law, where
I am Director of Economic Studies and also the Director of the Taxpayer Assets Project
(TAP), a group created by Ralph Nader to monitor the management and sale of government
property, including intellectual property rights from government funded research.
Beginning in 1991, TAP has undertaken a number of studies of the federal government's
role in funding research and development for pharmaceutical drugs, I have presented
testimony or comments on this subject to the U.S. Congress on several occasions, and I
have written articles for public policy, trade and general interest publications. Prior to
joining the Center for Study of Responsive Law [ was senior economist for the Frank
Russell Company, a large pension funding consulting firm, and [ have held teaching and
research positions at Princeton University, Rutgers University, and the National Bureau of
Economic Research.

We are pleased that NIH is holding a second forum to solicit advice and
recommendations from the public on the agency's use of Cooperative Research and
Development Agreements (CRADAs), The first forum, held on July 21, 1994, was
principally a forum for pharmaceutical and biotechnology companies to register objections
to the NIH model reasonable pricing clause, which is included in some NIH CRADAs,

One presumes, based upon the published notice and Draft Mandate, that this second forum
is designed to provide additional balance to the comments provided by the industry at the
July 21 forum.

II. The Timing and Notice of the Second CRADA FORUM

The Draft Mandate says that the NIH Director is asking for recommendations from
"primarily consumers and other public interest groups." However, the presentations and
advice received today will necessarily be limited, because the notice for the meeting was
issued in late August, during peak vacation time, and the forum is being held three days
after labor day, Because of the short timetable, consumers and public interest organizations
have not been given an adequate opportunity to prepare for this meeting,.

We ask that NIH give the public an additional 60 days to prepare comments on this
important topic.

IIl,  The Framing of the Issue

While the Draft Mandate for this Second CRADA forum says that the meeting will
be "solely on 'reasonable pricing'", the organization of the three "issues" and panels are
largely framed in the terms emphasized by the industry, which wants to eliminate the
reasonable pricing clause, and persuade NIH officials to consider negotiated royalties or
simply the availability of the drug as only public interest returns on the public's
investments.
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The first panel at the September 8th forum is asked if the public investment in R&D
is "adequately reflected through the payment of royalties and the expeditious development
of new products,” or if NIH should be "involved in 'downstream’ issues of marketing and
distribution, such as the pricing of such products?” The second panel appears to be asked
what types of royalty payments should be negotiated with the industry. Only the third
pane! focuses entirely on the reasonable pricing clause, and then only with a highly selective
set of questions which focus on the potential conflicts between reasonable pricing and
product development -- a trade-off which does not exist at all for some government funded
drugs.

NIH could have organized the forum much differently, and indeed, if NIH had
bothered to work closer with its critics, it would have avoided the appearance of yet another
one-sided assault on the reasonable pricing clause. For example, the three panels could
have been asked to consider such questions as:

* If a firm obtains rights to an invention developed principally with public funds,
should the company be free to charge consumers what ever the market will bear,
without limit?

* What can be done to prevent the public from paying twice for drug development,
first as taxpayers, and then as consumers?

* Should the government routinely collect information on the economics of drug
development and marketing, for those drugs developed with significant public
support! For example, should the government obtain information on the annual
sales revenue, manufacturing costs and marketing costs for ddl or Taxol?

* For those drugs which are developed with significant public support, how much of
the sales revenue is obtained from patients who are insured by the government,
through medicaid, medicare, the military or other programs?

* How should the public's investment in drug development be valued, when compared
to the industry's investments? For example, should the government's investments be
adjusted for risk, inflation and the time value of money, similar to the methodology
typically used to reckon the private sector's costs of drug development?

* Was the methodology used by NIH to evaluate the "reasonableness” of the price of
ddl or Taxol a good one? (Under this methodology, a drug such as levamisole could
be increased in price by more than 1,700 percent and still be considered reasonably
priced.)

* Should NIH use the median prices of drugs used for similar therapeutic purposes as a
benchmark for a reasonable price? What if 95 percent of the cost of the drug's
development was paid for by the taxpayers?
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If NIH framed the reasonable pricing issue with questions such as these, the
discussions would likely focus on constructive changes in the administration of the
reasonable pricing clause, rather than a debate over whether or not to eliminate the clause.

IV.  Why is the NIH Reasonable Pricing Clause Important?

Industry's heated opposition to the NIH reasonable pricing clause must seem like a
mystery to some observers, On the one hand, the pharmaceutical industry is making
extravagant assertions that the government's role in new drug development is extremely
minor compared to that of private industry, and yet at the same time industry groups are
becoming increasingly strident over the grave dangers of NIH reasonable pricing agreements
for NIH research projects which involve NIH funded staff or contractors. If the
government's role is as minor as we are constantly being told by the industry, then why is
there so much industry concern about a fair pricing clause that only applies when the
government is directly involved in the research?

Indeed, the NIH reasonable pricing clause, which has only been used in NIH
CRADASs and patent licenses, does not apply to the more than $7 billion per year in grants
and contracts to Universities and other institutions who obtain patent rights under the
Bayh-Dole Act.

Why then is the NIH reasonably pricing clause so important? The answer is two
fold. First, the one fifth of the NIH research budget which is spent on intramural research
is a substantial amount of money that is highly productive in terms of new drug
development. The new drugs which are developed with direct NIH involvement are
important in terms of their efficacy, innovation and the severity of the illnesses which they
treat. Unfortunately, because of the innovative nature of the drugs and the severity of the
illnesses, companies know that it is possible to charge very high prices, as indicated by the
prices of new drugs such as Ceredase, which costs some patients more than $500,000 for a
year of treatment. Since a single new drug can generate billions of dollars in revenue, even
if it has a tiny population of users, companies want to preserve as much pricing flexibility as
possible.

Secondly, the existence of any reasonable pricing mechanisms creates a model which
may someday be applied in broader applications. Apparently the current Congress isn't
prepared to regulate drug prices, but if the "roll out" prices of drugs continue to soar and
the cost of drugs becomes an increasingly important component of the nation's health care
bill, there may be efforts to limit marketing exclusivity under the Orphan Drug Act,
exercise government march-in rights under the Bayh-Dole Act, or apply price controls
across the board when drugs are priced excessively. Before such actions are likely, the
government will have to confront the thorny issue of a reasonable pricing methodology.
The existence of a methodology for determining the reasonableness of a drug's price is thus
perceived to be an important step toward broader efforts to reduce drug prices.
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V. Will reasonable pricing mechanisms reduce industry investments in pharmaceutical

R&D?

The pharmaceutical industry has raised the specter of huge reductions in industry
R&D efforts if the government engages in any attempts to regulate drug prices, including
those drugs developed with government support. This is an important question, which
deserves thoughtful analysis. Of course, if all variables are held constant, except that drug
prices are reduced, there will be a negative impact on private sector new drug R&D of some
unknown magnitude, But, this simplistic scenario is not appropriate for several reasons.

1. The need for efficient R&D incentives.

First, there are limits on the public's ability to pay for drugs and new drug research.
If that was not true, we would instantly increase the NIH budget by large multiples and
cease all efforts to reduce drug prices through the use of generics, formularies, or other
mechanisms. Attempts to control expenditures on pharmaceuticals are necessary, not
because of moral outrage over drug company profits, but because as taxpayers and
consumers we have limited resources. While everyone wants to encourage the private sector
to participate in new drug R&D, it is important to consider the efficiency of the various
financial incentives that reward industry R&D investments.

If a drug company is allowed to earn what amounts to a windfall on a government
funded drug invention, it will have profits that may or may not be reinvested in R&D, But
the effect of giving this windfall to a drug company is similar to dropping money on the
company from an airplane - it may have some impact on future R&D, but the incentive is

highly inefficient.

Most of the companies which now obtain NIH licenses and CRADAs are large and
face few liquidity constraints. R&D investments are forward looking. Current R&D
spending will be funded if and only if the company expects future returns to be adequate.
One might conceivably argue that companies expect to receive these windfalls from
government funded drugs as a reward for R&D investments, but the evidence doesn't
support even this rationale, The NIH has not linked the windfalls on government funded
drug inventions to a company's past or future R&D performance. Bristol-Myers Squibb, for
example, is a frequent beneficiary of government funded cancer research, despite the fact
that the company has little to show for its own cancer R&D program.! Rather than award
windfalls to companies who obtain government funded drug technology at bargain
basement prices, the government should target its incentives toward those companies who
invest and succeed in the R&D process.

"While Bristol-Myers Squibb is the world's largest vendor of cancer drugs, and by far
the largest vendor of cancer drugs developed by government funded research, it has yet to
discover a cancer drug on its own.
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2. In a wide range of important cases, changes in drug prices wiil not delay or
discourage development.

When the government's role in funding a new drug invention is extensive and the
government controls the intellectual property rights, it can negotiate a lower consumer price
without prejudicing the commercialization of the drug. For example, in the cases of ddI and
Taxol, the government funded the preclinical research, sponsored the clinical trials, and
controlled the intellectual property rights,? NIH could have awarded the ddI license or the
Taxol CRADA to the firm that offered to charge the lowest consumer price or agreed to a
pricing formula that would have benefited consumers, subject to whatever diligence
requirements NIH believed were necessary.

We recognize the drug development process is complex, and in some cases it may be
appropriate for NIH to waive or modify the fair pricing agreement, particularly when the
government's contribution to the drug's development is minor or when NIH does not
control the intellectual property rights.” However, there are both hard cases and easy cases,
and the existence of hard cases should not provide a rationale for eliminating the reasonable
pricing clause for both the hard and the easy cases,

3, The government can balance reasonable pricing or cost containment mechanisms
with other instruments which increase investments in new drug R&D,

The NIH reasonable pricing clause is only one of several mechanisms that the
government can use to control health care costs. Among the range of options are broader
review of drug prices patented under the Bayh-Dole Act, loss of exclusive marketing rights
under the Orphan Drug Act, deeper Medicaid and Medicare discounts, use of generic drugs
and formularies or a general program of compulsory licensing or price controls for
pharmaceutical drugs which do not face effective price competition. All of these
mechanisms are designed to lower current expenditures on pharmaceutical drugs, and this is
expected, in some measure, to reduce incentives for new drug R&D. Of course, if Congress
extends insurance coverage for pharmaceutical drugs, this will increase demand and increase
R&D incentives. Since the exact terms of any new health care are highly uncertain, it is
difficult to predict what new initiatives will be enacted and what the net impact of will be
on R&D. However, there are clearly other measures which can more than compensate for
any negative impacts. For example, earlier this year several members of the U.S. Senate
proposed that one percent of all health care premiums be devoted into a fund for health
care R&D, vastly increasing the current level of federal support for health care R&D,

?These included a patent for ddI and exclusive rights to patient records for Taxol.

’0Of course, NIH already has the authority to do this, and has often modified the model
reasonable pricing agreement, even when there was no apparent rationale for the changes.
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A somewhar different R&D proposal was discussed at a July 27, 1994 hearing of the
Senate Committee on Governmental Affairs on the topic of pharmaceutical pricing. Dr.
Peter Arno and James Love both separately recommended that the federal government
require drug companies to reinvest a minimum percent of their gross sales into R&D
projects. TAP recommended a 20 percent minimum R&D reinvestment, although this
number could be subject to debate or change. What is important about this proposal, or
the Senator's one percent of total premium's proposal, is that the government can guarantee
that R&D levels are as high as are socially optimal. Indeed, if every company was required
to reinvest 20 percent of revenues from pharmaceutical sales into new R&D projects, every
generic drug company would become a source of venture capital for research on new drug
therapies. While the government would set a minimum level of reinvestment, the
companies would be free to follow market forces in choosing particular investment projects,

as they are today.

Similar proposals are being considered elsewhere. A proposal regarding targeted
R&D reinvestment was made by the Eastman Commission in Canada in 1985, although it
was never implemented. We have urged national R&D royalties or R&D reinvestment
requirements in Argentina and Brazil, two countries that are currently considering sweeping
changes in laws regarding intellectual property rights for pharmaceutical drugs.*

V1.  Higher royalties are not a substitute for a reasonable pricing clause.

While there is widespread amazement that NIH royalty income is so low, given the
huge amounts of government R&D in pharmaceutical development, there is no support
outside of the pharmaceutical industry to replace the reasonable pricing clause with higher
royalties. Taxpayers have some interest in higher government rovyalties, particularly insofar
as exports of the technology are concerned, but the overwhelming issue remains the prices
the public faces as consumers. Any serious effort to get the government to recoup its

* Argentina and Brazil do not currently recognize patents on pharmaceutical drugs,
Both countries are facing pressure from the United States to enact new patent laws., The
United States negotiators are asking both countries to adopt provisions which are more
strict than are required by the new GATT, and in respects, more strict than now exist for
members of the European common market or in the United States. Brazil, which has a
minimum wage of $65 per month, expects to face significant increases in the prices of
medicines, as a result of the changes in the patent laws, My comments about the Argentina
situation were made to a meeting of the Argentine Congress on May 10, 1694, and in May
12, 1994 comments delivered at the International forum on "Health Care Reform in the
United States and the Situation in Latin America," held in San Carlos de Bariloche,
Argentina, sponsored by the Centro Industrial de Laboratories Farmacéuticos Argentinos
(CILFA), and the Association Latinoamericana de Industrias Farmacéuticas (ALIFAR). The
written statement from the May 12, 1994 meeting is available upon request.
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investments through royalties will fail on several counts. Among the more important
considerations:

- Efficient royalty schemes would be complex, and in many important ways, even more
complex to administer than a reasonable pricing clause.

. Truly aggressive royalty schemes would present a conflict between the nation's public
health goals and its revenue maximization strategy. Should the government be party
to a policy that denies poor segments of society access to a therapy in order to
increase government royalties?

. Patients who have already paid for research as taxpayers will object to being asked to
pay a second time as consumers,

From the standpoint of economic efficiency, the marginal cost of making a new
pharmaceurical technology is often extremely low, and policies which artificially raise prices
above marginal costs will reduce social welfare. When the R&D was funded by the
taxpayers, the public interest is best served by policies which lead to lower consumer prices,
not higher prices.

VII.  Reasonable Pricing Methodology.

Over the past several years I have come across several versions of the NIH "model"
reasonable pricing clause. The one distributed at the July CRADA forum read as follows:

NIH have a concern that there be a reasonable relationship between the
pricing of a licensed product, the public investment in that product, and the
health and safety needs of the public. Accordingly, exclusive
commercialization licenses granted for NIH intellectual property rights may
require that this relationship be supported by reasonable evidence.

This model language is often modified through negotiations. The january 13, 1988
NIH license with- Bristol-Myers for the development of ddI read as follows:

LICENSEE acknowledges the concern of the Government that there be a
reasonable relationship between licensee's pricing of Licensed Product and the
health and safety needs of the public and that this relationship be supported
by evidence.

The reasonable pricing clause for the National Cancer Institute's January 1991
(NCI)/Bristol-Myers Squibb Taxol CRADA read:

B-34 Appendix B



NCI has a concern that there be a reasonable relationship between the
pricing of Taxol, the public investment in Taxol research and development,
and the health and safety needs of the public. Bristol-Myers Squibb
acknowledges that concern, and agrees that these factors will be taken into
account in establishing a fair market price for Taxol.

What happened to the "model" language! In the case of ddl, NIH removed the
phrase "the public investment in that product." In the case of Taxol, the government
removed the phrase about providing "evidence" to the government to support the
reasonableness of the price. Both changes significantly weakened the provision.

In February 24, 1993 hearings before the Senate Committee on the Aging, then NIH
Director Dr. Bernadine Healy was stung by criticism of the agency's feeble efforts to obtain
lower prices for NIH funded drug inventions. She described the NIH reasonable pricing
clause as though it had religious significance.

The difficulty with the reasonable pricing clause is it was a spiritual statement.
It was a statement of trust, of understanding that we thought that the
companies should recognize the public investment, but in fact, if you look at
the contractual agreement, there are no teeth. There is no mechanism at
NIH for enforcing it. There is no contractual responsibility on the part of
any of the partners to divulge information that would lead to a mechanism to
achieve a price. There is not articulation of what pricing strategy might even

be. ...
In response, Senator Cohen and Dr. Bernadine had the following exchange:

Senator Cohen, When you say it is a spiritual thing, or a spiritual provision,
it is really a meaningless provision, is it not?

Dr. Healy. 1 think spiritual things are very meaningful, but they aren't
necessarily things you can put your arms around and act on and implement.
I think that we believe at NIH that the statement that the public should have
a return on its investment is an important thing to articulate in those
relationships, even if we don't have the ability to function as a regulatory
agency and even if we don't have the ability to put together the teams of
economists and lawyers to figure out a price.

Senator Cohen. Let me not engage in any kind of teleological argument with
you about the value of spirit in our lives, Let me suggest to you that when
the Government undertakes to put provisions in a contract which give the
appearance that we are concerned and that we are going to insist upon
"reasonable prices,” when in fact we have no expertise, no basis, no ability to
determine what a reasonable price is. We have no way to monitor what a
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reasonable price is and no mechanism to enforce it. We are doing a greater
disservice than by not having a clause in any event, because we are giving the
appearance that we are doing something in fact, when we are doing nothing.

The problems in the present NIH fair pricing clause were well documented in the
February 24, 1993 Senate hearing as well as in several hearings held by Representative Ron
Wyden's House Subcommittee on Regulation and Technology. Rather than repeat
criticisms that we have provided elsewhere, I will focus on the particular factors which are
important for rehabilitating the usefulness of the reasonable pricing clause.

From the point of view of the contract language, it is fair to say that the model
language is quite vague with respect to pricing methodology. Of course, NIH did itself no
favors by weakening the clause in the ddl and Taxol contracts, particularly since the
government was in a very strong bargaining position in both cases. Indeed, even with the
modified contract terms that were used for ddl and Taxol, NIH still retained a good deal of
power to insist on a much lower price. The evidence, however, suggests that NIH's
principle problem was not the contract clauses, but the agency's lack of resolve in getting a
better price for consumers. It is fair to say that many NIH officials are so hostile to the
reasonable pricing clause that we expect them to actively sabotage the provision. One
wonders how much matters would change if even a small fraction of the money to pay for
the NIH developed therapies was paid for from the salaries of the NIH officials who are
responsible for the reasonable pricing clause. We have concluded that many of the high
paid NIH officials, all of whom enjoy excellent health care benefits, have little appreciation
for the burdens faced by citizens who earn lower salaries and pay for medications out of
pocket. The Secretary of Health and Human Services should consider a reorganization
which places the responsibility for the reasonable pricing negotiations in the hands of an
agency outside of NIH that has a clearer mandate to protect consumer interests,

The industry has rightly pointed out that the extremely vague language in the
present model reasonable pricing clause presents uncertainty. Of course, the industry is
unlikely to welcome reductions in that uncertainty, if a new more detailed methodology
results in lower drug prices. Nevertheless, it is important to move beyond the "spiritual”
statements of the present clause, to a more concrete methodology.

In order to move forward, beyond this increasingly tiresome debate over whether or
not to control prices, it is a good idea to establish some basic concepts.

1. Information is important.

The government cannot do a good job of evaluating the reasonableness of a drug
price without better data. One type of very useful data is the cost of R&D, disaggregated
by key benchmarks, such as Phase I, II or IIl clinical trials or pre-clinical investments. The
federal government has historically funded one fourth to one fifth of all clinical trials,
These data alone would make a very useful database, but it would be even more useful if
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the government had the power to compel reporting by the private sector as well. The
government needs to collect and evaluate data on the probability of moving from one stage
of R&D to another. There is also a great need for data on prices and sales revenues and
production costs. Of course, NIH can obtain information of this type through contractual
provisions, but the broader reporting under a statutory authority to compel disclosures
would be preferred. Of course, it should be added that the price and sales revenue data are
already available to the industry from private vendors such as Dun and Bradstreet's IMS
service, and the industry already discloses detailed R&D data to its own trade associations
and academic consultants, so the government would hardly be breaking new ground by
compelling disclosure to the government.

2. Think globally.

The relevant market for pharmaceutical drugs is international. The relevant drug
revenues are from international sales, not domestic sales. The government should routinely
collect and study drug prices from other countries, including countries that use compulsory
licensing to lower drug prices. The U.S, government should work with other countries to
coordinate its data collections, and to set goals for sharing the burdens of R&D.

3. Reward companies for value added contributions to research.

In Taxol and ddlI the government made a fundamental error. It evaluated prices
based upon the costs of other drugs, rather than the value added contributions of the
license holder or CRADA partner. It makes little sense to allow a firm that contributes one
percent of the expected R&D costs to charge the same price as a firm that contributes 80
percent of the expected R&D costs.

4, Reward risk taking,

Investments in the riskier stages of development are more valuable than investments
in more mature development stages. QOut of pocket investments should be adjusted for risk.
These rules apply to both the government and company investments. To appreciate these
risks, the government needs to collect and analyze data on the R&D process, disaggreated
by key R&D benchmarks, and to consider expectations rather than ex post results.

5. Don't underestimate the value of the povernment's research.

Industry consultants make generous adjustments to out of pocket investments, to
reflect risks and the time value of money. For example, when the industry invests $1 in
Phase [ trials, the investment is counted as $11, to reflect inflation, risks and lost profits.
Government officials report taxpayer investments in nominal terms, without any
adjustments at all. This gives a distorted view of the relative contributions by the
government and the industry, The largest area of undervaluing concerns pre-clinical
research. The industry estimates that more than two thirds of the cost of a new drug is due
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ro the cost of pre-clinical research, once the investments are adjusted for risk and the time
value of money.

6, When possible, rely upon market forces.

In a number of cases, NIH should be able to rely upon market forces to determine
reasonable prices. If NIH can articulate a sound pricing rule or method, it should be
possible to allow firms to competitively bid to obtain a CRADA or license agreement, on
the basis of a bid variable that is related to the eventual consumer price. That bid variable
could be the price itself, or a related item such as the gross or net revenue from sales, or
even the years of marketing exclusivity.

7. Don't waive the reasonable pricing clause without a public interest finding and
public comment,

NIH should retain the flexibility that it already has to waive or modify the
reasonable pricing clause, but it should do so only after a finding that the wavier or
modification was in the public interest, and after public comment.

8. Take the job seriously,

This is important stuff, and it deserves more than the symbolic attention that it has
received in the past. Give more than the "appearance” that something is being done. The
government has the opportunity to save taxpayers and consumers billions of dollars, and
the industry stands to lose billions of dollars in windfalls on government funded research.
Put together a team that is equal to the task.
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My name is Chuck Ludlam and I am Vice President for Government
Relations of the Biotechnology Industry Organization (BIO). BIO represents
virtually every company with which NIH has CRADAs and licenses.

Since the first CRADA Forum we have seen major developments with the
health care reform legislation on Capitol Hill which fundamentzlly change the
issues at this second Forum. If any bill is enacted it is not likely to include any
form of drug price controls.

If this is true, and NIH ratifies its current price review policy, it will be
the only government agency with a drug price control program. This will ensure
one result — it will isolate NIH from the drug development process and ensure
that its inventions will be the least likely to be developed into products to treat
deadly and costly diseases.

The NIH price review process creates perverse incentives. It will, for
example, ensure that the CRADASs and licenses of the Department of Energy’s
genome program, which do not include any pricing review requirement, will be
more aitractive to CRADA and license partners than those of NIH’s genome
program, which do include the price review clause.

NIH price review will create a special incentive for companies to enter into
agreements with the universities and foundation grantees of NIH, and the Army
and Navy biomedical research programs, none of which include price control
clauses, rather than with NIH.

NIH price review will amount to a form of self-imposed exile or
quarantine for NIH scientists and their research.
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Given the developments with health care reform and these perverse incentives, one
could continue to advocate across-the-board drug price controls and argue that it is counter-
productive for NIH to go it alone in imposing such controls. At the first Forum Peter Staley
of the New York Treatment Action Group (TAG) testified that he supports across-the-board
price controls but opposes the NIH price control scheme. I have attached a copy of Peter’s
eloquent statement to ensure that you have an opportunity to review it.

Going it alone on price controls carries obvious liabilities for NIH because
biotechnology companies enter into CRADAs and license government technology on an
entirely voluntary basis. No company is compelled to enter into CRADAs or licenses.

The biotechnology industry has just devoted an entire year vigorously opposing
various proposals to impose drug price controls as part of the health care reform legislation.
If biotechnology companies strongly oppose legislation to impose drug price controls, NIH
should not expect that they will voluntarily agree to be bound by NIH’s price controls.

Biotechnology companies and their investors believe that the NIH price review policy
is a form of price controls. NIH may not wish to characterize its "reasonable price” clauses
as price conirols, but it is absolutely clear that biotechnology companies and their investors
do hold this belief. In this case the perception of these executives and their investors is the
reality and no amount of rhetoric will change that reality.

The biotechnology industry opposes drug price controls because these controls make it
impossible for our companies and their investors to estimate the potential to generate a
reasonable rate of return on their research investment. Investors will not provide the capital
to fund research and firms cannot justify a research expenditure under these circumstances.
Biotechnology research already involves extraordinary risk and the additional risk of price
controls, coming at the very end of the drug discovery process, tips the balance against the
investment.

Only one percent of the biotechnology industry is profitable, very few have revenue
from sales of existing products, the industry as a whole lost $3.6 billion last year, and our
capital markets are severely depressed. The biotechnology industry would prefer to be in a
much stronger economic position, but it must seek to survive with the reality as it finds it. It
must focus its research where it has the greatest prospects for generating a reasonable rate of
return.

This economic reality cannot be ignored by NIH. This is the economic reality for
the CRADA and licensing partners who are the most excited about developmg NIH
technology into commercial products.

When NIH technology is not successfully transferred and commercialized, needed
therapies do not reach the bedsides of patients. This is the ultimate tragedy for consumers.
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The threat here is not just the marginalization of NIH scientists and their research.
Legislation has been introduced which would require NIH to control the prices of all
products developed by its licensees and impose this requirement on CRADA partners and
licensees under the NIH extramural program. For this panel and the NIH to ratify the
current policy will invite Congress to enact this legisiation. Enactment of this legislation
would permanently disable both the intramural and extramural technology transfer programs

of NIH.

This legislation would set a precedent which jeopardizes the CRADA and licensing
program of every other government agency, all of which would suffer if price review clauses
were included in their agreements.

As the NIH drug price control program undermines the effectiveness of the NIH
technology transfer process, it also undermines the rationale for appropriations for NIH basic
research and the Harkin-Hatfield proposal.

Unfortunately the NTH notice for this Forum fails to address any of these critical
issues.

It fails to take recent developments with the health care reform legislative into
account.

It fails to mention the perverse incentives created when NIH goes it alone on price
controls.

It does not acknowledge the firm belief of biotechnology companies and their
investors that these clauses operate as price controls.

1t fails to recognize the difficult economic reality of the biotechnology industry.

Surprisingly it does not mention the interest of patients in the successful
commercialization of NIH’s basic research.

It fails to recognize the fundamental threat that this policy poses to the NIH
extramural program and the technology transfer program of other agencies.

And, it fails to note the potential adverse impact on NIH appropriations and the
Harkin-Hatfield proposal.

The issue which is raised - protecting the government investment — is a legitimate
and important issue.

To begin with it is obvious that the government’s and taxpayer’s research investment
is completely squandered when companies refuse to enter into CRADA and licensing
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agreements.

When CRADAS or licenses are successfully negotiated, the government’s financial
investment is directly reimbursed when companies pay licensing fees and royalties to the
government on the sales of any preducts developed from transferred technology.

Our companies expect to pay reasonable fees and royalties. There is no dispute about
them. This is what is expected when one private company enters into an agreement with
another.

In addition the government’s larger economic interests are protected when these
companies create jobs, pay taxes, and increase the competitiveness of America.

BIO has urged NIH to abandon the pricing clause altogether. The Panel may be
tempted to recommend that NIH limit its pricing clauses only to very late stage development
agreements, where NIH research has developed a drug which is essentially ready to be
marketed to the public.

We submit that there aren’t any drugs in this category and never will be. But, even if
there were, such a restriction would ensure that NIH would have the greatest difficulty in
licensing the products which could immediately provide medical benefits to patients.

Barriers and disincentives for technology transfer in these cases would be not just be unwise,
it would be tragic.

In addition, if NIH restricts its use of the pricing clause to these nonexistent or rare
cases, it will still have a chilling effect on the whole technology transfer program. Every
licensee would be concemed that any research it undertakes with the NIH would eventually,
as it focuses more and more on a specific product, come under the pricing clause.

Companies often enter into a series of CRADAS, each with its own specification of the work,
and they would be reluctant to enter into the first CRADA for fear that the second or third or
fourth would contain the pricing clause,

The Panel might also be tempted simply to clarify the terms of the clause and the
process which will be followed in its implementation. The only impact this will have is to
confirm the threat and the risk of entering into a CRADA or license with NIH. The issue is
not vagueness about how the review will be conducted; it’s the fact that the review is
required and that this review supplants the market place as the arbiter of the prices for the
drugs.

As a government agency which is uniquely familiar with the scientific discovery
process, NIH knows that many experiments fail and that we need to leam from these
failures. The pricing clause has failed, indeed, it has proven to be counter productive.

NIH must renew its commitment to the technology transfer process and provide for
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government reimbursement through reasonable fees and royalties. It must abandon its
unsuccessful experiment with price controls.

Thank you again for this opportunity to testify. I am happy to answer your questions.

Attached: Testimony of Peter Staley from First CRADA Forum
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BIOTECHNOLOGY
INDUSTRY

ORGANIZATION News Release

Y

1625 K Street, NW. - Suite 1100 - Washington, D.C. 20006 - (202) 857-0244 - FAX: (202) 857-0237

FOR TITMMEDIATE RELEASE CONTACT: Pan Eramian
Eric Christensen
(202) 857-0244

BIO PREDICTS NIE CRADA POLICY MAY LEAD TO
‘SELFP-IMPOSED EIILE’ FOR NIH SCIENTISTS

(WASHINGTON, DC, September 7, 1994)...In testimony to be
delivered tomorrow, the Biotechnolegy Industry Organization
(BIO), predicts that National Institutes of Health (NIH) policies
for Cooperative Research and Development Agreements (CRADAs) with
private companies will, "amount to self-imposed exile or

quarantine for NIH scientists and their research."

Chuck Ludlam, BIO govermment relations vice president, will
testify before a NIH advisory panel that NIH CRADAs allowing the
agency to review the prices of drugs developed through such
agreements, is in fact a drug price control program. "This will
ensure one result,® Ludlam will say. 9“It will isolate NIH from
the drug development process and ensure that its inventions will
be the least likely to be developed into products to treat deadly

and costly diseases.”®

{more)
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Ludlam will further explain that, "NIH may not wish to
characterize its ’'reasonable price’ clauses as price controls,
but it is absolutely c¢lear that biotechnology companies and their
investors do hold this belief. In this case the perception of
these executives and their investors is reality and no amount of

rhetoric will change that reality."

Ludlam will note that the biotech industry opposes price
controls because such controls make it difficult for companies to
attract the investors necessary to fund the early stages of
product development for new biotech drugs. It can take seven to
10 years, and millions of dollars to bring a biotech drug through

the research and development, clinical trial and approval stages.

He will also explain that, "Legislation has been introduced
which would require NIH to control the prices of all products
developed by its licensees and impose this requirement on CRADA
partners and licensees under the NIH extramural
program...Enactment of this legislation would permanently disable
both the intramural and extramural technology transfer programs

of NIH," Ludlam will say.

(more)
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"When CRADAs or licenses are successfully negotiated, the
government’s financial investment is directly reimbursed when
companies pay licensing fees and royalties to the government on

the sales of any products developed from transferred technology.

Oour companies expect to pay reasonable fees and royalties.
There is no dispute about them. This is what is expected when
one private company enters into an agreement with another,"

Ludlam will say.

"As a government agency which is uniquely familiar with the
scientific discovery process, NIH knows that many experiments
fail and that we need to learn from these failures. The pricing
clause has failed, indeed, it has proven to be counter-

productive,® Ludlam will conclude.

BIO represents more than 540 companies, academic
institutions, state biotechnolegy centers and other organizations
involved in the research and development of health care,

agricultural and environmental products.

(END)
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National Coalition for Universities in the Public Interest

1806 T Street, N.W.
Washington, D.C. 20009
September 7, 1994 (202) 234-0041
Fax (202) 387-4549
Dr. Harold Varmus
Director, NIH
Bldg 1 Room 126
9000 Rockville Pk.
Bethesda, MD 20892

Mr. William Corr

Public Health Service

Room 716G

200 Independence Ave,, S.W.
Washington, D.C. 20201

Dear Dr. Varmus and Mr. Corr;

NCUPI opposes any agreement by the government that would remove the federal
government's current ability to review the prices of drugs created through CRADA's that
would be marketed by pharmaceutical companies.

The Coalition has long opposed university-industry partnerships which served as a model for
the CRADA on the grounds that research was perverted by an industrial relationship that
emphasized product and profit outcomes at the expense of research integrity. In 1988, Ted
Weiss's Governmental Operations Sub-committee held hearings titled "Are conflicts of interest
hazardous to your health" which documented numerous instances of fraud and misconduct
resulting from the university- industry connection . The Coalition believes that it is

- outrageous to ask the taxpayer to pay for research that aims at producing profitable products,

- since it has become clear that such "sponsored” research produces pharmaceuticals whose

safety and effectiveness are often much exaggerated, and sometimes kill. (see Weiss, Hearing)

“Before the Bayh-Dole Patent Law emendations in 1980, the government was also concerned
that patent law protect taxpayers from the double burden of paying for research and paying
monopolistic prices for the resulting inventions. Universities, for example, were forbidden to
give exclusive licenses for developing and marketing such inventions on the grounds that
menopolistic pricing would be the result, and that the taxpayer would pay twice for the same
product - first to develop it, then to buy it. The government was right then to want to protect
sthe taxpaycr from rip-off pricing that would resuit from the grantmg of exclusive licenses,
and, having dropped its objection to such exclusive licensing in order to promote technology
transfer, it should maintain its vigilance on behalf of the consumer and taxpayer by retaining

the pnce revxew now 1n place.

i 'Smcerely ,

Leonard Mmsky
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September 1, 1994

Ms. Elyssa Tran

Office of Science Polley and Technology Transfer
NI

Building 1, Roorn 218

8000 Rockville Pike

Rockville, MD 20892

Dear Ms. Tran:

| wotld like to suk wit my view for the 2nd CRADA Forum Panel as a consumet of
the products of medica’ | nsearch. Athough | appreciate the idea that the federal
government represents 1 1¢ publie via tax dollars and also feel that the public should get
something back from the mensy spent on medical research at NIH when it becomes
commercially valuable, | tlon't think that putting restrictions on technology transfer will
facilitate the production M new and better medical treatments. | am afraid that
regulations, such as the wasonablhe pricing clause, will FURTHER discourage
pharmaceutical and blote 1 companies frem doing busines:s with NIH. The result of this
will be that research find n3s at NIH will be academieally disseminated to the public but
won't be directly transial :¢ inlo useful medical products or there will be a significant
time lag. This means paople will die sooner and have a lower quality of life.

NIH should be doi 1) everything it can to facilitate the process--NOT restriet it. |
would rather my tax dollirs go into innovative research at NiH and have NIH hand over
everything to someone who car rapldly put it into better treatments. People are dying. |
would like more and bett »r drugs and would rather pay high prices than see fewer and
less effective drugs due v government restrictions, Although the intent is good, we are
already benefiting by bet s treatments which is the bottom line, Don't mess up the
hottom line by playing w th less important points. The outeome here is most important.

Instead of forcing companies to not do business with NIH (or forcing them out of
business} with a reasonzble pricing clause, why not streamline the regulatory process
at FDA by eliminating an mal testing and using volunteer human subjects right after in
vitro screens. This woul | reduce the time to market and reciuce the price. We don't
need more government L arrlers to better medical treatment, we need less.

Another aspect to 1his s that pharmaceutical and blotech companies are not
greedy parasites on socity. They are providing the treatments which improve and save
our lives. If they need & [1igh price ¥ fund their development of new drugs then we have
to pay it. Not only do they provide a service to society but they provide jobs and
contribute to academic nedical research, charities and the arts. They are a GOOD thing
and they are productive-nnt a paragite!

Please do everyth rig to ENHANCE the flow of techhology transfer from NiH.
Otherwise my tax dollars there ARE wasted'

Sincerealy, 5 )
Vasiliana V. Moussatas v _}/ZW%
Regisiered Voter & Taxpiysr

682 Whithey Avenue
New Haven, CT 06511
(203) 787-2527
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From Peter Staley

INTELLECTUAL PROPERTY AND FAIR PRICING CLAUSES IN
AGREEMENTS BETWEEN THE FEDERAL GOVERNMENT AND
PRIVATE INDUSTRY RELATING TO RESEARCH ON
PHARMACEUTICAL PRODUCTS FOR SERIOUS OR
LIFE-THREATENING DISEASE

The Pulbic/Private Issues Subcommittee of the National Task Force on AIDS Drug
Development has identified two barriers that may prevent the rapid development and
evaluation of treatments for HIV/AIDS: 1) the Nationai Institutes of Health (NIH) has
declined to include clauses granting exclusive patent licenses for inventions made during
resaarch conducted under cooperative research and development agresments (CRADAS)
and other research agreements with the pharmaceutical industry, and 2) the NiH began in
1989 to insist an the Inclusion of so-called "fair price” or "reasonabie price” clauses in
CRADAs and other research agreements with the pharmaceutical industry,

The Subcommitee believes that these two policies have resulted in a stifling of
ccllaboration between the federal government and the pharmacautical industry, and could
prevent the rapid development of treatments for HIV/AIDS. The lack of appropriate
irtellectual property clauses and the inclusion of fair pricing clauses represent
administrative decisions that are not required by congressional enactment. The
Subcommittee recommends that appropriate intellectual property clauses should be
included in, and pricing clauses should be excluded from, CRADAS and other coilaborative
agreements relating to pharmaceutical products (including drugs, biclegics, and medical
devices) for sarious or life-threatening diseases (an established category of products for
which the FDA considers treatment INDs under 21 C.F.R. §312.34 and accelerated

approval of NDAs under 21 C.F.R. subpart H).
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The Subcommittea recognizes the issue of pharmaceutical prices as it relates to
access to heaith care, but believes that any response to this issue should be
comprehensive. By targeting only those pharmaceuticals resulting from coilaboration
between industry and government, the NIH has inadvertently stifled such collaboration.

As an alternative to fair pricing clausas, the payment of royaities to a government
agency which develops and transfers a technology to a private firm for commercialization
might be considered. This would serve lo compensate for the public investment in a
marketed product, provide additicnal revenues for government research, and provide a

special incentive for government agencies to enter into collaborative agreements.
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Biotechnelogy lntormation lnstitute

Publications and Information Services in Biotechnology and Pharmaceuticals

1700 Rockvilie Pike, Suite 400 Phone: {301) 424-0255
Rockville, Maryland 20852 Fax: (301) 424-0257

News Release: originally released 8/22/94; revised 9/8/94 including new data for 43 NIH CRADASs

Federal Labs and NTH are Number One in Bio-Technology Transfer

The first comprehensive study clearly shows that federal (U.S. government) laboratories are by far
the leaders in technology transfer in the biomedical, biotechnology and pharmaceutical areas. In
these areas, the federal laboratories and the Public Health Service (PHS) and its main component,
the National Institutes of Health (NIH), are number one in:
* inventions available for licensing;
« patents received and patent applications pending;
« inventions that have been licensed out; and
e therapeutics in active development (even compared to the largest pharmaceutical companies),
both in terms of those licensed out and those being developed internally.
The federal labs, PHS and NIH are:
« the U.S. biotechnology and pharmaceutical industries’ leading sources for new technologies, both
new products and broadly enabling technologies;
» the leaders in collaborative research and development with the biotechnology and pharmaceuti-
cal industries, including therapeutics in development and clinical trials; and
« the source for many products and technologies in the marketplace. However, federal technol-
ogy transfer is relatively new, and many (hundreds) more technologies and products are currently
in development, both licensed inventions and those being developed collaboratively through -
CRADASs with industry. This includes well over 100 therapeutics having reached clinical trials.

Mr. Ronald A. Rader, President, Biotechnology Information Institute, Rockvilie, MD, has presented .
data from the Federal Bio-Technology Transfer Directory, a recently published reference book he
authored describing all federal biomedical, biotechnology and pharmaceutical U.S. patents, patent
applications, licenses granted and Collaborative Research and Development Agreements (CRADAs)
from 1980-1993. This is the largest directory of biotechnology and pharmaceutical inventions avail-
able for licensing. The Directory describes 2,100 federal inventions (1,200 patents; 900 applica-
tions); nearly 1,000 licenses (including 270 exclusive and 640 nonexclusive patent licenses); and
over 500 CRADAsS; along with information about the commercial potential of inventions and the
status of products/technologies in development and the marketplace. Much of this information has
never before been published, particularly patent licenses and CRADAs. The 678-page book has
over 400 pages of text/abstracts and 250 pages of indexes, including a 37,000 entry subject index.
The Federal Bio-Technology Transfer Directory database will be available this fall.

The Federal Bio-Technology Transfer Directory shows that:
» Federal agencies and labs have 2,100 U.S. patents granted or pending in the biomedical, biotech-
nology and pharmaceutical (“‘biomedical/biotech”) areas from 1980-1993. PHS (with 60%) and
NIH (with 49%) are by far the leaders among federal agencies.
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= Biotechnology is involved in the majority of federal bio-technology transfer. This includes over
50% of inventions; about 70% or more of patent licenses granted; and up to 70% of CRADAs,
Biotechnology involvement is highest and has been increasing in recent years.

e The numbers of inventions, licenses and CRADAs are related to R&D funding, mandates and
technology transfer efforts. The federal labs’ biomedical/biotech R&D budget is about $2.5 bil-
lion/year. The NIH intramural R&D budget ($1.3 billion) is comparable to that of the largest
pharmaceutical companies and over 40% of total U.S. biotechnology industry R&D funding.

* Most federal bio-technology transfer is recent and continues to increase steadily. Over 60% of
inventions are from 1990-1993; 75% of CRADAs were active in 1993; and well over 1,000
federal biomedical/biotech patent applications are currently pending.

¢ The federal labs and PHS and NIH are consistently the leading recipients of U.S. patents in
biotechnology and genetic engineering, including those with pharmaceutical uses.

» The federal labs, PHS and NIH are consistently among the leading recipients of drug and other
bio-active agent patents, ranking with many of the world’s largest pharmaceutical companies.

Licensing, particularly exclusive licensing, of federal inventions is an issue involving much public
debate. This is especially true as PHS/NIH is currently considering dropping or significantly modi-
fying its “reasonable pricing” clause in exclusive licenses and CRADAs, '

The Federal Bio-Technology Transfer Directory shows that:

* About 27% of federal inventions have been licensed one or more times, including 34% of PHS
and 32% of NIH inventions. These are rather high percentages of invention licensing, since only
about 10% or less of inventions are ever used commercially.

* Nearly 1,000 licenses have been granted to industry, mostly from PHS (84%) and NIH (75%).

« The majority of invention licenses are nonexclusive (no restrictions on granting further licenses).
PHS and NIH inventions are more likely to be licensed nonexclusively and to have more licenses/
invention (licensed to more companies). A few inventions, mostly broadly enabling technolo-
gies and screening assays, have been licensed by up to 20 companies.

= About one-quarter of invention licenses are exclusive licenses, and about 40% of licensed
inventions have been exclusively licensed. Many of these involve major commmercial products
in development. About 75% of federal and 87% of NIH exclusive licenses involve therapeutics-
related inventions (mostly therapeutic agents). Many of these therapeutics-related licenses involve
biopharmaceuticals and drugs in development.

» Over two-thirds of licensed inventions are therapeutics-related and about one-third of exclusively
licensed therapeutics-related inventions have reached the clinical trials stage of development.

Regarding CRADAS, the Federal Bio-Technology Transfer Directory shows that:

» Collaborative R&D with industry ranges from basic speculative research through product
development and testing, including clinical trials. '

* PHS with 51% (279) and NIH with 37% (205) lead all federal agencies/labs with CRADAS in
the biomedical/biotech areas. However, CRADAs remain an insignificant part of the PHS/NIH
total R&D, unlike some other federal agencies/labs where CRADAS are up to 10% of total R&D.

* About two-thirds of federal, 73% of PHS and 80% of NIH CRADAS involve therapeutics-related
technologies (mostly therapeutic agents). About one-third of all federal, PHS and NIH thera-
peutics-related CRADAS involve therapeutics that have reached the clinical trials stage. Many
of these CRADAs involve ongoing clinical trials, with most conducted by PHS and NIH.
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Mr. Rader has also documented that:

« The federal labs, PHS and NIH each rank number one or among the leaders in the number of
drugs and biopharmaceuticals in development (even compared to the largest pharmaceutical com-
panies), both in terms of those licensed out and those being developed internally.

« PHS and NIH rank among the top recipients of licensing income among U.S. universities and
nonprofit research organizations—3%12.2 million licensing royalty income in FY 1992, with about
80% or more of this from the licensing of HIV diagnostic patents.

* Federal labs are filing over 450 new patent applications/year (PHS alone over 300), licensing
activity is increasing, and CRADAs are growing rapidly (except for PHS/NIH).

» The PHS/NIH “reasonable pricing” exclusive licensing clause has contributed to many biotech-
nology and pharmaceutical companies of all sizes avoiding PHS/NIH CRADAS and licensing.

e Cancer and infectious diseases, particularly viral infections and HIV, are the main disease areas
for federal inventions, licenses and CRADAs (most of these within PHS/NIH).

» Federal labs, PHS and NIH are each the leading recipients of antiviral/virus-related patents and
have the most antiviral drugs and vaccines in development, including those licensed out and those
being developed internally. NIH co-discovered HIV, claims co-discovery of the utility of AZT
and exclusively licensed the next two drugs approved for HIV-infection (DDI; DDC).

» Federal labs in Maryland (particularly NIH) are the source for over 70% of federal biomedical/
biotech inventions, licenses and CRADAS. These labs (and NIH alone) make the suburban MD/
Montgomery county area the world’s leading area for biomedical, biotechnology and pharma-
ceutical technology transfer opportunities. MD and DC organizations have over 70 CRADAs.

Although only a small portion of the natton’s total R&D, the federal labs are a major national resource
for inventions and technology transfer. The federal labs as a whole, and PHS and NIH each have
the largest and most important portfolios of biomedical and biotechnology inventions available for
licensing. Unlike corporate inventions, these are all available for licensing. Federal labs, PHS and
NIH each are the most important sources for the licensing of new technologies and for collabora-
tive R&D with the U.S. biotechnology and pharmaceutical industries. The federal and, especially,
the PHS and NIH invention portfolios and technology transfer activities are unsurpassed in many
areas including cancer; HIV, viral and other infectious diseases and vaccines, gene therapy and
sequencing; therapeutics screening; radiopharmaceuticals; and fundamental aspects of molecular
and cellular biology. Federal technology transfer is relatively new and more federal inventions are
in development than are currently in the marketplace. Hundreds of examples are described in the
Federal Bio-Technology Transfer Directory. Many federal inventions will form the basis for a
significant portion of the U.S. biotechnology and pharmaceutical industries’ future products and
technologies. Federal inventions tend to be the types most needed by industry—fundamental break-
through technologies (e.g., gene therapy), broadly enabling technologies (e.g., therapeutics screen-
ing assays) and biopharmaceuticals and drugs for diseases for which therapeutics are not available.

No technology, market or competitive assessment in the biomedical, biotechnology or pharmaceu-
tical areas is complete without considering federal technology transfer, The Federal Bio-Technol-
ogy Transfer Directory is the only information resource providing the biotechnology and pharma-
ceutical industries and the biomedical and life sciences research communities with access to fed-
eral technology transfer opportunities and activities.

[For further information including a 22-page study, contact: Mr. Ronald A. Rader, President, Biotecknology
Information Institute, Phone: 301-424-0255; FAX: 301-424-0257].
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ral PHS and N nking in ederal Big-Techn Transter ney?
Bio-T ransf Agency Patents Avpl  Licenses CRADAs
Inventions available for licensing No. 1 PHS 617 657 B35(188) S279
Patents received No. | NIH 545 564 745 (178) 228
Patent applications pending No. 1 USDA 133 68 48 (8) 6
Patent licenses granted No. ¢ Army 120 57 38(29) 127
Industry source for new technologies No. 1 DOE 118 52 29 (20 60
Collaborative R&D with industry No.1 || NASA 58 191807 ‘
i . Navy 78 33 20(7) 38
Therapeutics in dev,—licensed out No. 1 Air Force 15 4 1 _
Therapeutics in dev.—internally No. | DOC 5 7 2(D 12
Therapeutics in dev,—collaborative R&D No. 1 EPA _ — _ 18
Therapeutics in clinical trials No. i 3
U.S. biotechnology patents No. 1 Total 1,197 899 992 (270) 543 J
U.S. biopharmaceutical patents No. 1
[.S. genetic engineering patents No. 1 e e ' HEES
U.S. drug/bio-active agent patents Leader TechAJses Palenis Appl. Licemses? CRADAs
Drugs/chemical 661 359 312(137y 241
AL : Biologics/biotech 480 606 734(138) 320
Apparatus/devices 386 118 121¢45) 115
US.Govt. PHS NIH rDNA/geneticeng, 126 353 308 (67) 131
Biomedical/biotech R&D 1993 (§ biilion) 25 - 1.2 Genes-cloned/seq. 101 331 267 (63) 84
% of total biotech industry R&D 80% - 39% Antibodies 148 176 325 (46) 58
Inventions, 1980-1993 20% 1,274 1,109 Therapeutics 679 600 669(200) 332
U.S. patents L197 617 545 Diggnostics 534 413 564(88) 172
Pending applications 899 657 564 Cancer 186 162 240 (67) 74
lnvem.ions. lherapeuﬁcs-re]aled 1,279 851 772 Thcrapeuh'cs 151 |26 213 (55) 56
% of total inventions 61% 68% 70% Diagnosu'cs 10 3] 137 (26) 17
" Inventions, biD]OgiCS/biOIeCh (%) 56% 57% 59% Infectious Diseases 279 349 423 (82) 183
Inventions, drugs/chemical technology (%) 47% 4%  46% Viral/antivical 136 240 329 (63) 112
Patent (invention) licenses 992 835 745 HIV-infection 56 122 178 (34} 46
Average licenses/licensed invention 1.76 195 209 Therapentics 50 106 166 (33) 45
Exclusive patent licenses 270 182 173 Diagnostics 26 42 23 3
% of patent licenses 21% 23% 23% Radtopharm. 119 37 92 (23) 36
Patent licenses, therapeutics-related 669 384 550 Screening (drugs) 63 129 164 (33) 31
% of patent licenses 67% W%  74% || Clnicaltrialsstage 68 46  141(75) 161
Exclusive patent licenses, therapentics-related 200 156 150
% of exclusive licenses 74% 83% B81%
involving inventions reaching clinical inals 68 56 56 ST RE AL S ==
% involving inventions reaching clinical trjals 4%  36% 37% Transter Directory
Inventions {technologies) licensed 563 428 356 40d )
% of inventions 7% 4% 2% Applications []  ~900twtal  fTri
reaching clinical trials stage 76 62 61 Patents B8 ~1,200 total
Exclusively licensed inventions 230 161 152
% of licensed inventions 41% 8% 43%
therapeutics-related reaching clinical trials 52 44 44
Inventions licensed, therapeutics-related 3319 267 234
% of therapeutics-related inventions 7% 3% 0%
reaching clinical trials stage 69 61 60
% reaching clinical trials stage 20% 231%  26%
CRADAs - 543 219 208
involving biologics/biotechnology 320 197 149
involving drugs/chemical technology 241 113 80
involving therapeutics technologies/uses 354 203 163
reaching clinical trials siage 140 74 61
involving biopharmaceuticals 232 149 123
% of CRADAs involving therapeutics 65% 3% 80%
% of CRADAs involving clinical trials 30% 0% 34% — . :
% of CRADAs involving biopharmacenticals 43%  53%  60% B0 81 82 83 24 85 36 87 88 89 50 91 92 9

INumbers refer to the total of patents, applications or CRADAs relevant to a technology/use or assigned to a federal agency/
laboratory. Entries are indexed with as many technologies/uses as are relevant, Data are not to be considered as official,
2Total of the licenses granted for licensed intellectual properties (U.S. patents or patent applications) followed by the num-
ber of exclusive licenses in parentheses. This is not the number of licensed inventions or company licensing packages.

3Totals for all federal agencies (Departments of Interior, Justice and Veterans Affairs not shown; negligible entries).
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National Institutes of Health (NIH) Technology Transfer!

NI hnology Transfer by Technol 2 ADA Activity by Technol s?
Tech./Uses Paients Appl. Licenses’ Tech/Uses’ Federal PHS NIH |
Totals Totals 543 219 228 i
Biotechnology/biologics 244 408 578 (98) Biotechnology/biolagics 320 197 161 |
Biopharmaceuticals 156 297 431 (81) Biopharmaceuticals 215 149 13t
Biopharm./elinical trials stage 20 18 7% (30) Biopharm jelitical wiaks stage 84 43 36
Vaccines 60 87 200(28) Vaccines 98 52 38
Drugs/chemical technology 309 205 7T (92 Drugs/chemical technology 241 1t 94
Drugs/clinical trials stage 35 18 60 (30} Drags/clinical trials stage 69 35 33
Apparatusfdevices 178 69 2(7 Agpparatus/devices 15 25 17
Medical devices/elin, trials stage t 2 3(3) Medical davices/clin. trials stage 19 3 3
rDNA/gencetic eng. 81 271 260 (55) rDNA/genetic engineering 131 100 90
Genes-cloned/seq. 63 259 234 (52) Genes-cloned/sequenced 84 62 56
Therapeuytics 351 421 550150} Therapeutics 354 203 179
Treatments/clinical trials stage 49 13 235N Therapeutics/clipical triaks stage 140 74 68
Diagnostics 234 244 426 (45) Diagnostics 179 86 50
Diagnostics/clinical trials stage 4 7 7 Diagnostics/clinical trials stage 23 1t 9
Gene therapy 9 36 40 (18) Gene therapy 16 1 1
Cancer 133 147 23(57) Cancer 74 61 60
Treatments 112 i18 202 (50 Treatments 56 46 46
Treatments/clinical trials stage 25 9 63(22) Clinical trials stage 30 24 24
Diagnostics 50 69 123 (1% Diagnostics 17 14 14
Infectious Diseases 129 214 310 (56) Infectious Discases 183 99 64
Viral/antiviral 9 181 290 (54} Viral/antiviral 112 78 56
HEV-infection 45 108 171 (32) HIV-infection 46 37 33
Treatments 28 78 80 (30) Therapeutics 45 36 33
Treatments/clinical trials stage 41 94 160 (31) Clinical trials stage 19 12 10
Diagnostics 21 15 10 (2) Diagnostics 3 3 !
Cardio/vascul./blood 84 60 96 (15) Cardig/vascul/blood 33 19 13
Neurclogical 12 61 03N Neurological 54 48 47
Radiopharm fireatments 59 25 88 (15) Radiopharm /treatments 36 14 13
Immunology (diverse aspects) 109 170 343 ¢45) Immunology (diverse aspects) 78 56 39
Antibodies 81 18 274 (34) Antibodics 61 45 32
Screening (agent activity) 37 113 146 (24) Screening (agent activity) n 19 i9
Clinical trials stage of development 49 35 124 (58) Clinical trials stage of development 161 85 578
P hn r ¥
Orgapization Patents Appl. Licenses’ CRADAs
NIH 545 564 745(178) 228
cc 18 7 12(1) 4
DCRT 1 1 - ]
NCI 85 248 419 (17} 79 )
NCHGR ] ) . . 20 Apptlcations [FZ] 564 totat
NCRR 38 8 27(3) 4
NEI 3 5 ’ 7 Patente B 545 total
NHLB1 38 35 30 (6) 8
NIA 10 5 5 (4) 2
NIAAA 6 2 Z{1) l
NIAID 62 84 108 (19) 35
NIAMS 1 3 1 -
NICHD 16 22 23(6) 9
NIDA 2 2 i 3
NIDCD - B - -
NIDDK 49 51 292D 21
NIDR 23 13 13 (6) 12
NIEHS 4 14 30 1
NIGMS 2 - - -
NiMH 42 26 2922 24
NINDS t4 30 29(6) 17
NINR - - - -
NLM - 1 - -
Extramural 32 2 13(4) .
cpC 24 2 85(8) ket 80 81 $2 B3 84 BS 86 57 B8 B9 90 91 92 93
FDA 48 41 5(2) k2

Uncludes all U.S. patents, applications, licenses and CRADAs from 1980-FY 1993 for which public domain information was
available and U.S. patents through the end of 1993. Data are not recognized as official by any PHS/NIH or federal office.
Criteria differ from those used by OTT (and are further explained in the Federal Bio-Technology Transfer Directory}.

ZInventions and CRADAS are indexed with as many technology/uses as are relevant,

3Total of the licenses granted for licensed intellectual properties (U.S. patents or patent applications) followed by the number
of exclusive licenses in parentheses. This is not the number of licensed inventions or company licensing packages.
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National Fidney Cancer Association

Sulte 230

1234 SR G faeb ED

Evanstan, IL 60202 )

T08.3pn4081 Y1 1 22

fax: 704-32B-4425 _
AL TN

-

Auguast 30, 1994

De, Harold Varmug

Directop

National Institutes ¢! Health
Bullding 1, Room 126

9000 Roekville Pike

Baethasds, HMaryland I0693

Deay Dr. Varmusl

Sinve I cannot attend your mesting on September 8 regarding the “falr price"
a@lause {n CRADA'a, I'z wrpiting you this letter and ezek that you read it aloud
at the meating.

By way of intreducticn, I am Presidant and Chiaf Exscutive Officer of the
Naticnal Ridney Cancsr Assoelation, a non-proflt charity which provides
information to patierte and physiclana, sponsors resssrch, apnd acta as an
advocate on bshalf of the nation's 75,000 kidnsy cancer patlients.

I hold a Ph.b. in Marecement from the J. L. Kellogy Graduate School of
Managemant at Northweetegn. I have aleo worked 33 & new product consultant in
the Advanced Methods Jroup of N.W. Ayer, a major advertising agency. 1In
addition, I have startsd five high tech computer-related companies, ineluding
ona that has heen publishing sconomic informatlon or ressarch and developmsnt
expanditures for 15 yuard. The customers of thie company inelude every major
drug company, Ball Labs, the Stanford Regearch Instituts, Dattells Memorial
Ingtitute, major universities, and government agencles.

I hava no financlal {rtewest in any drug, bio tech or health care company. I'm
weiting te you aas a kidney cancer patient whose life may depand upon NIH and
private industry e@ffirte %o find a curs for my diseasa.

NIH CRADA's are crlticul to the milliona of Americans whe suffer From dlseases
such as kldney canca:, AIDS, Algzheimers, and othar ciseases for which there are
no effsctlive traatmarvi or cures. Por this reasoh, the Natlonal Ridrey Cancer
Amgooiatien is oppessd tg the incluslon of “falr price clauses" in CRADA'®.

Tha "falr price olause” wag motlivated by pollitics and it is not basesd on sound
acenomic principles. It s bad public policy and it will cause the failurs of
“=ha NIM CRADA progran ns well as the fallure of individual CRADA'a.

There are basic econcmle sruths end prineiplee which must be recognised in tha
design and implementstlon of NIH's CRADA program, These truths may seem self
evident, but they are not always honored. The svcial and political agenda of
tha NIH geta in tha uwsy, distorting rational economie thinking, leading to the

failu:a of individual agreements and the CRADA program litself. Allow me to
explain.
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Bconomios

The NIH has & fiduciar responeibility te the caxpayers of the Unlited Btates.
NIM managere are entruited with tangible asmete such ze bulldings and
equipment, and intangl:le ansets such as knowlaedge, patente, and human
resources. You are ex.ected to menage these asmsete in a way that produces the
meximum bensfita for ta public, The value of these benafits can always be
masgurad in terms of morey.

Even life iteelf can b: measursd in cerms of money. Economlets routlinsly
eBtimate the value of iuman life in wrongful death laweults in order to
determine appropriste lsmege claims, When social snd political agende setters
deny this economic reality, NIH thinking gets confused.

In licensing NIH techn:legy or ln entering imto a CRADA, the NIH contributes

tangible and intangible smsats to & private sector firm. The private sector

firm which gets the ssacite must riek additicsal capitsl and add its own know-
how in order to make 2z financial return, The willingness of & firm to enter

ints a CRADA depends hemsvily upon the potentisl return it cen derive from the
agreaement.

hll firms have alternitive used for their capital and know-how. Genler
executives in the privale asctor have a fiduclary reeponsibility to thelir
shareholders to invest capital for the higheet poesible return.

If the NIH makes CRADI 'n unettractive, firme will not invest in CRADA's and
will put their money inso sther investments, Demand for CRADA's indicates how
attractlive NIH hae ma<o CRADA's a8 an investmaent option for the private aactor.

The "falr price clausit" makes CRADA's less attractive as an lnvestment
opportunity because tlaey limit potential return on lnvestment while such
clausas do nothing to limit potential losses. From this perspective, “fair
price" clauvees oreate wnonomic asymmetry--an “"unfair deal" for investors. Weak
damand for CRADA's wilh "fair price" clauses reflectrs this econcmic raeality.

The market velue of N'H apsets or any CRADA is oimply what someone ls willing
to pay to obtein the (xsets or participate im the CRADA.

These econaomic truths freme the whole question of the "fair price" clause in
NIH CRADA's and how tia NIH can bust serve the public.

hctioning CRADR e tu Meximize Public Benefits

If the NIH truly want:d te maximize the benefit of CRADA'e to the publie, it
would hold public auc:lonk and offer each CRADA te all potential bidders.

Ructioning each CRADA would guarantus the government the highast price for ite
2sspte. By gecting tils bast price, the NIE would automatically fulfil)l its
fiduclary obligations to the paople of the United States. Note that the price
for & CRADA ip nnt th: gamo es the price for products derived from the CRADA.
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Tha money from &n auct ion would go mither inte tha Treasury to benefit all
taxpayers and citlzeni, oz it couid be ratained by the NIH to fund additional
resgarch.

Bffectn opn BIH Parsoniwl

Tha effects of auctionn on the WIH aps important to conslder. The preduct of
the NIH 18 knowledge (alned through the research process. Producing knowledge
with the highsst econimsic value 18 important because the sconomic value
raflecta potential beiwfie to acciery and the American psople, Auctlening the
product of the NIH conid bs extremely motivational for WIH sclentists lf
managed properly. Thi challenge and recognition of producing a valuablae chunk
of know-how eould add o tha exclisemant and rewarda of werking at the NIH.

Effects on Succesaful BLld8ones

The affects of aueticin on private companiss are also impertant. The mors a
company pays for & CR.0A, %he greater lts commitment to perform the follow on
work and to create a angible produgtt from the CRADA. For example, a CBO can
keep his job 4if he maeg 3 small investment mistake., NHowever, a board of
directors will replac: a ORO for making a big investment that doessn't pay off.

Thus, when the NIH ob:ains the highsst posaible price for a CRADA, it actually
incremsses the probabi ity fthat ths CRADA will zesult ln a product whieh is
effective and markete! supcessfully. High pricea drive commitmant and
motivetlion to aucceed, and provide the greamtest assurance of publie benefit,

Hany Precedents for ¥i:deral Auctioas
There is wide precedeit for suctions by government agencies. When the Federal
governmant avctions piklic asssteg, it duse not reguire "falr price" elauses as
part of the transactiin, Such 4 restriction would reduce the amount of money
raloed by the suetion and reduce publlic benafit.

Tha Department of the Interlor auctieons oil lsagess on publle lands. The value
of the lsase iB uncertsin and ie enly realized when g company invests in
Creating & working ¢4l w&ll. But can you imagine the government requiring a
"falr price" clause in as oil lease and having the power to set oil prices for
oil obtained Irom the lsdue site

The Federal Communicatiena Commi- ssw buctions off communication licensss such
a6 cellular phone licenses. None of these licenses has a "falr price® c¢lause
or allows the governmmnt to set eeliular talephona rates.
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Tha Internal Revenue Sirviks upes suctions when it ligquidates the essete of a
delinguent taxpayer., In the settlenment of tax delinguent asccounts, it le
legally bound by the ciurts to obtaln the highest poesible price for a debtor's
aBEGtE Hince &ny amoun: realized over and above an IRS tax claim le refunded to
the debtor or to hie other sreditora.

These auctione serve tne public interest becauada they guarantee that the
government has obtainei the best price for the assate. The market of ecompeting
bidders determines tha itrue gconomic value of the assets.

Leagon2 for WIE

Tha fact that the prlce mechaniem works le indisputable, If auctlons wers
adopted by NIH, they vould provide instant feedback to the NIH on what
characterletios make 4 CRADR attractive oy unattractive to investors, including
the "fair price" glauge.

Through suctlions, the NIH could offer CRADA's with and without the "fair price%
clauge. The percentais differentes in auction prices would reflasct the cost of
the "falr price" tlauts te the publie. By running & simple sconomie
experiment, NIH can ditizmine the effects of the “falr price" clause.

Auction Brithmatic Msce 8isple

How can the government Dold an asuction for something ase intanglble ae a CRADA?
Doee an auction mean 1he ernd of royalties &g part of CRADA'e? These are simple
matters to resolve.

Te suction & CRADA, tlw NIEK would offer & combination package of knowledge,
patents, or a commitm:nt to periorm certain scientifle work. The bidders would
make & financlal offe: for the entlre packags. Acceptable blds would consist
of a combination oft (1) & cash down payment, (2) a follow on etresm of cesh
payments, and {2) a royelty percentage.

The net present value of the cash stream plus the net present value of expected
royalty payments repr:sents the total value of the bid. The highest bié value
wins the CRADA,

One firm may offer all caeh and no royalties. BAnother may even offer all
royalties. 8till othire muy offer a comblnation, 1In all casas, the net

present value caleula-ion reduces all bids o the vame memsure of value.

Selecting the highest valup bid follows logleally.

wharea. .,
— Het Cash Flow,

Net Present Value » \
/

]

(1 + Discount Rate)'
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govermeat Pallure to juotion Cauecs Problens

It should be notad thal wher thae governmant has ateempted to set prices for ite
aggets without auctioni., ivt has usually failed. A resent axampls ls the sale
of mining rights worts billions ko a Canadian company for a faw thousand
deliars. Thie sale, w..isly critlcized as failed public poliecy, was reguirad by
an cbeoleta and littla kaown Faedaral law from the last century.

Socisl and Politleal tneldarationa

Some pgople may argue :hat gocial and political eongiderations must he taken
into aecount when NIH intero intod a CRADA. Such psople do not understand
economics and how marki: prices always take into account soelal and political
conaiderations. The piblie ie always served when marketa efficlently allocate
repgourcas to thair bes:. sconomic uaa.

The view that the gover -nmeni:: should have a role in petting £inal product prices
when 1t contributes 4s:ete o development of a product is fundamentally flawed.

The government has nc anperiise in setting prices. It doss 1o market research
or congumsr rasearch., It ocperates no marketing syatem or channals of product
digstribution, It bullisc no lpventorles or manufacturing plants. It pays ne
sales commisalona. It raises ne caplital. 1t has no responalbilitieg to
customarg. It provides ng Customsr or end-user servicing foy products created
through a CRADA,

If the government wanta to ceontrol prices, Lt should invast in all of the other
factors of production regulred to bring a product to market and it should
create and operate a e.utg run enterprise. The history, howasver, of governmsnt
managed enterprise is wall known., The U.B. Postal Service 1s the classie
example but there ara many othars.

I don't believe that !l ip prepered to crests a atate run product
manufacturing and dist ribuybion system, and I don't bulleve the publle wants Lo
have a state run snterprise supplying critically nesded products and sexrvices.

Hoewr MIE Cen Assure thy Public of Cospetitive Prices

I spaume that the purjaue of the "falr prles" clause ls to assure that products
produved as a result «f a CRADA arxe sold at a "fair prica” to the publie,
Howaver, NIH nead not wat prices to provide such asesurance.

Blnce NIH ig far removed from the public and ultimats end-users of a proeduct,
it is almost cartaln t» st "wrong' prices, sither too high or too low
vis-a-vig the preduct s latrineie market value. Givan that the NIH cannot "get
it right,” it showld 1t atitempt te set prices or evan bother having a “fair
price” glauase ln a CRDA.
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NIH gan leern 2 lessor {rom thée Federal Communlicacions Commission. When the
FCC auctioned off cellulay phone licenses, Lt sold two licenges Lln every
metropolitan area., & vompetitive market wae created in each metropelitan ares.

The NIH can do the sannc thing with lts mssets and CRERDA's. If auctloning a
CRADA guarantees the taut price, suctloning the same CRADA twice ls sven
better. Every CRADA would be sold te the two highest bidders. Two firms would
get exclugive righte to the knewledge produced by the CRADA. Each bid would be
less than if the CRAD} offered 100 percent exelusivity to one company.

However, the combined vilue of hoth bide may bae higher than a aingle offer.

The dual bid eituwatior, however, provides additional benefits to the public and
assures the public of "Ja.r prices" without the CRADA having & "falr price"
clause or the NIH ever wssiting a price.

The two companiee whith win a CRADA bld would be forced to compate in order to
get a financlal returt on thelr ilnvestment in the CRADA., This competition will
benafit the publie. (mne éompany will try to beat the other to market f£irst.
The other company, wh:ch comes to the market second, will be forced to cut
prices te attract cusiciere from the firet company. In thls fight to be first,
companiss will commit more resources to apeed the process. Aleo, with two
companies trying te commerclialize the knowledge produced by the CRADA, the
public has a highar prodabilicy of getting 8 viable product £rom the CRADA.

Corporats Conpideratlomg

The NIR may wonder wh' Jowpanies would bid for & CRADA knowing that ancther may
ghare the same NIH kniwlefge. The reasen ie that having the same knowledge
need not result in tho same product. The eame knowledge may be used fo produce
differaent producte te 'gepted to differant dissatsss.

Even when companies p-oduce the same product, they may employ dlfferent methods
of production and may patent thelr production methods., Further, even when
companias produce the oame product with the same methods and target the sane
market, their marketig srrategies may be different. The cellular telephone
induptry ie an cutetn:ding example ¢f thie form of eompetition,

Rdditional Econsmie Cinplderations

There iy no nmed for further asglal or political conpiderstions. The dual hid
situition will maximire public benefite and competitive prices.

Horeover, NIH should recognlaze that corporate success iteelf is in the publie
intarsst, If a compaty penfite from a product developed with NIH assistance,
the government takee var one-third of the profits through the Lncome tax
system. It takes still more taxes from the people who are employed &8 a result
of the success of tha praduct. Thus, the government and the public dipactly
benefit from the pricirg pslicles of every company. WIH should hopa that
companies which inves: in CRADA's aucceed and make & lot of monay.

Reports of the NIH Panels on CRADA Forums [ and II B-61



The alternative is failure and publle loas. When tha NIN offers & CAADA and no
company ilnveste® in the cpportunity, there ils no publiec benafit of any kind.
When a company inveasts in 4 CRADA and no product i8 produced, the public
racalives no benefits,

When a company invests in a CRADA, produces a product but loses money, tha
company wlll eventuall,; asbajdon the product Lf it carnot raiee prices and sarn
a profit, In short, n1 public benefit can ever bes ganarated without profits
and a return on inveetrent.

The puplic actuvally suffers a less when a company loess money bscause scarce
economic resources havs baen Lnvested wilthout preducing a profitable result.
Only when profits are jeneratad dees the publie benafi¢. Profits indicate that
the public has bought & product or servies at & prlece whleh covers the costa of
davelopmant, manufactusing, distribution, and capital.

The First Law of Dolnd Husingss: Know Thy Coots

The rele of up-front rayments and royaltise are to ampsura the NIH and the
public that transfarciry NIE aesets to a private enterprise produces a return
for the government &n: the publle.

Assuming that the NIH imowe its ecosts, it will never offer an agpet or CRADA to
the private sechor for an amount iess than the NIH's cost of producing ita
knowledge product. RIY Lfieelf can use profit ap a measure Of its own suocess.

The combined net presini: value of the two bids accepted for a CRADA should
alwaya excesd NIH's ctute of producing the assets transfarred to the private
Bactor plus the cost ¢ NIK's participetion in the CHADA, which can be viswed
as the NIH's cost of servicing ite private sector customér. Anything less, and
the NIH is not fulfillung lts fiduciary reaponsibliliy te taxpaysrs, The fast
that NIH is a Federal ajency is irralevant,

In Conolusion

In racent times, seve:r) consunar organizationg have teatifisd in Pederal
hearings ragarding th! need for govermment involvement in ssetting prices for
drugs and health care services. Indesd, some people may attend your masting on
Saptember 8 and compliin about the high cost of drugs.

I have often observed that aven when such people are educatsd and mean wall,
often they do not undivstand economics or how markets work. Good intentions or
recegnition of & prebiem do not guarantes clear thinking.

I know that you and o:her members of your pansl will listen attantivaly and
compaaslonately to thy medical problems end horror gtoriey so fregquantly
trotted out by such piople. Howsver, you owe the Awerlcen paocpla clear,
abjective and dlspassionate thinking, and you must net bse misgulded by thosa
whe believs governmen. has a role in settlng prices.
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The lews of ¢conomics (¢p greater than the lawe of all governmsnte, including
ours, ‘Thapra i8 not a i1 ligle econony in the world where state adminietered
pricing hae worked. Tivarisbly such economies producw shortages and typically
meat consumer demand <irough black markets rather than officlal channele,

I am not a right wing toonomiet or even a lasissez faire aeconomiest. I belilave
that the state hae a x la ir adminlstering the affairs of soclety, particularly
in providing an envirciment where free markets and competition cen flourieh,

However, I remind you fhat the Soviet Unicn did not fail for lack of eclentific
know-now or from & shoitage of govarnmant committeee. It falled because &
gtate fun sconony with adminietered prices feiled to allocate resources
effectively to meet thi newds of the peopla. It is hubris to think that KIH
can adminigter prices (.ny batter.

As 8 scientimet, I wanz ydu to keep in mind that the laws of economice are just
as real a# the laws of payples. You cannot violate the lewe of economics any
more than you can violiu?® the lawe nature. You may create economic lllusions
just ae one may create payeical illualone. But illusions are not real or
lagting. The notion o' "falr price" le just one such illusion.

Fallure to adheres to mirket principles will doom the NIH CRADA program. To a
large degree, the decl .ne in CRADA's eince the "“falr price" clause wam
introduced is eignificint proof of thie assertion.

1 urge you to create an environment where "competitive prices" determined by
market forceeg are used =3 hanafit the public.

As a cancer patlent whuze life may depend upon the success of the NIH and aa an
aconomiet, I know that wmy pest chancee for survivel rest on the effactive
sllocation of research resources to health cére problama. Misguided secial or
political thinking wil . not serve me well.

S8incerely,

Emh Ph.D.

Prasident ahd Cnief Ixecutive Officer
and kidney cancer patient
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Vincent I, Simmon, Ph.D.

= President and

= = Chief Exccutive Officer
ROMEDICALS, ING.
Two Dermocracy Center

6903 Rockledge Drive = Suite 1200
Retmesda, Maryland 20817
301/564-4400 = Fax 301/564-4424

Ms. Elyssa Tran

Office of Science Policy an! Technology Transfer
NIH

Bldg. 1, Room 218

9000 Rockville, MD 20852

August 25, 1994
Dear Ms. Tran,

I am writing to express my :oncetn about a "reasonable price clause" in CRADAs. |
would also like the opportu ity to express my opinion at the upcoming meeting on Sept.
8.

Alpha 1 Biomedicals is one of hundreds of development stage biotechnology companies
that rely on venture capital i1 public investment to develop new therapeutic products.
Although there is technolog v of interest Jocated very near to us at the NIH, we have
avoided research contracts nd CRADA3 with the NTH because of the reasonable price
clause. The potential for gwvernment intervention in pricing is a negative that far
outweighs any value that might be achieved by being a parmer with 2 US government
research group. Unlike established phasmaceutical companies, we do not have a revenue
and profit stream to providi: tae necessary financial resources to conduct research.
Investors bet on us and on (sur pecrs in the hope that we will be able 1o bring one or more
FDA regulated products to market. The additional risk of price controls has had a
tremendous chilling effect un the ability of small companies to rarse money for clinical
trials and research,

Unfortunately, in the last ft w yesrs, there have been more clinical disappointments in
biotechnology than positivi: resulrs. In truth, this is a mirror of ths experience of
profitable pharmaceutical ¢ nrapanies; many potential drugs are tested, but few are ever
approved. Finally, when a drug is approved, competition is sure to follow. One of the
eatliest biotechnology drug i was alpha interferon which was initially approved for the
treatment of hairy-cell leuk eraia; there is now a better, non-biotechnology replacement,
deoxycoformycin. Severa. hundred million dollars was invested in alpha interferon
(initially by biotech companies ((Genentech and Biogen among many) and by their
licensees Schering-Plough ard Roche) before interferon was approved for a very narrow
indication. What would h: ve been a reasonable price for alpha interferon if a) no other
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indications were approved. :.nd b) the approval of deoxycoformycin resulted in the loss of
all interferon sales?

The moral of the story is the 1 vou ¢an only tell if a drug price is (was) reasonable
retrospectively. In the mear time, investors risk their money, managers, scientists and
clinicians devote and risk thir carzers in the hope that their company, their drug will
prove successful and there v.ill be any rexusn at all,

The government and the puliic already enjoy a form of cost recovery from successful
drug developments. Profita »le companizs pay corporate taxes. The government also
receives royalties in some c.isns. And the public benefits from improved heaith care,
possibly at an overall reduc:ion in health care costs. Epogen beneits patients on dialysis
and is cost effective. So is {iM-CBF. And so are many other drugs that have been
approved or are waiting to t ¢ approved.

The risk of a "reasonable pr e clause” is very high, Rather than accept the clause,
companies such as ours wol 't work under a CRADA. Therefore, some government
research will be wasted, inv :nted around, or ignored. The government won't receive
royaities. The price of a drty canmot be deemed reasonable just brcause it is sufficient to
recover the research invesuizat. That won't pay for all the past drug development
failures in a company or the fiuture resesrch that is needed to bring new drugs to market.

The "reasonable price” is b st determined by the market. The large development
investments in a drug are mace by assessing the existing market first. Then assuming a
successful product can be d:veloped at some research cost and that the product can be
shown to be safe and effect ve, and that it can be manufactured and sold at a profit. This
system will not work if at 1l end of the day, the control of the price is determined based
on some government comix ittee's view of what a "reasonable price” should be,

Many pharmaceutical and tiotechnology executives have reached the same conclusion
that we have. Ifthere is a " zasonable price clause" in the contract, then we are not

interested.

Sincerely yours,

e

Vincent F. Simmon, Ph.D.
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NIH "Fieasonabls

Y]

i) Is your company currer |ly & panty to a Cooperative Research and Development Agreement
(CRADA) or license w th the National Instiutes of Health {NIH)?

-

Yes No L~ If "yes" please provide details in a cover letter,

S———_—

2) The current NIH "reas¢niable pricing” clause included in its CRADAS and licenses states:

*PHS [Public H :aith Service] may require Licensee t¢ submit documentation in
confidence showing a reasonable relationship between the pricing of a Licensed
Product, the put lic investment in that product, and the health and safety needs of the
public. This paiagraph shall not restrict the right of Licensce to price a Licensed
Product or Licer sed Process so as to obtain a reasonable profit for its salc or use.
"This Paragraph 1loes not peemit PHS to st or dictate prices for Licensed Products or
Licensed Proces es,”

Has your compa 1y entered into an agreement(s) with NIH which include(s) this clause
or ong similar w it?

Yes — Neo g

Would your company be willing, in the future, to eater into an agreement with NIH
which included tie “reqasonable pricing” clause?

Yes No L//

T

If your answer i guestion 2b was “No”, then might your company be interestad in
enlering into agr «ements wiih NI if the agreement would not include this clause?

Yes il No

Are you, or wou d you be, concerned that the “reasonable pricing® clause wouid, in
effoct, permit NI+ to set a ceiling on the price you could charge for a product you
develop based on licensed technology?

-4/
('/, No

Yes

+ ——

Are you, of would you be, concerned that the "reasonable pricing” clause will Limit
your ability to rase capital which would fund the development of the techaology you
are licensing? |

Yes . No
If Bgfeements wily university and foundation graniees of NIH (the extramural
program) includa] “reasonable pricing" clauses, would this undermine your
willingness to entz4nto such an agreement?

Yeas [/ No

—
R
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3)

4)

Arthnitis C ancer Heart Discase Stroke
Cé%%ﬁ Alzheimer's iabates it
i Hacterial infoctions tic Pibmsts

Please circle all the ditcase areas your company is researching:

Multiple Scicrosis  Parkinson's

Other

We invite you to write 1 paragraph or two about your views on this issue for inclusion in the
BIO report to accompaly the survey results. The survey will be confidential, with results
compiled in the aggreg: i¢; however, we would like to identify the names of companies which
provide narrative stalen ents.
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Control Price of Drugs, And Lives May Be Lost

s the father of an 8-vear-oid fighting a
deadiy neuromuscular disease, | follow
4 ®ithe health reform debate with mare
than a little interest, There is, of course.
much that needs reforming, but there are
dangerous ideas creeping through Congress
that should be stopped dead in their tracks.
One of the worst [ know of is drug price
controls.

If the prices of drugs are set by Washing-
ton, investment in pharmaceutical and bio-
tech companies will dry up, research will
stow down, and lives will
be lost. [t's that simpie.
And it's that bad.

Sometime after my son
Andrew was diagnosed
with spinal muscular atro-
phy or SMA, I formed a
little non-profit  group
called Andrew’s Buddies
to raise money in Rich-
mond for SMA research.

In a remarkable outpour- JosePH
ing of support, the people SLAY

of Richmend contributed
over $200,000, which has been used to speed
up the search for the gene that causes SMA.
Their generosity has allowed the search for
the rogue gene to move 20 times faster, and
we are now closing in on its discovery.

BUT IT WILL TAKE more than bake sales
to cure this disease, and others. The average
cost for bringing a new drug to market 13
$300 million. [t is a long and complex proc-
ess, as weil it should be, for a new drug to be
reckoned effective and safe. And developing
these new treatments requires major finan-
cial commitments from investors who can
tolerate risk and who can tolerate waiting
vears before they see a return on their
investment. Increase the risk or lessen the
reward at the end of a long drug development
pipeline, and investors wili doft away.

The Clinton administration and severai
key committees in Congress are advocating
price contrel provisions that would siow
pharmaceutical research and development.
One provision would give the Secretary of
Health and Human Services the power to
“blacklist” new drugs and deny Medicare
coverage if HHS deems them teo expensive.

Another proposal — something called the
Prescription Drug Payment Review Commis-

sion — could determine the reasonableness
of drug prices and make recommendations (o
Congress regarding payments for prescrip-
ton drugs.

4 Frankly, as a parent, 1
believe we should be doing
everything possible to make

sure pharmaceutical and

biotech companies are

In other words, the ability of a company to
se¢ a return on its investment would be left
up to the whim of a bureauerat in Washington
who is miles away from the realities of capital
markets, miles away from research labs, and
miles away from little children who are
waiting for drugs that won't be coming.

Drug prices aren't the problem. Prescrip-
tion drugs account for only 7 percent of the
nation's health care bill, and their prices have
heen coming down. The rate of pnice increase
for prescription drugs has been below the
cost-of-living index for the past two vears.
And drugs can head off expensive surgery.
They are the most cost-effective way to treat
iliness.

Frankly, as a parent, [ believe we should be
doing everything possible to make sure phar-
maceutical and biotech companies are rthriv-
ing. We should be dismantling burcaucratic
obstacles to investment and growth, not
erecting new ones.

And. we should be afert to any “reforms”
that sound good on the surtace but actuaily
hamstring the pharmaceutical industry. One
I've learned of receatly is “'unitary pricing,”
which could, in effect, eliminate discounts to
purchasers of drugs. Unitary pricing will
undermine the ability of the ma:ketplace to
control costs and will raise prices for those
consumers who are using competition to
negotiate lower prces.

Andrew Slay

THE INDUSTRY IS already on the right
track. Since 1540, drugs have saved an
estimated 1.6 miilion lives in just four disease
areas alone — tuberculosis. polio, corenary
heart disease. and cerebrovascular disease.
In the process. there were savings of $141
billion in avoided health care costs. In the
1980s, pharmaceutical companies deubled
their research budgets to $10 bitlion a year.
And in the 1990s. they are incredibly close to
new breakthroughs, even in the deadliest
childhood diseases, like SMA that cripples
thousands of chiidren and kills more new-
borns thas any other inherited disease.

This summer, our country marked the
25th anniversary of the Apoilo landing. That
was an inspinng accomplishment, but phar-
maceutical research is the moonshot of the
1990s. If we strengthen — and not weaken
— the researchers and corporations who
create biotech miracles, we will accomplish
semething even more magnificent than the
moon landing. We wilt lock upon a child who
had never been able to walk before and say,
“One small step for a child . . . one giant leap
for mankind.”

8 Richmond native Joe Slay is president of
Martin Public Relations.
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Consumer Federation of America

September 7, 1994

Secretary Donna Shalala
Deparntment of Health and Human Services

200 Independence Avenue, S.W.
Washington, DC 20201

Dear Secretary Shalala:

Consumer Federation of America writes to express our support for a reasonable
pricing clause in contracts which transfer rights in federally funded phamaceutical
research to the private sector. We believe a reasonable pricing clause is an important
mechanism to protect the public from paying twice for inventions, first as taxpayers, and

then as consumers.

At present some form of the Nationa! Institutes of Health (NTH) model reasonable
pricing clause is used in some agency Cooperative Research and Development
Agreements (CRADAs) and patent licenses, with modifications in the model clause
negotiated between NIH and CRADA partner or license holder. This agreement was
created by NIH after a public outrage over the pricing of AZT, a drug which benefited

significantly from public invesunent.
The model NIH reasonable pricing agreement states:

NIH have a concem that there be a reasonable relationship between the pricing of
a licensed product, the public investment in that product, and the health and
safety needs of the public. Accordingly, exclusive commercialization licenses
granted for NIH intellectual property rights may require that this relationship be
supported by reasonable evidence.

Apparently, it is common for NIH to significantly weaken the model language.
For example, in the January 13, 1988 NIH license with Bristol-Myers for the development
of ddI, NIH specifically deleted the phrase "the public investment in that product," from
the reasonable pricing clause. Likewise, in the January 1991 National Cancer Institute's
(NCI)/Bristol-Myers Squibb taxol CRADA, the reasonable pricing clause was modified to
eliminate the phrase that required Bristol-Myers to provide NCI with evidence that its
price was reasonable. Thus, it is clear that NIH has used the model reasonable pricing

1424 16th Street, N.W., Suite 604 ¢ Washington, D.C. 20036 = {202) 387-6121
o @ 1
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clause as a starting point for negotiations.

As you may know. NIH has been criticized for the way it administers the fair
pricing clause. In the cases of ddI and Taxol, NIH allowed Bristol-Myers Squibb to price
these products based upon some measure of median prices for similar therapies, without
regard to the public's investment in the drugs,’ and in neither case did the government
obtain the types of information that were necessary to make better decisions. Former
NIH Director Dr. Bernadine Healy described the agency's experience with the reasonable
pricing clause at a February 24, 1994 hearing as follows:

The difficulty with the reasonable pricing clause is it was a spiritual statement. It
was a statement of trust, of understanding that we thought that the companies
should recognize the public investment, but in fact, if you look at the contractual

agreement, there are no teeth.

We had hoped that under this new Administration the government would leam
from past mistakes and improve and strengthen the wording and administration of the
reasonable pricing clause, so that the public enjoys more of the benefits from taxpayer
funded research and development of new drugs. Instead, we now understand that NTH
is considering an elimination of the reasonable pricing clause altogether. The arguments
used by the industry for the elimination of the reasonably pricing clause appear to be
twofold. First, in the limited number of cases where the reasonable pricing clause has
been used (ddl and Taxol), it has done little to limit the prices of the drugs, and
secondly, the existence of the reasonable pricing clause has a negative impact on

investment in new drug R&D.

With respect to the first issue, the failures of NIH in its administration of the
reasonable pricing clause can and should be corrected. The fact that NCI did a poor job
evaluating the Taxol price (roughly twenty times production costs) should not be used to
eliminate the reasonable pricing clause, but to develop a sounder methodology for
determining a reasonable price, that takes into account the government's role in the

development of the drug.

With respect to the second issue, it is clear that drug development is a very
heterogeneous process, and it may, in some circumstances, be appropriate to modify a
reasonable pricing clause for some CRADAs or license agreements, as NIH has done in
the past. However, we believe NIH should develop a meaningful reasonable pricing
clause and pricing methodology, which would be presumed to be adequate, and only
allow modifications of the model reasonable pricing clause after public notice, and an
agency finding that the modification was in the public interest. This provides a
framework for balancing the public interest in reasonable pricing and new drug
development in those cases where there is evidence that modifications of the agreement

'In the case of Taxol, there was also a controversy concerning the selection of the

"benchmark" drugs which were used.
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are needed 1o attract investment,

Clearly the government has more power 10 obtain lower consumer prices when
the government's role in the development of the drug is extensive, and when the
government controls important intellectual property rights, and has less power when the
government's role is minor, or when it does not control intellectual property rights. NIH
already has the authority to consider these factors when negotiating a reasonable pricing

clause.

In those cases where the government has played an extensive role in the
development of a drug and it controls the intellectual property rights, there is a very
strong presumption that the agency should seek a low consumer price for the drug. For
example, if the government has funded drug development through Phase III trials, and
holds the patent for a drug, it should investigate licensing mechanisms which allow
competitive bidding based upon a low consumer price, or a similar mechanism that

would benefit consumers.

Finally, it is important to recall that most of the NIH funding for new drug
development is channeled through Universities and other research institutions which
obtain intellectual property rights under the Bayh-Dole Act. The Bayh-Dole Act has
always provided for compulsory licensing under government "march-in" rights if drug
companies do not make the technology available to public on reasonable terms. If NIH
totally eliminates the reasonable pricing clause it will lower the public interest
accountability for drugs developed directly by the government below that which now
exists for research funded at the university level.

Thank you for considering these comments.

Sincerely,

Bradley n

Legislative Counsel
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STATEMENT O)" ELLEN STOVALL, EXECUTIVE DIRECTOR
THE NATIONAI. COALITION FOR CANCER SURVIVORSHIP
BEF JIRE 'THE NIH CRADA FORUM II
SEPTEMBER 8, 1994

Good afternoon. My rame is Eflen Stovall. Iam here today in my role as Executive
Director of the National Coali icn for Cancer Survivorship and as a 22 year survivor of two
bouts with cancer. The Natio :ul Coalition for Cancer Survivorship is the largest nonprofit
cancer group whose memberst i is comprised of thousands of individuals, community cancer
organizations and most of this mountry's leading cancer treatment institutions. NCCS has
spawned many grassroots cancer groups throughout the country and was one of several
organizations that founded the National Breast Cancer Coalition in 1991; however, NCCS's
central mission always has bei o to advocate on behalf of people with all types of cancer.
While we are pleased to count smong our members hundreds of physicians, nurses and social
workers, our most important ¢ eristifuency are the 8 million people living in this country
today, including myself, who ave received a diagnosis of cancer; and it is on their behalf
that I offer this staternent.

Like people with AIDE and other chronic and life-threatening illnesses, people living
with a diagnosis of cancer fre uently must face the devastating fact that there is no known
cure for their disease. Until rire is kmown about the prevention and control of cancer, our
greatest hope lies in the discos ery and development of new anticancer agents. The National
Coalition for Cancer Surviver: hip strongly endorses any initiative— public, private or
collaborative~that will increas«: the prospects for cancer survival,

NCCS feels very stron; iy that restrictive pricing enforcemert would discourage
collaboration between the government and private sector. We do not support the use of the
pricing clause in Cooperative esearch and Development Agreemerts (CRADAS), because
we cannot support any mechar istn that would create disincentives to the private or public
development of new agents di: covered through federally-funded reszarch. As it is, there are
few industrial sponsors seekin;; to participate in public/private cooparative initiatives; thus we
believe the dollars involved wi:uld not be significant enough to run the risk of discouraging
any qualified partner in such ¢ evelopment efforts. Furthermore, we feel that if NIH plays a
larger role in the "downstreatr " marketing and distribution of new products, the likely result
will be the decrease in new praduct development. This is an unacceptable trade-off for
people with cancer whose live: ure dependent on more effective and less debilitating
therapies.
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NCCS has been very it volved in working with other cancer organizations to increase
funding for cancer research, @l through that process we have become painfully aware of the
lack of adequate NIH funding 1 carry forth the promising basic research that will result in
new treatments for cancer, Wi are very concemed that to burden the Institutes with
laborious and detailed pricing »valuations and negotiations would result in taking away
valuable time and resources frym wkat should be its main emphasis—the rapid development
of new products that will add neasurable quality to the lives of pecple dealing with this
devastating disease that will 5t ke one in three Americans and kill one in four. If NIH plays
any role regarding CRADA aj reements, it should be one of creating a positive environment
that offers incentives and not «iscouragement to the private sector. As a resuit, people with
cancer and other life threatenin; discases will be able to realize the benefits of new product
development so vital to their \itimate survival.
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PUBLIC LAW 9G-450—0CT. 21, 19x8 o 2TAT Zhl.

Public Law 46-480

96th Congress
An Act

To promole United States technological innovation for the achievement of national
economic, environmental, and social goals. and for other purposes.

Be it enacted by the Senate and House of Representatives of the
United States of America in Congress assembled, That this Act may be
cited as the "'Stevenson-Wydler Technology Innovation Act of 1980".
SEC. 2, FINDINGS.

The Congress finds and declares that:

(1) Technology and industrial innovation are central to the
economic, environmental, and social well-being of citizens of the
United States.

{2) Technology and industrial innovation offer an improved
standard of living, increased public and private sector productiv-
ity, creation of new industries and employment opportunities,
improved public services and enhanced competitiveness of
United States products in world markets.

(3) Many new discoveries and advances in science occur In
universities and Federal laboratories, while the application of
this new knowledge to commercial and useful public purposes
depends largely upon actions by business and labor. Cooperation
among academia, Federal laboratories, labor, and industry, in
such forms as technology transfer, personnel exchange, joint
research projects, and others, should be renewed, expanded, and
strengthened.

{(4) Small businesses have performed an important role in
advancing industrial and technological innovation.

() Industrial and technological innovation in the United
States may be lagging when compared to historical patterns and
other industrialized nations.

(6) Increased industrial and technological innovation would
reduce trade deficits, stabilize the dollar, increase productivity
gains, increase employment, and stabilize prices,

(7) Government antitrust, economic, trade, patent, procure-
ment, regulatory, research and development, and tax policies
have significant impacts upon industrial innovation and develop-
ment of technology, but there is insufficient knowledge of their
effects in particular sectors of the economy.

(8) No comprehensive national policy exists to enhance techno-
logical innovation for commercial and public purposes. There is a
need for such a policy, including a strong national policy support-
ing domestic technology transfer and utilization of the science
and technology resources of the Federal Government.

(9) It is in the national interest to promote the adaptation of
technological innovations to State and local government uses.
Technological innovations can improve services, reduce their
costs, and increase productivity in gtate and local governments.

(10) The Federa! laboratories and other performers of federally
funded research and development frequently provide scientific
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and technological developments of potential use to State and
local governments and private industry. These developments
should be made accessible to those governments and industry.
There is a need to provide means of access and to give adequate
personnel and funding support to these means.

(11) The Nation should give fuller recognition to individuals
and companies which have made outstanding contributions to
the promotion of technology or technological manpower for the
improvement of the economic, environmental, or social well-
being of the United States.

SEC. 3. PURPOSE.

It is the purpose of this Act to improve the economic, environmen-
tal, and social well-being of the United States by—

(1) establishing organizations in the executive branch to study
and stimulate technology;

(2) promoting technology development through the establish-
ment of centers for industrial technology;

(3} stimulating improved utilization of federally funded tech-
nology developments by State and local governments and the
private sector;

(4) providing encouragement for the development of technol-
ogy through the recognition of individuals and companies which
have made outstanding contributions in technology; and

{5)Yencouraging the exchange of scientific and technical person-
nel among academia, industry, and Federal laboratories.

SEC. 4. DEFINITIONS.

As used in this Act, unless the context otherwise requires, the
term—

(1) “Office” means the Office of Industrial Technology estab-
lished under section 5 of this Act.

(2) "Secretary’’ means the Secretary of Commerce.

(3) “Director” means the Director of the Office of Industrial
Technology, appointed pursuant to section 5 of this Act.

(4) “Centers” means the Centers for Industrial Technology
established under section 6 or section 8 of this Act.

(5) “Nonprofit institution” means an organization owned and
operated exclusively for scientific or educational purposes, no
part of the net earnings of which inures to the benefit of any
private shareholder or individual,

(6) “Board” means the National Industrial Technology Board
established pursuant to section 10.

(1) “Federal laboratory” means any laboratory, any federally
funded research and development center, or any center estab-
lished under section 6 or section 8 of this Act that is owned and
funded by the Federal Government, whether operated by the
Government or by a contractor.

(8) “Supporting agency’’ means either the Department of
Commerce or the National Science Foundation, as appropriate.

SEC. 5. COMMERCE AND TECHNOLOGICAL INNOVATION.

(a) IN GENERAL.—The Secretary shall establish and maintain an
Office of Industrial Technology in accordance with the provisions,
findings, and purposes of this Act.

{b) DirecTor.—The President shall appoint, by and with the advice
and consent of the Senate, a Director of the Office, who shall be

C-16

Appendix C



PUBLIC LAW 96-480—0CT. 21, 1980 4l STAT Zh0n

compensated at the rate provided for level V of the Executive
Schedule in section 5316 of title 5, United States Code. o

(¢} DuTies.—The Secretary, through the Director, on a continuing
basis, shall— .

(1) determine the relationships of technological developments
and international technology transfers to the output, employ-
ment, productivity, and world trade performance of United
States and foreign industrial sectors;

(2) determine the influence of economic, labor and other
conditions, industrial structure and management, and govern-
ment policies on technological developments in particular indus-
trial sectors worldwide; .

(3) identify technological needs, problems, and opportunities
within and across industrial sectors that, if addressed, could
make a significant contribution to the economy of the United
States;

(4} assess whether the capital, technical and other resources
being allocated to domestic industrial sectors which are likely to
generate new technologies are adequate to meet private and
social demands for goods and services and to promote productiv-
ity and economic growth;

(5) propose and support studies and policy experiments, in
cooperation with other Federal agencies, to determine the effec-
tiveness of measures with the potential of advancing United
States technological innovation;

(6} provide that cooperative efforts to stimulate industrial
innovation be undertaken between the Director and other offi-
cials in the Department of Commerce responsible for such areas
as trade and economic assistance;

(7) consider government measures with the potential of
advancing United States technological innovation and exploiting
innovations of foreign origin; and

(8) publish the results of studies and policy experiments.

(d) RerorT.—The Secretary shall prepare and submit to the Presi- Report to
dent and Congress, within 3 years after the date of enactment of this g;es’de“‘ and
Act, a report on the progress, findings, and conclusions of activities ~""& >
conducted pursuant to sections 5, 6, 8, 11, 12, and 13 of this Act and
recommendations for possible modifications thereof.

SEC. 6. CENTERS FOR INDUSTRIAL TECHNOLOGY. 15 USC 3705.

{(a) EsTaBLISHMENT.—The Secretary shall provide assistance for the
establishment of Centers for Industrial Technology. Such Centers
shall he affiliated with any university, or other nonprofit institution,
or group thereof, that applies for and is awarded a grant or enters
into a cooperative agreement under this section. The objective of the
Centers is to enhance technological innovation through—

(1) the participation of individuals from industry and universi-
ties in cooperative technological innovation activities;

{2) the development of the generic research base, important for
technological advance and innovative activity, in which indi-
vidual firms have little incentive to invest, but which may have
significant economic or strategic importance, such as manufac-
turing technology,

(3) the education and training of individuals in the technologi-
cal innovation process;

(4) the improvement of mechanisms for the dissemination of
scientific, engineering, and technical information among univer-
sities and industry;
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(5) the utilization of the casmbility and expertise, where appro-
priate, that exists in Federal iaboratories; and

(6) the development of continuing financial support from other
mission agencies, from State and local government, and from
industry and universities through, among other means, fees,
licenses, and royalties.

(b Acrrvrries.—The activities of the Centers shall include, but
need not be limited to— .

(1) research supportive of technological and industrial innova-
tion including cooperative industry-university basic and applied
research;

(2) assistance to individuals and small businesses in the genera-
tion, evaluation and development of technological ideas support-
ive of industrial innovation and new business ventures;

(8) technical assistance and advisory services to industry,
particularly small businesses; and

(4) curriculum development, training, and instruction in inven-
tion, entrepreneurship, and industrial innovation.

Each Center need not undertake all of the activities under this
subsection.

(¢) REQUIREMENTS.—Prior to establishing a Center, the Secretary
shall find that—

(1) consideration has been given to the potential contribution
of the activities proposed under the Center to productivity,
employment, and economic competitiveness of the United States;

(2) a high likelihood exists of continuing participation, advice,
financial support, and other contributions from the private
sector;

(3) the host university or other nonprofit institution has a plan
for the management and evaluation of the activities proposed
within the particular Center, including:

(A) the agreement between the parties as to the allocation
of patent rights on a nonexclusive, partially exclusive, or
exclusive license basis to and inventions conceived or made
under the auspices of the Center; and

(B) the consideration of means to place the Center, to the
maximum extent feasible, on a self-sustaining basis;

(4) suitable consideration has been given to the university’s or
other ngnproﬁt institution’s capabilities and geographical loca-
tion; an

(5) consideration has been given to any effects upon competi-
tion of the activities pm%ghsed under the Center.

(d) PranniNne Grants.—The Secretary is authorized to make
available nonrenewable planning grants to universities or nonprofit
institutions for the purpose of developing a plan required under
subsection (c)3).

Inventions, title (e) ResearcH anNDp DevEropMeEnT Utinization.—(1) To promote
acquisition, technological innovation and commercialization of research and
development efforts, each Center has the option of acquiring title to
any invention conceived or made under the auspices of the Center
%txhatt was supported at least in part by Federal funds: Provided,

a o,

(A) the Center reports the invention to the supporti ncy
together with a list of each country in which the ntmﬁ.& to
file a patent application on the invention;

_ {B) said option shall be exercised at the time of disclosure of
invention or within such time thereafter as may be provided in
the grant or cooperative agreement;
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(Ci the Center intends to promote the commercialization of the
invention and file a United States patent application;

(D) rovalties be used for compensation of the inventor or for
educational or research activities of the Center; '

{E) the Center make periodic reports to the supporting agency,
and the supporting agency may treat information contained in
such reports as privileged and confidential technical, comnmer-
cial. and financial information and not subject to disclosures
under the Freedom of Information Act; and

(F} any Federal department or agency shall have the royalty-
free right to practice, or have practiced on its behalf, the
inventicn for governmental purposes.

The supporting agency shall have the right to acquire title to any
patent on an invention in any country in which the Center elects not
to file a patent application or fails to file within a reasonable time.

{2y Where a Center has retained title to an invention under Supporting
paragraph (1) of this subsection the supporting agency shall have the :l‘“’r:‘l;‘ heensing
right to require the Center or its licensee to grant a nonexclusive, ghts.
partially exclusive, or exclusive license to a responsible applicant or
applicants, upon terms that are reasonable under the circumstances,

il the supporting agency determines, after public notice and opportu-
nity for hearing, that such action is necessary—

(A) because the Center or licensee has not taken and is not
expected to take timely and effective action to achieve practical
application of the invention;

tB) to meet health, safety, environmental, or national security
needs which are not reasonably satisfied by the contractor or
licensee; or

(C) because the granting of exclusive rights in the invention
has tended substantially to lessen competition or to result in
undue market concentration in the United States in any line of
commerce to which the technology relates.

(3} Any individual, partnership, corporation, association, institu- YU.S. Courts of
tion, or other entity adversely affected by a supporting agency Claims. petition
determination made under paragraph (2) of this subsection may, at
any time within 60 days after the determination is issued, file a
petition to the United States Court of Claims which shall have
Jurisdiction to determine that matter de novo and to affirm, reverse,
or modify as appropriate, the determination of the supporting
agency.

(f) AppimonaL CoNsiBERATION.—The supporting agency may re- Antitrust laws.
quest the Attorney General's opinion whether the proposed joint
research activities of a Center would violate any of the antitrust laws.

The Attorney General shall advise the supporting agency of his
determination and the reasons for it within 120 days after receipt of
such request.

SEC. 7. GRANTS AND COOPERATIVE AGREEMENTS. 15 USC 3706.

(a) IN GENERAL.—The Secretary may make grants and enter into
cooperative agreements according to the provisions of this section in
order to assist any activity consistent with this Act, including
activities performed by individuals. The total amount of any such
grant or cooperative agreement may not exceed 75 percent of the
total cost of the program.

(b} ELIGIBILITY AND PROCEDURE.—Any person or institution may
apply to the Secretary for a grant or cooperative agreement available
under this section. Application shall be made in such form and
manner, and with such content and other submissions, as the Direc-
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tor shall prescribe. The Secretary shall act upon each such applica-
tion within 90 days after the date on which all required information is
received.

{(¢) TErmMS anND CONDITIONS. — _

(1) Any grant made, or cooperative agreement entered into,
under this section shall be subject to the limitations and provi-
sions set forth in paragraph (2) of this subsection, and to such
other terms, conditions, and requirements as the Secretary
deems necessary or appropriate.

(2) Any person who receives or utilizes any proceeds of any
grant made or cooperative agreement entered into under this
section shall keep such records as the Secretary shall by regula-
tion prescribe as being necessary and appropriate to facilitate
effective audit and evaluation, including records which fully
disclose the amount and disposition by such recipient of such
proceeds, the total cost of the program or project in connection
with which such proceeds were used, and the amount, if any, of
such costs which was provided through other sources.

15 USC 3707, SEC. 8. NATIONAL SCIENCE FOUNDATION CENTERS FOR INDUSTRIAL
TECHNOLOGY.

(a) EstaBLISHMENT AND Provisions.—The National Science Foun-
dation shall provide assistance for the establishment of Centers for
Industrial Technology. Such Centers shall be affiliated with a univer-
sity, or other nonprofit institution, or a group thereof. The objective
of the Centers is to enhance technological innovation as provided in
section 6(a) through the conduct of activities as provided in section
6(b). The provisions of sections 6(e} and 6(f) shall apply to Centers
established under this section.

(b) PLaANNING Grants.—The National Science Foundation is
authorized to make available nonrenewable planning grants to
universities or nonprofit institutions for the purpose of developing
the plan, as described under section 6(cX3}.

{c) Terms anDp CowpiTiONs.—Grants, contracts, and cooperative
agreements entered into by the National Science Foundation in
execution of the powers and duties of the National Science Founda-
tion under this Act shall be governed by the National Science

4";USC 1861 Foundation Act of 1950 and other pertinent Acts.
note.
15 USC 3708, SEC. 9. ADMINISTRATIVE ARRANGEMENTS.

(a) CoorpinATION.—The Secretary and the National Science Foun-
dation shall, on a continuing basis, obtain the advice and cooperation
of departments and agencies whose missions contribute to or are
affected by the programs established under this Act, including the
development of an agenda for research and policy experimentation.
These departments and agencies shall include but not be limited to
the Departments of Defense, Energy, Education, Health and Human
Services, Housing and Urban Development, the Environmental Pro-
tection Agency, National Aeronautics and Space Administration,
Small Business Administration, Council of Economic Advisers, Coun-
gll{m Environmental Quality, and Office of Science and Technology

olicy.

(b) CooreraTiON.—It is the sense of the Congress that departments
and agencies, including the Federal laboratories, whose missions are
affected by, or could contribute to, the programs established under
this Act, should, within the limits of budgetary authorizations and
appropriations, support or participate in activities or projects author-
ized by this Act.
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{(c) ADMINISTRATIVE AUTHORIZATION, — .
(1) Departments and agencies described in subsection (b) are
authorized to participate in, contribute to, and serve as resources
for the Centers and for any other activities authorized under this
Act.

(2) The Secretary and the National Science Foundation are
authorized to receive moneys and to receive other forms of
assistance from other departments or agencies to support activi-
ties of the Centers and any other activities authorized under this
Act.

(d) CooreraTIvE Errorts.—The Secretary and the National Sci-
ence Foundation shall, on a continuing basis, provide each other the
opportunity to comment on any proposed program of activity under
section 6, 8, or 13 of this Act before funds are committed to such
program in order to mount complementary efforts and avoid
duplication.

SEC. 10. NATIONAL INDUSTRIAL TECHNOLOGY BOARD. 15 USC 3709,

(a) EsTABLISHMENT.—There shall be established a committee to be
known as the National Industrial Technology Board.

(b} DuTies.—The Board shall take such steps as may be necessary to
review annually the activities of the Office and advise the Secretary
and the Director with respect to—

(1) the formulation and conduct of activities under section 5 of
this title;

(2) the designation and operation of Centers and their pro-
grams under section 6 of this Act including assistance in estab-
lishing priorities;

((:j_%) the preparation of the report required under section 5d);
an

(4) such other matters as the Secretary or Director refers to the
Board, including the establishment of Centers under section 8 of
this Act, for review and advice.

The Director shall make available to the Board such information,
personnel, and administrative services and assistance as it may
reasonably require to carry out its duties. The National Science
Foundation shall make available to the Board such information and
assistance as it may reasonably require to carry out its duties.

(¢) MeEMBERsHIP, TERMS, AND POWERS. —

(1) The Board shall consist of 15 voting members who shall be
appointed by the Secretary. The Director shall serve as a nonvot-
ing member of the Board. The members of the Board shall be
individuals who, by reason of knowledge, experience, or training
are especially qualified in one or more of the disciplines and
fields dealing with technology, labor, and industrial innovation
or who are affected by technological innovation. The majority of
the members of the Board shall be individuals from industry and
business. _ ,

(2) The term of office of a voting member of the Board shall be 3
years, except that of the original appointees, five shall be
appointed for a term of 1 year, five shall be appointed for a term
of 2 years, and five shall be appointed for a term of 3 years.

(3) Any individual appointed to fill a vacancy occurring before
the expiration of the term for which his or her predecessor was
appointed shall be appointed only for the remainder of such
term. No individual may be appointed as a voting member after
serving more than two full terms as such a member.
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14} The Board shall select a voting member to serve as the
Chairperson and another voting member to serve as the Vice
Chairperson. The Vice Chairperson shall perform the functions
of the Chairperson in the absence or incapacity of the
Chairperson.

(5} Voting members of the Board may receive compensation at
a datly rate for G5-18 of the General Schedule under section 5332

15 PR s of title 5, United States Code, when actually engaged in the
performance of duties for such Board, and may be reimbursed for
actual and reasonable expenses incurred in the performance of
such duties.

10 USC T, SEC. 1L UTILIZATION OF FEDERAL TECHNOLOGY.

(a) Pouicy.—It is the continuing responsibility of the Federal

Governmment to ensure the full use of the results of the Nation's

Technology Federal investment in research and development. To this end the

transfer. Federal Government shall strive where appropriate to transfer

federally owned or originated technology to State and local govern-
ments and to the private sector.

{b) ESTABLISHMENT OF RESEARCH AND TECHNOLOGY APPLICATIONS
Orrices.—FEach Federal laboratory shall establish an Office of Re-
search and Technology Applications. Laboratories having existing
organizational structures which perform the functions of this section
may etect to combine the Office of Research and Technology Applica-
tions within the existing organization. The staffing and funding
levels for these offices shall be determined between each Federal
laboratory and the Federal agency operating or directing the labora-
tory, except that (1) each laboratory having a total annual budget
exceeding $20,000,000 shal] provide at least one professional individ-
ual fulltime as staff for its Office of Research and Technology
Applications, and (2} after September 30, 1981, each Federal agency
which operates or directs one or more Federal laboratories shall
make available not less than 0.5 percent of the agency's research and
developinent budget to support the technology transfer function at
the agency and at its laboratories, including support of the Offices of
Research and Technology Applications. The agency head may waive

g}fzﬁ:w o the requirements set forth in (1) and/or (2) of this subsection. If the
Congress agency head waives either requirement (1) or (2), the agency head

shall submit to Congress at the time the President submits the budget
to Congress an explanation of the reasons for the waiver and
alternatie plans for conducting the technology transfer function at the
agency.

{¢) Funcrions oF ResparcH AnD TECHNOLOGY APPLICATIONS
Orrices—It shall be the function of each Office of Research and
Technology Applications—

(1) to prepare an application assessment of each research and
development project in which that laboratory is engaged which
has potential for successful application in State or local govern-
ment or in private industry;

(2) to provide and disseminate information on federally owned
or originated products, processes, and services having potential
application to State and local governments and to private
industry;

(3) to cooperate with and assist the Center for the Utilization of
Federal Technology and other organizations which link the
research and development resources of that laboratory and .the
Federal Government as a whole to potential users in State and
local government and private industyy; and
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(4) to provide technical assistance in response to requests from
State and local government officials.

Agencies which have established organizational structures outside
their Federal laboratories which have as their principal purpose the
transfer of federally owned or originated technology to State and
local government and to the private sector may elect to perform the
functions of this subsection in such organizational structures. No
Office of Research and Technology Applications or other organiza-
tional structures performing the functions of this subsection shall
substantially compete with similar services available in the private
sector.

{d) CENTER FOR THE UTILIZATION OF FEDERAL TECHNOLOGY.—There Establishment
is hereby established in the Department of Commerce a Center for
the Utilization of Federal Technology. The Center for the Utilization
of Federal Technology shall—

(1t serve as a central clearinghouse for the collection, dissemi-
nation and transfer of information on federally owned or origi-
nated technologies having potential application to State and
local governments and to private industry;

(2) coordinate the activities of the Offices of Research and
Technology Applications of the Federal laboratories;

(3) utilize the expertise and services of the National Science
Foundation and the existing Federal Laboratory Consertium for
Technology Transfer; particularly in dealing with State and local
governments;

(4) receive requests for technical assistance from State and
local governments and refer these requests to the appropriate
Federal laboratories;

(3) provide funding, at the discretion of the Secretary, for
Federal laboratories to provide the assistance specified in subsec-
tion {cX4); and

{6) use appropriate technology transfer mechanisms such as
personnel exchanges and computer-based systems.

(e) AceENncy ReporTiNG.—Each Federal agency which operates or
directs one or more Federal laboratories shall prepare biennially a
report sumimarizing the activities performed by that agency and its
Federal laboratories pursuant to the provisions of this section. The
report shall be transmitted to the Center for the Utilization of
Federal Technology by November 1 of each year in which it is due.

SEC. 12. NATIONAL TECHNOLOGY MEDAL. 15 USC 3711

(a) EstaBLISHMENT.—There is hereby established a National Tech-
nology Medal, which shall be of such design and materials and bear
such inscriptions as the President, on the basis of recommendations
submitted by the Office of Science and Technology Policy, may
prescribe.

(b AwarD.—The President shall periodically award the medal, on
the basis of recommendations received from the Secretary or on the
basis of such other information and evidence as he deems appropri-
ate, to individuals or companies, which in his judgment are deserving
of special recognition by reason of their outstanding contributions to
the promotion of technology or technological manpower for the
improvemeni of the economic, environmental, or social well-being of
the United States.

(c} PRESENTATION.—The presentation of the award shall be made by
the President with such ceremonies as he may deem proper.
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TR S QU SEC. 13. PERSONNEL EXCHANGES,

The Secretary and the National Science Foundation, jointly, shall
establish a program to foster the exchange of scientific and technical
personnel among acadermia, industry, and Federal laboratories. Such
program shall include both (1) federally supported exchanges and (2)
efforts to stimulate exchanges without Federal funding.

15 USC 3713 SEC. 14. AUTHORIZATION OF APPROPRIATIONS.

(a) There is authorized to be appropriated to the Secretary for
purposes of carrying out section 6, not to exceed $19,000,000 for the
fiscal year ending September 30, 1981, 840,000,000 for the fiscal year
ending September 30, 1982, §50,000,000 for the fiscal year ending
Septernber 30, 1983, and $60,000,000 for each of the fiscal years
ending September 30, 1984, and 1985.

(b} In addition to authorizations of appropriations under subsection
(a), there is authorized to be appropriated to the Secretary for

urposes of carrying out the provisions of this Act, not to exceed
§5,000,000 for the fiscal year ending September 30, 1981, §3,000,600
for the fiscal year ending September 30, 1982, and $14,000,000 for
each of the fiscal years ending September 30, 1983, 1984, and 1985.

(¢) Such sums as may be appropriated under subsections (a) and (b)
shall remain available until expended.

(d) To enable the National Science Foundation to carry out its
powers and duties under this Act only such sums may be appropri-
ated as the Congress may authorize by law.

VA USC 3714, SEC, 15. SPENDING AUTHORITY,

No payments shall be made or contracts shall be entered into
pursuant to this Act except to such extent or in such amounts as are
provided in advance in appropriation Acts.

Approved October 21, 1880,
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Public Law 99-502

99th Congress
An Act

To amend the Stevenson-Wydler Technology Innovation Act of 1980 to promote
technology transfer by authorizing Government-operated laboratories to enter into
cooperative research agreements and by establishing a Federd] Laboratory Consor-
tium for Technology Transfer within the National Buresu of Standards, and for

other purposes.

Be it enacted by the Senate and House of Representatfyes sf the
United States of America in Congress assembled,

SECTION 1. SHORT TITLE.

Ténis Act may be cited as the “Federal Technology Transfer Act of
1986".
SEC. 2. COOPERATIVE RESEARCH AND DEVELOPMENT AGREEMENTS.

The Stevenson-Wydler Technology Innovation Act of 1980 is
amended by redesignating sections 12 through 15 as sections 16
through 19, and by inserting immediately after section 11 the
following:

“SEC. Ii. COOPERATIVE RESEARCH AND DEVELOPMENT AGREEMENTS.

“{a) GENERAL AuTHORrTv.—Each Federal agency may permit the
director of any of its Government-operated Federal laboratories—
“(1} to enter into cooperative research and development
agreements on behalf of such agency (subject to subsection (¢) of
this section) with other Federal agencies; units of State or local
government; industrial organizations (including corporations,
partnérships, and limited partnerships, and industrial develo
ment. organizations); public and private foundations; nonprofit
organizations (including universities); or other persons (includ-
ing licensees of inventions owned by the Federal agency) and

“(2) to negotiate licensing agreements under section 207 of
title 35, United States Code, or under other authorvities for
Governmentowned inventions made at the laboratory and
other inventions of Federal employees that may be voluntanly
assigned to the Government.

"(by ENUMERATED AuTHORITY.~—Under agreements entered into
pursuant to subsection (aX1), a Government-operated Federal lab-
oratory may (subject to subsection (¢} of this section)—

“(1) accept, retain, and use funds, personnel, services, and
property from collaborating parties and provide personnel, serv-
ices, and property to collaborating parties;

"(2) grant or agree to grant in advance, to a collaborating
party, patent licenses or assignments, or options thereto, in
any invention made in whole or in part by a Federal em-
ployee” under the agreement, retaining & mnonexclusive,
nontransferrable, irrevocable, paid-up license to practice the
invention or have the invention practiced throughout the world
by or on behalf of the Government and such other rights as the
Federal laboratory deems appropriate; and

2i=13% 0 - 86 (519)

100 STAT, 1785
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“13) waive, subject to reservation by the Government of a
nonexclusive, irrevocable, paid-up license to practice the inven-
tion or have the invention practiced throughout the world by or
on behalf of the Government. in advance, in whole or in part,
any right of ownership which the Federal Government may
have to any subject invention made under the agreement by a
collaborating party or employee of a collaborating party, and

“t4) to the extent consistent with any applicable agency
requirements and standards of conduct, permit employees or
forrmer employees of the laboratory to participate in efforis to
commercialize inventions they made while in the service of the
United States.

Regulationa. “ic) ContracT CONSIDERATIONS.~—{]1} A Federal agency may issue
regulations on suitable procedures for implementing the provisions
of this section; however, implementation of this section shall not be
delaved until issuance of such regulations.

“12) The agency in permitting a Federal laboratory to enter into
ngreiments under this section shall be guided by the purposes of
this Act.

“13%A) Any agency using the authority given it under subsection
{a) shall review employee standards of conduct for resolving poten-
tial conflicts of interest to make sure they adequately establish
guidelines for situations likely to arise through the use of this
authority, including but not limited to cases where present or
former employees or their parthers negotiale licenses or assign-
ments of titles to inventions or negotiate cooperative research and
development agreements with Federal agencies (including the
agency with which the employee involved is or was formerly
employed),

“{B}If, in implementing subparagraph (A), an agency is unable to
resolve potential conflicts of interest within its current statutory
framework, it shall propose necessary statutory changes to be for-
warded 1o its authorizing committees in Congress.

“(4) The laboratory director in deciding what cooperative research
and development agreements to enter into shall-—

Small business. “(A) give special consideration to small business firms, and
consortia involving small business firms; and

Business and "“(B) give preference to business units located in the United

industry. States which agrec that products embodying inventions made

:“gtri’;"r:;:’:a‘ under the cooperative research and development agreement or

produced through the use of such inventions will be manufac-
tured substantially in the United States and, in the case of any
industrial organization or other person subject to the control of
a foreign company or government, as appropriate, take into
consideration whether or not such foreign government permits
United States agencies, organizations, or other persons to enter
into cooperative research and development agreements and
licensing agreements.

“(5XA) If the head of the agency or his designee desires an
opportunity to disapprove or require the modification of any such
agreement, the agreement shaﬂ provide a 30-day period within
which such action must be taken beginning on the date the agree
ment is presented to him or her by the head of the laboratory
concerned.,

“(B) In any case in which the head of an agency or his designee
disapproves or requires the modification of an agreement presented
under this section, the head of the agency or such designee shall
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transmit a written explanation of such disapproval or modification
to the head of the laboratory concerned.

“(6) Each agency shall maintain a record of all agreements en- Records.
tered into under this section,

*1d) DERINITION.—As used in this section—

“(1} the term 'cooperative research and development agree-
ment' means any agreement between one or more Federal
laboratories and one or more non-Federal parties under which
the Government, through its laboratories, provides personnel,
services, facilities, equipment, or other resources with or with-
out reimbursement (but not funds to non-Federal parties) and
the non-Federal parties provide funds, personnel, services,
facilities, equipment, or other resources toward the conduct of
specified research or development efforts which are consistent
with the missions of the laboratory; except that such term doses
not include a procurement contract or cooperative agreement as
those terrs are used in sections 6303, 6304, and 6305 of title 31,
United States Code; and

“(2) the term ‘laboratory’ means a facility or group of facili-
ties owncd, ieased, or otherwise used by a Federal agency, a
substantial purpose of which is the performance of research,
development, or engineering by employees of the Federal
Government.

‘“e) DETERMINATION OF LABORATORY Missions.—For purpozes of
this section, an agency shall make separate determinations of the
mission or missions of each of its laboratories.

“tfY Rerationsuip 1o OTHER Laws.—Nothing in this section is
intended to limit or diminish existing authorities of any agency.”.

SEC, ], ESTABLISHMENT OF FEDERAL LABORATORY CONSURTIUM FOR
TECHNOLOGY TRANSFER.

Section 11 of the Stevenson-Wydler Technology Innovation Act of
1980 (15 U.S.C 3710} is amended-— Pest, p. 1701

{1} by redesignating subsection (e) as subsection (); and

{2) by inserting after subsection (d) the following:

“{¢) ESTABLISHMENT OF FEDERAL LaBoRATORY CoONSORTIUM FOR
TecHnoLOGY TRANSFER.~(1) There is hereby established the Federal
Laboratory Consortium for Technology Transfer {hereinafter ve-
ferred to as the ‘Consortium’) which, in cooperation with Federal
Laboratories and the private sector, shall—

“{A} develop and (with the consent of the Federal laboratory
concerned) administer techniques, training courses, and mate-
rials concerning technology transfer to increase the swareness
of Federal laboratory employees regarding the commercial
potential of laboratory technology and innovations,

“(B) furnish advice and assistance requested by Federal agen-
cies and laboratories for use in their technology transfer pro-
grams (including the planning of seminars for small business
and other industry),

“(C) provide a clearinghouse for requests, received at the
laboratory level, for technical assistance from States and units
of local governments, businesses, industrial development
organizations, not-for-profit organizations including univer-
sitiies, Federal agenciez and laboratories, and other persons,
a_n ez

“(i) to the extent that such requests can be responded to
with published information available to the National Tech-
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nical Igformation Service, refer such requests to that Serv-
ice, an

“(ii) otherwise refer these requests to the appropriate
Federal laboratories and agencies;

“tD} facilitate communication and coordination between
Offices of Research and Technology Applications of Federal
laboratories;

“(E) utilize (with the consent of the agency involved) the
expertise and services of the National Science Foundation. the
Department of Commerce, the National Aeronautics and Space
Administration, and other Federal agencies, as necessarv;

“(F¥ with the consent of any Federal laboratory, facilitate the
use by such laboratory of appropriate technology transfer
mechanisms such as personnel exchanges and computer-based
systems;

“tG) with the consent of any Federal laboratory,. assist such
laboratory to establish programs using technical volunteers to

rovide technical assistance to communities related to such
aboratory;

“tH) facilitate communication and cooperation between Of-
fices of Research and Technology Applications of Federal lab-
oratories and regional, State, and iecal technology transfer
organizations;

(1) when requested, assist colleges or universities, businesses,
nonprofit organizations, State or local governments, or regional
organizations to establish programs to stimulate research and
to encourage technology transfer in such areas as technology
program development, curriculum design, long-term research
planning, personnel needs projections, and productivity assess-
ments; and

“(J1 seek advice in each Federal laboratory consortium region
from representatives of State and local governments, large and
small business, universities, and other appropriate persons on
the effectiveness of the program (and any such advice shall be
provided at no expense to the Government).

“12) The membership of the Consortium shall consist of the Fed-
eral laboratories described in clause (1) of subsection (b} and such
other laboratories as may choose to join the Consortium. The rep-
resentatives to the Consortium shalil include a senior staff member
of each Federal laboratory which is a8 member of the Consortium
and a representative appointed from each Federal agency with one
or more member laboratories.

“{3) The representatives to the Consortium shall elect a Chairman
of the Consortium.

“(4) The Director of the National Bureau of Standards shall
provide the Consortium, on a reimbursable basis, with administra-
tive services, such as office space, personnel, and support services of
gx‘e Bureau, as requested by the Consortium and approved by such

irector.

*(5) Each Federal laboratory or agency shall transfer technology
directly to users or representatives of users, and shall not transfer
technology directly to the Consortium., Each Federal laboratory
shall conduct and transfer technology only in accordance with the
practices and policies of the Federal agency which ownas, leases, or
otherwise uses such Federa] laboratory. )

Reports. “(6) Not later than one year after the date of the enactment of this
subsection, and every year thereafier, the Chairman of the Consor-
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tium shall submit a report to the President, to the appropriate
authorization and appropriation commitiees of both Houses of the
Congress, and to evach agency with respect to which a transfer of
funding is made tfor the fiscal year or years involved} under para-
graph (7), concerning the activities of the Consortium and the
expenditures made by it under this subsection during the year for
which the report is made.

“(TXA) Subject to subparagraph (B), an amount equal to 0.003
percent of that portion of the research and development budget of
each Federal agency that is to be utilized by the laboratories of such
agency for a fiscal year referred to in subparagraph (Bitii) shall be
transferred by such agency to the National Bureau of Standards at
the beginning of the fiscal year involved. Amounts so transferred
shall be provided by the Burcau to the Consortium for the purpose
of carrying out activities of the Consortium under this subsection.

“tB) A transfer shall be made by any Federal agency under
subparagraph (A}, for any fiscal year, only if—

“(it the amount so transferred by that agency (as determined
under such subparagraph) would exceed $10,000; and

“(ii) such transfer is made with respect to the fiscal year 1987,
1988, 1989, 1990, or 1991. )

‘“4C) The heads of Federal agencies and their designees, and the
directors of Federal laboratories, may provide such additional sup-
port for OTPerations of the Consortium as they deem appropriate.
. ‘“48XA) The Consortium shall use 5 percent of the funds provided
in paragraph (TXA) to establish demonstration projects in tech-
nology transfer. To carry out such projects, the Consortium may
arrange for grants or awards to, or enter into agreements with,
nonprofit State, local, or private organizations or entities whose
primary purposes are to facilitate cooperative research between the
Federal laboratories and organizations not associated with the Fed.
eral laboratories, to transfer technology from the Federal labora-
tories, and to advance State and local economic activity.

“i{B} The demonstration projects established under sulyaarngraph
{A) shall serve as model programs. Such projects shall be designed to
develop programs and mechanisms for technology transfer from the
Federal laboratories which may be utilized by the States and which
will enhance Federal, State, and local programs for the transfer of
technology.

*(C) Application for such grants, awards, or agreements shail be
in such form and contain such information as the Consortium or its
designee shall specify.

(D) Any person who recejves or utilizes any proceeds of a grant or  Records.
award made, or agreement entered into, under this paragraph shall
keep such records as the Consortium or its designee ghall determine
are necessary and appropriate to facilitate effective audit and
evaluation, including records which fully disclose the amount and
disposition of such proceeds and the total cost of the project in

"

connection with which such proceeds were used.”.

SEC. & UTILIZATION OF FEDERAL TECKRNOLOGY.

(a) REspoNsiBILITY POR TECHNOLOGY TRANSFER.—Section 11{a) of
the Stevenson-Wydler Technology Innovation Act of 1980 (15 U.S.C.
3710a) is amended—

(1) by inserting “(1)” after “Poucy.—"; and o
(2) by adding at the end thereof the following new

paragraphs:
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State and locel
governmenta.

{2) Technology transfer, consistent with mission responsibil-
itics, is a responsibility ol each laboratory science and engineering
professional.

(131 Each laboratory director shall ensure that efforts to transfer
technology are considered positively in laboratory job descriptions,
employee promotion policies, and evaluation of the job performance
of scientists and engineers in the laboratory.”.

(b) RESEARCH aND TECHNOLOGY APPLICATIONS OFFICES.~~(1) Section
1libtof such Act (15 U.8.C. 3710tb)) is amended—

tA) by striking out “a total annual budget exceeding
$20,000,000 shall provide at least one professional individual
full-time” and inserting in lieu thereof “200 or more full-time
equivalent scientific, engineering, and related technical posi-
tions shall provide one or more full-time equivalent positions™;

iBY by inserting immediately before the next to last sentence
the following new sentence: “Furthermore, individuals filling
positiens in an Office of Research and Technology Applications
shall be included in the overall taboratory/agency management
developmenti program so0 as to ensure that highly competent
technical managers are full participants in the technology
transfer process.’;

{C by striking out “requirements set forth in (1) and/or (2 of
this subsection™ in the next tv last sentence and inserting in
lieu thereof “requirement set forth in clause (2) of the preceding
sentence’; and ‘

(D1 by striking out "either requirement (1) or (2)” in the last
sentence and inserting in lieu thereof “such requirement”.

(2) Section 1lic) of such Act (15 U.S.C. 3710(c)h is amended—

(A) by striking out paragraph (1) and inserting in lieu thereof
the following:

“r1) to prepare application assessments for selected research
and development projects in which that laboratory is engaged
and which in the opinion of the laboratory may have potential
commercial applications;”; .

{B) by striking out “the Center for the Utilization of Federal
Technology' in paragraph (3) and inserting in lieu thereof “the
Naticnal Technical Information Service, the Federal Labora-
tory Consortium for Technology Transfer,”, and by striking out
“and"” ulter the semicolon;

(C) by striking out “in response to requests from State and
local government officials.”” in paragraph (4) and inserting in
lieu thereof “to State and local government officials; and™; and

(D) by inserting immediately after paragraph (4) the following
new paragraph:

“{5) to participate, where feasible, in regional, State, and local
programs designed to facilitate or stimulate the transfer of
technology for the benefit of the region, State, or iocal jurisdic-
tion in which the Federal laboratory is located.”

(¢) DissemiNATION OF TECHNICAL INFORMATION.—Section 11(d) of
such Act (15 U.S.C. 3710(d)) is amended-—

(1) by striking out “(d)"’ and all that follows down through
“shall—"' and inserting in lieu thereof the following: .

(d) DisseMinvaTiON of TecunicaL InForMATION.—The National
Technical Information Service shall—"";

(2) by striking out paragraph (2); )

(3) by striking out “existing” in paragraph (3), and redesignat-
ing such paragraph as paragraph (2);
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{4) by striking out paragraph (4) and inserting in lieu thereof
the following:

“{3} receive requests for technical assistance from State and  State und loead
local governments, respond to such requests with published  #overnments
information available to the Service, and refer such requests to
the Federal Laboratory Consortium for Technology Transler to
the extent that such requests require a response involving more
than the published information available to the Service;™;

(5} by redesignating paragraphs (5) and {6) as paragraphs (1)
and (5), respectively; and

{6) by striking out "(c¥4)” in paragraph (4) as so redesignated
and inserting in lieu thereof '(ch3)”.

(d} AceEncy REPORTING.—Section 11f) of such Act (15 U.S.C.
3710leN (as redesignated by section 3(1) of this Act) is amended—

(1) by striking out “‘prepare biennially a report summarizing  Reporis.
the activities” in the first sentence and inserting in lieu thereof
‘“report annually to the Congress, as part of the agency's annual
budget submission, on the activities”; and

{2} by striking out the second sentence.

SEC. 5. FUNCTIONS OF THE SECRETARY OF COMMERCE. 15 USEC d710.

Section 11 of the Stevenson-Wydler Technology Innovation Act of
1980 (as amended by the preceding provisions of this Act) is furthey
amended by adding at the end thereof the following new subsecticon:

“tg) FUNCTIONS OF THE SECRETARY.—(1) The Secretary, in consulta-
tion with other Federal agencies, may—

“{A)} make available to interested agencies the expertise of the
Department of Commerce regarding the commercial potential of
inventions and methods and options for commercialization
which are available to the Federal laboratories, including re-
search and development limited partnerships;

“{B) develop and disseminate to appropriate agency and lab-
oratory personnel model provisions for use on a voluntary basis
in cooperative research and development arrangements; and

*“1C) furnish advice and assistante, upon request, to Federal
agencies concerning their cooperative research and develop-
ment programs and projects.

“2) Two years after the date of the enactment of this subsection Reports
and every two years thereafier, the Secretary shall submit a sum-
mary report to the President and the Congress on the use by the
ogencies and the Secretary of the authorities specified in this Act.

Other Federal agencies shall cooperate in the report's preparation.

3} Not later than one year after the date of the enactment of the  Reponts.
Federal Technology Transfer Act of 1986, the Secretary shall submit
to the President and the Congress a report regarding—

“(A) any copyright provisions or other types of barriers which  Copyrights.
tend to restrict or limit the transfer of federally funded com-  State and local
puter software to the private sector and to State end local governments
governments, and agencies of such State and local governments;

“{B) the feasibility and cost of compiling and maintaining a
current and comPrehensive inventory of all federally funded
training goftware.’
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SEC. 6. REWARDS FOR SCIENTIFIC, ENGINEERING, AND TECHNICAL
PERSONNEL OR FEDERAL AGENCIES.
The Stevenson-Wydler Technology Innovation Act of 1980 (as

amended by the preceding provisions of this Act) is further amended
by inserting after section 12 the following new section:

15 USC 3710b. “SEC. 12 REWARDS FOR SCIENTIFIC, ENGINEERING, AND TECHNICAL
PERSONNEL OF FEDERAL AGEXCIES.
“The head of each Federal apency that is making expenditures at
a rate ol more than $50,000,000 per fiscal year for research and
development in its Government-operated laboratories shall use the
appropriate statutory authority to develop and implement a cash
awards program to reward its scientific, engineering, and technical
personnel for-

“i1) inventions, innovations, or other outstanding scientific or
technological contributions of value to the United States due to
commercial application or due to contributions to missions of
the Federal agency or the Federal government, or

(2 exemplary activities that promote the domestic transfer
of science and technology development within the Federal
Government and result in utilization of such science and tech-
nology by American industry or business, universities, State or
local governments, or other non-Federal parties.”,

SEC. 7. DISTRIBUTION OF ROYALTIES RECEIVED BY FEDERAL AGENCIES.

The Stevenson-Wydler Technology Innovation Act of 1980 (as
amended by the preceding provisions of this Act) is further amended
by inserting after section 13 the following new section:

15USC3710c.  “SEC.IJ DISTRIBUTION OF ROYALTIES RECEIVED BY FEDERML
AGENCIES,

“(a) IN GEnERAL.—(1) Except as provided in paragraphs (2) and (4},
any royalities or other income reccived by a Federal agency from the
licensing or assignment of invenlions under agreements entered
into under section 12, and inventions of Government-operated Fed-
eral laboratories licensed under section 207 of title 35, United States
Code, or under any other provision of law, shall be retained by the
agenry whose laboratory produced the invention and shall be dis-
posed of as follows:

“(ANi) The head of the agency or his designee shall pay at least 10
percent of the royalties or other income the agency receives on
account of any invention to the inventor {or co-inventors) if the
inventor {or each such co-inventor) was an employee of the agency ot

Effective date. the time the invention was made. This clause shall take effect on the

Federal date of the enactment of this section unless the agency publishes a

R:gﬁé:{;“ notice in the Federal Register within 90 days of such date indicating

4 ' its election to file a Notice of Proposed Rulemaking pursuant to
clause (i1).

Regulations. “(ii) An agency may promulgaie, in accordance with section 553 of

title 5, United States Code, regulations providing for an alternative
program for sharing royalties with inventors who were employed by
the agency at the time the invention was made and whose names
appear on licensed inventions. Such regulations must—
“(I) guarantee a fixed minimum payment to each such inven-
tor, each year that the agency receives royalties from that
inventor’s lnvention;
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“(I1' provide a percentage royalty share to each such inventor,
each year that the agency recetves royalties from that inven-
tor's invention in excess of a threshold amount;

*“(11Iy provide that total payments to all such inventors shall
exceed 15 percent of total agency royalties in any given fiscal
year: and

“(IV) provide appropriate incentives from royalties for those
laboratory employees who contribute substantially to the tech-
nical development of a licensed invention between the time of
the filing of the patent application and the licensing of the
invention.

“(iii} An agency that has published its intention to promulgate  Regulations.
regulations under clause tii) may elect not to pay inventors under
clause (i) until the expiration of two years after the date of the
enactment of this Act or until the date of the promulgation of such
regulations, whichever is earlier. If an agency makes such an elec-
tion and after two years the regulations have not been promulgated,
the agency shall make payments (in accordance with clause (1) of at
least 15 percent of the royalties involved, retroactive to the date of
the enactment of this Act. If promulgation of the regulations eccurs
within two years after the date of the enactment of this Act,
payments shall be made in accordance with such regulations, retro-
active to the date of the enactment of this Act. The agency shail
retain its royalties until the inventor's portion is paid under either
clause (i) or Gii). Such royalties shall not be transferred to the
agency's Government-operated laboratories under subparagraph (B)
and shall not revert to the Treasury pursuant to paragraph (2) as a
result of any delay caused by rulemaking under this subparagraph.

“{B) The balance of the royaities or other income shall be trans-
ferred by the agency to its Government-operated laboratories, with
the majority share of the royalties or other income from any inven-
tion going to the laboratory where the invention occurred; and the
funds so transferred to any such laboratory may be used or obiigated
ty that laboratory during the fiscal year in which they are received
or during the succeeding fiscal year—

“(i) for payment of expenses incidental to the administration
and licensing of inventions by that laboratory or by the agency
with respect to inventions which occurred at that laboratory,
including the fces or other costs for the services of other agen-
cies, persons, of organizations for invention management and
licensing services;

“(1i} to reward scientific, engineering, and technical employ-
ees of that laboratory;

“(iit} to further scientific exchange among the Government-
operated laboratories of the agency; or

“(iv) for education and training of employees consistent with
the research and development mission and objectives of the
agency, and for other activities that increase the licensing
potential for transfer of the technology of the Government-
operated laboratories of the agency.

Any of such funds not so used or ubligated by the end of the fiscal
year succeeding the fiscal year in which they are received shall be
paid into the Treasury of the United States.

“2) If, after payments to inventors under paragraph (1), the
royalties received by an agency in any fiscal year exceed  percent of
the budget of the Government-operated laboratories of the agency
for that year, 75 percent of such excess shall be paid to the Treasury
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of the United States and the remaining 25 percent may be used or
vbligated for the purposes described in clauses (i) through tiv) of
paragraph t1¥B) during that fiscal year or the succeeding fiscal year,
Any lunds not so used or obligated shall be paid into the Treasury of
the United States.

Wages, “(3) Any payment made to an employee under this section shall be
in addition to the regular pay of the employee and to anyv other
awards made to the emplovee, and shall not affect the entitlement
of the employee to any regular pay, annuity, or award to which he is
otherwise entitled or for which he is otherwise eligible or limit the
amount thereof. Any payment made to an inventor as such shall
continue after the inventor leaves the laboratory or agency. Pay-
ments made under this section shall not exceed $100,000 per yvear to
any one person, unless the President approves a larger award (with
the excess over $100,000 being treated as a Presidential award under
section 4504 of title 5, United States Code).

“t4) A Federal agency receiving royalties or other income as a
result of invention management services performed for another
Federal agency or laboratory under section 207 of title 45, United
States Code, shall retain such rovalties or income to the extent
required to offset the payment of royaities to inventors under clause
ti) of parograph (1XA), costs and expenses incurred under clause (i) of
paragraph (1XB), and the cost of foreign patenting and maintenance
for such invention performed at the request of the other agency or
lahoratory. All royaities and other income remaining after payment
of the royalties, costs, and expenses described in the preceding
sentence shall be transferred to the ageney for which the services
were performed, for distribution in accordance with clauses U)
through tivy of paragraph (1XB).

“(b) CERTAIN ASSICNMENTS.—If the invention invoived was one
assigned to the Federal agency—~

“(1} by a contractor, grantee, or participant in a cooperative
agreement with the ageney, or
“(2) by an employee of tze agency who was not working in the
laboratory at the time the invenlon was made,
the agency unit that was involved in such assignment shall be
considered to be a laboratory for purposes of this section.

“t¢} REPORTS.—{1) In making their annual budget submissions
Federai agencies shall submit, to the appropriate authorization and
appropriation committees of both Houses of the Congress, sum-
maries of the amount of royalties or other income received and
expenditures made {including inventor awards) under this section.

“(2) The Comptroiler General, five years after the date of the
enactment of this section, shall review the eflectiveness of the
various royalty-sharing programs established under this section and
report to the appropriate committees of the House of Representa-
tives and the Senate, in a timely manner, his findings, conclusions,
and recommendations for improvements in such programs.”.

SEC. 8. EMPLOYEE ACTIVITIES.

The Stevenson-Wydler Technology Innovation Act of 1980 (as
amended bv the preceding provisions of this Act) is further amended
by inserting after section 14 the following new section:

P;:;nu a::;.l =SEC. 15. EMPLOYEE ACTIVITIES.

tragemaria. . .

: “(a) In GeNERAL—=If a Federal agency which has the right of
?n‘é’&&?;.““" ownership to an invention under this Act does not intend to file for
15 USC 3710d.
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a patent application or otherwise to promote commercialization of
such invention, the agency shall allow the inventor, if the inventor
is a Government employee or former employee who made the inven-
tion during the course of employment with the Government, to
retain title to the invention (subject to reservation by the Govern-
ment of a nonexclusive, nontransferrable, irrevocable, paid-up
license to practice the invention or have the invention practiced
throughout the world by or on behalf of the Government). In
addition, the agency may condition the inventor's right to title on
the timely filing of a patent application in cases when the Govern.
ment determines that it has or may have a need to practice the
invention.

“(b) DeFiNition.—For purposes of this section, Federal employees
include ‘special Government employees' as defined in section 20)'2 of
title 18, United States Code.

“tc) RELaTionsHip To OtHeER Laws.-—Nothing in this section is
intended to limit or diminish existing authorities of any agency.”.

SEC. 9. MISCELLANEOUS AND CORNFORMING AMENDMENTS.

ta) RepEAL oF NaTiONAL INDUSTRIAL TECHNOLOGY Boanp.—Section
10 of the Stevenson-Wydler Technology Innovation Act of 1880 (15
U.S.C. 3709} is repealed.

tb) CHANGES IN TERMINOLOGY OR ADMINISTRATIVE STRUCTURE.={]}
Section 3(2) of the Stevenson-Wydler Technolugy Innovation Act of
1980 is amended by striking out “centers for industrial technology” 15 USC 3in2.
and inserting in lieu thereof “cooperative research centers”.

(2) Section 4 of such Act is amended- 15 USC 37,

(A) by striking out “Industrial Technology” in paragraph (1)
and inserting in lieu thereof "Productivity, Technology, and
Innovation™;

{B) by striking out * ‘Director’ means the Director of the
Office of Industrial Technology” in paragraph (3) and inseriing
in lieu thereof " ‘Assistant Secretary’ means the Assistant Sec-
retary for Productivity, Technology, and Innovation™;

(C) by striking out “Centers for Industria]l Technology” in

aragragh (4) and inserting in licu thereof ‘“Cooperative
earch Centers'’;

{D) by striking out paragraph (6), and redesignating para-
graphs (7} and 8} us paragraphs (6) and (7), respectively; and

(E) by striking out “owned and funded” in paragraph (6} as so
redesignated and inserting in lieu thereof “owned, leased, or
otherwise used by a Federal agency and funded"”.

(3} Section 5ta) of such Act is amended by striking out “Industrial 15 USC 3704,
Technology” and inserting in lieu thereof "Productivity, Tech.
nology, and Innovation”,

(4) Section 5(b) of such Act is amended by striking out “Directon”
and inserting in lieu thereof ''AsSISTANT SECRETARY”, and by strik-
ing out “a Director of the Office” and all that follows and inserting
in lieu thereof "“an Assistant Secretary for Productivity, Technology,
and Innovation.”.

(5) Section 3(c) of such Act is amended—

(A} by striking out “the Director’ each place it appears and
inserting in lieu thereof "“the Assistant Secretary';

(B) by redesignating paragraphs (7} and (8) as paragraphs (9)
and (10), respectively; and )

(C) by inserting immediately after paragraph (6) the following

new paragraphs:
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“i7) encourage and assist the creation of centers and other
joint initiatives by State of local governments, regional
organizations, private businesses, institutions of higher
education, nonprofit organizations, or Federal laboratories to
encourage technology transfer, to stimulate innovation, and to
promote an appropriate climate for investment in technology-
related industries;

“i8) propose and encourage cooperative research involving
appropriate Federal entities, State or local governments, re-
gional organizations, colleges or universities, nonprofit
organizations, or private industry to promote the common use of
resources, to improve training programs and curricula, to
stimulate interest in high technology careers, and to encourage
the effective dissemination of technology skills within the wider
communit!:".

15 USC 3705, ; I(lm The heading of section 6 of such Act is amended to read as
ollows:

“SEC. 8. COOPERATIVE RESEARCH CENTERS,”

{(7) Section 6(a) of such Act is amended by striking out “'Centers for
Industrial Technology” and inserting in lieu thereof “Cooperative
Research Centers”.

(B) Section 6(bX1) of such Act is amended by striking out “basic
and applied”,

(1) Section 6(e) of such Act is amended to read as follows:

“(e) ReseaRcH AND DEVELOPMENT UTiLIZATION.=In the promotion
of technology from research and development efforts by Centers

35 USC 200 et under this section, chapter 18 of title 35, United States Code, shall

seq. apply to the extent not inconsistent with this section.”.
(10} Section 6(f) of such Act is repealed.
15 USC 3707. {11) The heading of section 8 of such Act is amended by striking

out "CENTERS FOR INDUSTRIAL TECHNOLoGY"' and inserting in lieu
thereofl "CODPERATIVE RESEARCH CENTERS'

{12) Section 8ta) of such Act is amended by striking out ‘‘Centers
for Industrial Technology” and inserting in lieu thereof “Coopera-
tive Rexearch Centers”,

15 USC 3714. {13} Section 19 of such Act (as redesignated by section 2 of this
Act) is amended by striking out “pursuant to this Act” and inserting
in licu thereof “pursuant to the provisions of this Act (other than
sections 12, 13, and 14)"".

(¢} RELATED CoNFORMING AMENDMENT. —Section 210 of title 35,
United States Code, is amended by adding at the end thereof the
following new subsection:

“{e) The provisions of the Stevenson-Wydler Technology Innova-

Ante, p. 1785, tion Act of 1980, as amended by the Federal Technology Transfer

Act of 1986, shall take precedence over the provisions of this chepter

to the extent that they permit or require a disposition of rights in

subject inventions which is inconsistent with this chapter.”.

(j) ApprrionaL DerFiniTions.~~Section 4 of such Act (as amended
by subsection (b¥2) of this section) is further amended by adding at
the end thereof the following new paragraphs:

(8} ‘Federal a'gency' means any executive agency as defined
in section 105 of title 5, United Siates Code, and the military
department.s as defined in section 102 of such title. .

‘(9) ‘Invention’ means any invention or discovery which is or
may be patentable or otherwise protected under title 35, United
States e, or any novel variety of plant which is or may be

15 USC 3703.
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protectable under the Plant Variety Protection Act (7 U.S.C.
2321 et seq.).

“(10) ‘Made’ when used in conjunction with any invention
means the conception or first actual reduction to practice of
such invention.

“{11} ‘Small business firm' means a small business concern as
defined in section 2 of Public Law 83-536 (15 U.8.C. 642) and
implementing regulations of the Administrator of the Small
Business Administration.

{12} 'Training technology’ means computer sofiware and
related materials which are developed by a Federal agency to
train employees of such agency, including but not limited to
software for computer-based instructional systems and for inter-
active video disc systems.”.

te) REDESIGNATION OF Sections To REFLECT CHANGES MADE By
PrecepinG Provisions.—{1) Such Act (as amended by the preceding
provisions of this Act) is further amended by redesignating sections

11 through 19 as sections 10 through 18, respectively. 15 USC
{2XA) Section 3d} of such Act is amended by inserting “(as then in  3710-3714.
effect)” after “sections 5. 6, 8, 11, 12, and 13 of this Act”. 15 USC 3w,

(B} Section 8(a) of such Act is amended by striking out the last 15 USC ¥,
sentence.

(C) Section 9(d) of such Act is amended by striking out “or 13" and 15 USC 3704,
inserting in lieu thereof 10, 14, or 16".
(3) Section 13tax1) of such Act (as redesignated by paragraph (D of 15 USC $710c.
this subsection) is amended by striking out “section 12" in the
matter plrleceding subparagraph (A) and inserting in lieu thereof
usection ll.
{4) Section 18 of such Act (as redesignated by paragraph (1) of this 15 USC 3514
subsection) is amended by striking out “sections 12, 13, and 14" and
inserting in lieu thereof “'sections 11, 12, and 13".
(f) CLARIFicaTION OF FINDINGS AND PurPOsEs.—~(1) The second
sentence of section 2(10) of such Act {15 U.S.C. 370110} is amended
by inserting “, which include inventions, computer software, and
training technologies,” immediately after ‘“developments’’.
(2) Section 3(3) of such Act (12 U.S.C. 370230 is amended by
inserting “, including inventions, software, and training tech-
nologies,” imuediately after “deveiopments”.

Approved October 20, 1986.

LEGISLATIVE HISTORY—H R 3778:

HOUSE REPORTS: No. %9-415 (Comm. on Science and Technology) and No. 88-953
(Comm. of Conference). .

SENATE REPORTS: No, £9-283 (Comm. on Commerce, Science, and Tranaportation).
CONGRESSIONAL RECORD:
Vol. 131 (1985k Dee. 8, considered and passed Houre.
Vol. 132 (1986) Aug. 9. considered and passed Senate, amended.

Oct. 3. Scnate agreed to conference report.

Oct. 7, House agreed to conference report.

O
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TITLE III--MISCELLANEGUS AMEND-
MENTS TO STEVENSON-WYDLER TECH-
NOLOGY INNOVATION ACT OF 1980

SEC. 301. COOPERATIVE RESEARCH AND DEVELOPMENT AGREEMENTS. Patents and

Section 12 of the Stevenson-Wydler Technology Innovation Act of trademarks.
1980 (15 U.S.C. 3710a) is amende(f*

(1) in subsection (aX2), by striking ‘‘at the laboratory and
other inventions” and inserting in lieu thereof “or other
intellectual property developed at the laboratory and other
inventions or other intellectual property’’; and

{2) in subsection (b}~

{A) by striking “and’ at the end of paragraphs (2) and (3),

(B) by redesignating paragraph (4) as paragraph (5); and

(C) by inserting after paragraph (3) the following new
paragraph;

“(4) determine rights in other intellectual property developed
under an agreement entered into under subsection (aX1); and”.

SEC. 302, REWARDS,

Section 13(1) of the Stevenson-Wydler Technology Innovation Act
of 1980 (15 U.S.C. 3710b(1)) is amended by inserting “computer
software,” after “inventions, innovations,”.

SEC. 303. DISTRIBUTION OF ROYALTIES.

(a) Section 14(aX1XA) of the Stevenson-Wydler Technology Innova-
tion Act of 1980 (15 U.S.C. 3710c{aX1XA)) is amended—

(1) in clause (i), by striking “was an employee of the agency at
the time the invention was made’ and inserting in lieu thereof
“has assigned his or her rights in the invention to the United
States'; and

(2} in clause (ii), by striking “who were emploged by the
agency at the time the invention was made and whose names
appear on licensed inventions” and inserting in lieu thereof
"under clause (i)"".

(b} This section shall be effective as of October 20, 1986. Effective date.
15 USC 3710¢
note,
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Pub.L. 99-502. § 4(d)(2), in subscc. (f)
as so redesignated struck out provision
which had required that the report be
-transtnitied to the Center for the Utiliza.
tion of Federal Technology by Nov. 1 of
each vear in which it was due.

Subsec. (g). Pub.L. 99-302, § 5, added
subsec. (g).

Superconductivits: Natfonal Actlon
Plan on Superconductivity Research
and Development. Secretary of Ener-
gv's superconductivity research and de.
velopment program and submission of

TECHNOLOGY INNOVATION Ch. 63

annual reporis to Congress respecting
1echnology wransfer activities, see 13 U.S,
C.A. § 520s3.

Legislative History., For legislative
history and purpose of Pub.l. 96-480.
see 1980 U.S.Code Cong. and Adm.News,
p. 4892, See, also, Pub.L. 99-302, 1986
LS. Code Cong. and Adm. News. p.
3442; PubL. 100-318, 1988 U.S.Code
Cong. and Adm.News, p. 1547: Pub.L.
100-319, 1988 U.S.Code Cong. and Adm.
News, p. 3269; Pub.L. 101-189, 1689 LU.S.
Code Cong. and Adm. News; p. 838,

EXECUTIVE ORDERS
EXECUTIVE ORDER NO. 12591

Apr. 10, 1987, 52 F.R. 13414, as amended Ex.Ord. No. 12618,
Dec. 22, 1987, 52 F.R. 48661

FACILITATING ACCESS TO SCIENCE AND TECHNOLOGY

By the authoritv vested in me as Presi.
dent by the Constitution and laws of the
United States of America, including the
Federal Technology Transfer Ac: of 1986
{Public Law 99-502] [Pub.L. 99-502, Oct.
20, 1986, 100 Stat. 1785), the Trademark
Clarification Act of 1984 [Public Law
98-620) [Pub.L. 98-620, Nov. 8, 1984, 98
Stat, 3335), and the University and Small
Business Patent Procedure Act of 1980
[Public Law 96-517] [Pub.L. 96-317,
Dec. 12, 1980, 94 Stat. 3015], and in
order to ensure that Federal agencies
and laboratories assist universities and
the private sector in. broadening our
technology base by moving new knowl-
edge from the research laboratory into
the development of new products and
processes, it is hereby ordered as fol.
lows:

Sectlon 1. Transfer of Federaliy
Funded Technology.

{a) The head of each Exccutive depan.
ment and agency, to the extent permitted
by law, shall encourage and facilitate
coliaboration among Federal laborato-
ries, State and local governments, uni-
versities, and the private sector, particu-
larly small business, in order to assist in
the transfer of technology to the market.
place.

(b) The head of each Executive depart-
ment and agency shall, within overall
funding allocations and to the extent
permitied by law:

(1) deiegate authority to its govern.
ment-owned, government-operated Fed-
eral laboratories:

(A) to enter into cooperative rescarch
and development agreements with other
Federal laboratories, State and local
governments, universities, and the pri-
vate sector; and

(B) to license, assign, or waive rights
to intellectual propenty developed by the
laboratory either under such cooperative
research or development agreements
and from within individual laboratories.

(2) identifv and encourage persons to
act as conduits between and among Fed-
eral laboratories, universities, and the
private sector for the transfer of technol-
ogy developed from federally funded re-
search and development efforts:

{3) ensure that State and local govern-
ments, universities, and the private sec-
tor are provided with information on the
technology, expertise, and facilities
available in Federal laboratories;

{4) promote the commercialization, in
accord with my Memorandum to the
Heads of Executive Departments and
Agencies of February 18, 1983, of patent-
able results of federally funded research
by granting to all contractors, regardiess
of size, the title 10 patents made in whole
or in part with Federal funds, in ex-
change for rovalty-free use by or on be-
half of the government;

(5) administer all patents and licenses
1o inventions made with federal assist.
ance, which are owned by the non-profit
contractor or grantee, in accordance
with Section 202(c)(7) of Title 35 of the
United States Code as amended by Pub-
lic Law 98-620 {35 U.S.C.A. § 202{cXD)].
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without regard to limitations on licens-
ing found in that section prior to amend-
ment or in Institumtional Patent Agree-
ments now in effect that were entered
into before that law was enacted on No-
vember B, 1984, unless, in the case of an
invention that has not been marketed,
the funding agency determines, based on
information in its files, that the contrac-
tor or grantee has not taken adequate
steps 1o market the inventions. in ac-
cordance with applicable law or an Insti-
wtjonal Patent Agreement;

{6) implement, as expeditiously as
practicable, rovaity-sharing programs
with inventors who were employees of
the agency at the time their inventions
were made, and cash award programs;
and

(7) cooperate, under policy guidance
provided by the Office of Federal Pro-
curement Policy, with the heads of other
affected departments and agencies in the
development of a uniform poliey permit-

ting Federal contractors to retain rights |

to software, engineering drawings, and
other technical data generated by Feder-
al grants and contracts, in exchange for
royalty-free use by or on behalf of the
government.

Sec. 2. Establishment of the Tech-
nology Share Program. The Secretaries
of Agriculture. Commerce, Energy, and
Health and Human Services and the Ad-
ministrator of the National Aeronautics
and Space Administration shall select
one or more of their Federal laborato-
ries to participate in the Technology
Share Program. Consistent with its mis-
sion and policies and within its overall
funding allocation in any vear, cach Fed-
eral laboratory so selected shall:

(a) Identify arcas of research and
technology of potential imponance to
long-term national economic competi-
tiveness and in which the laboratery pos-
sesses  special competence and/or
unique facilities;

(b} Establish a mechanism through
which the laboratory performs research
in areas identified in Section 2(a) as a
participant of a consortium composed of
United States industries and universities.
All consortia so established shall have, at
a minimum, three individual companies
that conduct the majority of their busi-
niess in the United States; and

(c) Limit its participation in any con-
sortium so established to the use of labo-
ratory personnel and facilities. How-

15 §3710

ever, each laboratorv may also provide
financial support generallv not to exceed
25 percent of the total budget for the
activities of the consortium, Such finan-
cial support by any laboratory in all
such consortia shalil be limited to a max-
imum of 53 million per annum.

Sec. 3. Technology Exchange—Sci-
entisis and Engineers. The Executive
Director of the President’s Commission
on Executive Exchange shall assist Fed.
eral agencies, where appropriate, by de-
veloping and implementing an exchange
program whereby scientists and engi-
ncers in the private sector may take tem-
porary assignrments in Federal laborato-
ries, and scientists and enginecers in Fed-
eral laboratories may take temporary as-
signments in the private sector.

Sec. 4. Intermational Sclence and
Technology. In order to ensure that the
United States benefits from and fully
exploits scientific research and technolo-
gv developed abroad,

(2) The head of each Executive depart-
ment and agency, when negotiating or
entering into cooperative research and
development agreements and licensing
arrangements with foreign persons or
industrial organizations (where these en-
tities are directly or indirectly controlled
by a foreign company or government],
shall, in consultation with the United
States Trade Representative, give appro-
priate consideration:

(1) 10 whether such foreign companies
or governments permit and encourage
United States agencies, organizations, or
persons to enter into cooperative re-
search and development agreements and
licensing arrangements on a comparable
basis;

{2) 1o whether those foreign govern-
ments have policies to nrotect the United
States intellectual property rights; and

(3) where cooperative research will in.
volve data, technologies, or products
subject to national security cxport con-
trols under the laws of the United States,
to whether those foreign governments
have adopted adequate measures to pre-
vent the transfer of strategic technology
to destinations prohibited under such
national security export controls, either
through participation in the Coordinat-
ing Committee icr Multilateral Export
Contrels {COCOM) or through other in-
ternational agreements to which the
United States and such foreign govern-
menis are signatories.
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(b) The Secretary of Siate shall devel-
op a recruitment policy that encourages
scientisis and engineers from other Fed-
eral agencies, academic institutions, and
industry to apply for assignments in em-
bassies of the United States; and

{c} The Secretaries of State and Com-
merce and the Director of the National
Science Foundation shall develop a cen-
tral mechanism for the prompt and effi-
cient dissemination of science and tech-
nology information developed abroad to
users in Federal laboratories, academic
institutions, and the private scctor on a
fee.for-service basis.

Sec. 5. Technology Transfer from
the Department of Defense. Within 6
months of the date of this Order, the
Secretary of Defense shall identify a list
of funded technologies that would be
potentially useful to United States indus-
tries and universities. The Secretary
shall then accelerate efforts to make
these technologies more readilv avail-
able to United States industries and uni-
versities.

Sec. 6. Basic Science and Technolo-
gv Centers. The head of each Executive
department and agency shall examine
the potential for including the establish-
ment of university research centers in
engineering, science, or technology in
the strategy and dpia.nning for anv future
rescarch and development programs.
Such university centers shall be joindy
funded by the Federal Government, the
private sector, and, where appropriate,
the States and shall focus on areas of
fundamental research and technology
that are both scientifically promising
and have the potential to contribute to
the Nation's longterm economic com.
petitiveness.

Sec. 7. Reporting Regquirements.
(=) Within } year from the date of this

TECHNOLOGY INNOVATION Ch. 63

Order, the Director of the Office of Sci-
ence and Technology Policy shall con-
vene an interagency task force com-
prised of the heads of represeniative
agencies and the directors of representa-
tive Federal laboratories. or their desig-
nees, in order 10 identifv and dissemi.
nate creative approaches to technology
transfer from Federal laboratories, The
1ask force will report to the President on
the progress of and problems with tech-
nology transfer from Federal laborato-
ries.

(b) Specifically, the report shall in-
clude:

(1) a listing of current technology
transfer programs and an assessment of
the cffectiveness of these programs;

(2) identification of new or creative
approaches 1o technology transfer that
might serve as model programs for Fed-
eral laboratories;

(3) criteria to assess the effectiveness
and impact on the Nation's economy of
planned or future technology transfer
efforts; and

(4) a compilation and assessment of
the Technology Share Program estab.
lished in Section 2 and, where appropri-
ate, related cooperative research and de-
velopment venture programs.

Sec. 8. Relatlon to Existing Law.
Nothing in this Order shall afiect the
continued applicability of anv existing
laws or regulations relating to the trans-
fer of United States technology to other
nations. The head of any Executive de-
paniment or agency may exclude from
consideration, under this Order, any
technologv that would be, if transferred,
detrimental to the interests of national
security.

RoxaLp REacax

§ 3710a. Cooperative research and development agreements

(a) Genera! authority

Each Federal agency may permit the director of any of its
Government-operated Federal laboratories, and, to the extent pro-
vided in an agency-approved joint work statement, the director of
any of its Government-owned, contractor-operated laboratories—

(1) to enter into cooperative research and development agree-
ments on behalf of such agency (subject to subsection (¢} of this
section) with other Federal agencies; units of State or local
government; industrial organizations (including corporations,
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partnerships, and limited partnerships, and industrial develop-
ment organizations); public and private foundations; nonprofit
organizations (including universities); or other persons (includ-
ing licensees of inventions owned by the Federal agency); and

(2) to negotiate licensing agreements under section 207 of
Title 35, or under other authorities (in the case of a Govern-
ment-owned, contractor-operated laboratory, subject to subsec-
tion (c} of this section) for inventions made or other intellectu-
z! property developed at the laboratory and other inventions or
other intellectual property that may be voluntarily assigned to
the Government.

{b) Enumerated authority

Under agreements entered into pursuant to subsection (a}(1) of
this section, a Government-operated Federal laboratory, and, 1o the
extent provided in an agency-approved joint work statement, a
Government-owned, contractor-operated laboratory, may (subject
to subsection {c) of this section)—

(1) accept, retain, and use funds, personnel, services, and
property from collaborating parties and provide personnel,
services, and property to collaborating parties;

{2) grant or agree to grant in advance, to a collaborating
party, patent licenses or assignments, or options thereto, in any
invention made in whole or in part by a laboratory employee
under the agreement, retaining a nonexclusive, nontransferra-
ble, irrevocable, paid-up license to practice the invention or
have the invention practiced throughout the world by or on
behalf of the Government and such other rights as the Federal
laboratory deems appropriate;

(3) waive, subject to reservation by the Government of a
nonexclusive, irrevocable, paid-up license 1o practice the inven-
tion or have the invention practiced throughout the world by or
on behalf of the Government, in advance, in whoie or in part,
any right of ownership which the Federal Government may
have to any subject invention made under the agreement by a
collaborating party or employee of a collaborating party;

(4) determine rights in other intellectual property developed
under an agreement entered into under subsection (a)(1) of this
section; and

(5) to the extent consistent with any applicable agency re-
quirements and standards of conduct, permit employees or
former employees of the laboratory to participate in efforts to
commercialize inventions they made while in the service of the
United States.

A Government-owned, contractor-operated laboratory that enters
into a cooperative research and development agreement under
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subsection (a)(1) of this section may use or obligate rovalties or
other income accruing to such laboratory under such agreement
with respect to any invention oniy (i) for payments to inventors;
(ii) for the purposes described in section 3710c(a)(1)(B)i), (ii), and
{(iv) of this title; and (iii) for scientific research and development
consistent with the research and development mission and objec
tives of the laboratory.

{¢) Contract considerations

(1) A Federal agency may issue regulations on suitable proce-
dures for implementing the provisions of this section; however,
implementation of this section shall not be delaved until issuance of
such regulations.

(2) The agency in permitting a Federal laboratory to enter into
agreements under this section shall be guided by the purposes of
this chapter.

(3)(A) Any agency using the authority given it under subsection
(a) of this section shall review standards of conduct for its employ-
ees for resolving potential conflicts of interest to make sure they
adequately establish guidelines for sitnations likely to arise through
the use of this authority, including but not limited to cases where
present or former emplovees or their partners negotiate licenses or
assignments of titles to inventions or negotiate cooperative research
and development agreements with Federal agencies (including the
agency with which the emplovee involved is or was formerly
employed).

(B) If, in implementing subparagraph (A), an agency is unable to
resolve potential conflicts of interest within its current statutory
framework, it shall propose necessary statutory changes to be
forwarded to its authorizing committees in Congress.

(4) The laboratory director in deciding what cooperative research
and development agreements to enter into shall—

(A) give special consideration to small business firms, and
consortia involving small business firms; and

(B) give preference to business units located in the United
States which agree that products embodying inventions made
under the cooperative research and development agreement or
produced through the use of such inventions will be manufac-
tured substantially in the United States and, in the case of any
industrial organization or other person subject to the control of
a foreign company or government, as appropriate, take into
consideration whether or not such foreign government permits
United States agencies, organizations, or other persons to enter
into cooperative research and development agreements and
licensing agreements.
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(5)(A) If the head of the agency or his designee desires an oppor-
tunity to disapprove or require the modification of any such agree-
ment presented by the director of a Government-operated labo-
ratory, the agreement shall provide a 30-day period within which
such action must be taken beginning on the date the agreement is
presented to him or her by the head of the laboratory concerned.

(B) In any case in which the head of an agency or his designee
disapproves or requires the modification of an agreement present-
ed, by the director of a Government-operated laboratory under this
section, the head of the agency or such designee shall transmit a
written explanation of such disapproval or modification to the head
of the laboratory concerned.

(C)(i) Any agency which has contracted with a non-Federal entity
to operate a laboratory shall review and approve, request specific
modifications to, or disapprove a joint work statement that is
submitted by the director of such laboratory within 90 davs after
such submission. In any case where an agency has requested
specific modifications to a joint work statement, the agency shall
approve or disapprove any resubmission of such joint work state-
ment within 30 days after such resubmission, or 90 days after the
original submission, whichever occurs later. No agreement may be
entered into by a Government-owned, contractor-operated labo-
ratory under this section before both approval of the agreement
under clause (iv) and approval under this clause of a joint work
staternent.

(1) In any case in which an agency which has contracted with a
non-Federal entity to operate a laboratory disapproves or requests
the modification of a joint work statement submitted under this
section, the agency shall promptly transmit a written explanation of
such disapproval or modification to the director of the laboratory
concerned,

(lif) Any agency which has contracted with a non-Federal entity
to operate a laboratory or laboratories shall develop and provide to
such laboratory or laboratories one or more model cooperative
research and development agreements, for the purposes of stan-
dardizing practices and procedures, resolving common legal issues,
and enabling review of cooperative research and development
agreements to be carried out in a routine and prompt manner,

(iv) An agency which has contracted with a non-Federal entity to
operate a laboratory shall review each agreement under this sec-
tion. Within 30 days after the presentation, by the director of the
laboratory, of such agreement, the agency shall, on the basis of such
review, approve or request specific modification to such agreement.
Such agreement shall not take effect before approval under this
clause,
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(v) If an agency fails to complete a review under clause (iv)
within the 30-day period specified therein, the agency shall submit
to the Congress, within 10 days after the end of that 30-day period, a
report on the reasons for such failure. The agency shall, at the end
of each successive 30-day period thereafter during which such
failure continues, submit to the Congress another report on the
reasons for the continuing failure. Nothing in this clause relieves
the agency of the requirement to complete a review under clause
(iv).

(vl) In any case in which an agency which has contracted with a
non-Federal entity to operate a laboratory requests the modification
of an agreement presented under this section, the agency shall
promptly transmit a written explanation of such modification to the
director of the laboratory concerned.

(6) Each agency shall maintain a record of all agreements en-
tered into under this section.

(7)(A) No trade secrets or commercial or financial information
that is privileged or confidential, under the meaning of section
552(b)(4) of Title 5, which is obtained in the conduct of research or
as a result of activities under this chapter from a non-Federal party
participating in a cooperative research and development agreement
shall be disclosed.

{B) The director, or in the case of a contractor-operated labo-
ratory, the agency, for a period of up to 5 vears after development
of information that results from research and development activi-
ties conducted under this chapter and that would be a trade secret
or commercial or financial information that is privileged or confi-
dential if the information had been obtained from a non-Federal
party participating in a cooperative research and development
agreement, may provide appropriate protections against the dissem-
ination of such information, including exemption from subchapter
II of chapter 5 of Title 5.

(d)} Definitions

As used in this section—

(1) the term “cooperative research and development agree-
ment” means any agreement between one or more Federal
laboratories and one or more non-Federal parties under which
the Government, through its laboratories, provides personnel,
services, facilities, equipment, or other resources with or with-
out reimbursement (but not funds to non-Federal parties) and
the non-Federal parties provide funds, personnel, services, facil-
ities, equipment, or other resources toward the conduct of
specified research or development efforts which are consistent
with the missions of the laboratory; except that such term does
not include a procurement contract or cooperative agreement
as those terms are used in sections 6303, 6304, and 6305 of Title
31;
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{2} the term “laboratorv” means—

(A) a facility or group of facilities owned, leased, or
otherwise used by a Federal agency, a substantial purpose
of which is the performance of research, development, or
engineering by employees of the Federal Government;

(B) a group of Government-owned, contractor-operated
facilities under a common contract, when a substantial
purpose of the contract is the performance of research and
development for the Federal Government; and

(C) a Government-owned, contractor-operated facility
that is not under a common contract described in subpara-
graph (B), and the primary purpose of which is the per-
formance of research and development for the Federal
Government,

but such term does not include any facility covered by Execu-
tive Order No. 12344, dated February 1, 1982, pertaining to the
Naval nuclear propulsion program; and

(3) the term “joint work statemnent” means a proposal pre-
pared for a Federal agency by the director of a Government-
owned, contractor-operated laboratory describing the purpose
and scope of a proposed cooperative research and development
agreement, and assigning rights and responsibilities among the
agency, the laboratory, and anv other party or parties to the
proposed agreement.

() Determination of laboratory missions

For pwposes of this section, an agency shall make separate
determinations of the mission or missions of each of its laborato-
ries.

{f) Relationship to other laws

Nothing in this section is intended to limit or diminis® existing
authorities of any agency.

{g) Principles

In imnplementing this section, each agency which has contracted
with a non-Federal entitv to operate a laboratory shall be guided by
the following principles:

(1) The implementation shall advance program missions at
the laboratory, including any national security mission.

(2} Classified information and unclassified sensit’ ve informa-
tion protected by law, regulation, or Executive order shall be
appropriately safeguarded.

(Pub.L. 96-480, § 12, as added and renumbered § 11, Pub,L, 99-.502, §§ 2,
9(e)(1), Oct. 20, 1986, 100 Stat. 1785, 1797; renumbered § 12, Pub.L.
100-418, Title V, § 5122(a)(1), Aug. 23, 1988, 102 Stat. 1438; Pub.L.
100-519, Title II1, § 301, Oct. 24, 1988, 102 Stat, 2597; Pub.L. 101-189, Div.
C, Title XXXI, § 3133(a), (b), Nov. 29, 1989, 103 Stat. 1675-1677.)
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Historlcal and Statutorv Notes

References In Text. Executive Order
No. 12344, referred to in subsec, (d}(2),
is set out as a note under 42 US.CA.
§ T158.

1989 Amendment. Subsec. {a). Pub.L.
101-189, § 3133(a)(1)(A), inserted “, and,
to the extsnt provided in an agency-ap-
proved joint work statement, the di.
rector of any of its Government-owned,
contractor-operated laboratories” after
“Governmenl-operated Federal laborato-
ries” in provisions preceding par. (1).

Subsec, {(a}2). Pub.L. 101-189,
§ 3133(a)(1)(B), (C), substituted “(in the
case of a Government-owned, contrac-
tor-operated laboratory, subject 10 sub-
section (¢) of this section) for inventions
made or other intellectuai propeny de-
veloped at the laboratory and other in-
ventions or other intellecrual property
that" for “for Government-owned inven-
tions made or other intellectual property
developed at the laboratory and other
inventions or other intellectual propenty
of Federal employees that”,

Subsec, (b). Pub.I. 101-189,
§ 3133(a)(2)(A). inserted *, and, 10 the
extent provided in an agency-approved
joint work staiement, a Government-
owned, contractor-operated laboratory,”
afier "Government-operated Federal lab-
oratory” in provisions preceding par. (1).

Pub.L. 101-189, § 3133(a)(2XC), fol-
lowing numbered paragraphs, added un-
designated provisions that a Govern-
ment-owned, contractor-operated labo-
ratory that enters into a cooperative re-
search and development agreement un-
der subsec. (2){1) of this section may use
or abligate royalties or other income ac-
cruing to such laboratory under such
agreemem with respect to any invention
only (i) for payments to inventors; (ii)
for the purposes described in section
3710c(a)(1)(B)(i), (ii), and (iv) of this
title, and (iii) for scientific research and
development consistent with the re-
search.and development mission and ob-
Jjectives of the laboratory.

Subsec. (b){2). Publl. 101-189,
§ 3133(a)(2)(B), substituted “a labo-
ratory employee” for “a Federal employ-
ee”,

Subsec. (c)(3)(A). Pub.L. 101-189,
§ 3133(2){3), substituted “standards of
conduct for its employees” for "employ-
ec standards of conduct”.

Subsec.  (c)(5)(A). Publ. 101-189,
§ 3133(a)(4), inserted "presented by the

director of a Government-operated labo-
ratory” after "any such agreement”.

Subsec.  {c)5XB). Pub.l. 101-189,
& 3133(a)(5). inserted “by the director of
a Government-operated laboratory” after
“an agreement presented”.

Subsec.  {¢)5)C). PubL.
§ 3133(a}(6), added subpar. (C).

101-189,

Subsec. (cX7). Pub.L. 101-~189,
§ 3133(a}(7), added par. :7).
Subsec, (d}2). Pub.L. 101-189,

§ 3133(a)}{8)(B), designated existing pro-
visions in part as subpar, (A), added sub-
pars. (B} and (C), and addeé provision,
following subpar. (C), that such term
does not include any facility coverec by
Executive Order No. 12344, dated Febru.
ary 1, 1982, pertaining 1o the Naval nu-
clear propulsion program.

Subsec.  (d)3). Pub.L. 101189,
§ 3133(a)(8)A), (C), added par. (3).

Subsec. (g). Pub.L. 101-189,
§ 3133(b), added subsec, (g).

1988 Amendment. Subsec. (a)(2).
Pub.L. 100-519, § 301(1), inserted refer-
ence to other imellectual property, wher-
ever appearing.

Subsec. (b)4), (3). Pub.L. 100-519,
§ 301(2). added par. (4). Former par.
(4) redesignated (5).

Magnetic Levitation Technology.
Secretary of the Army, in cooperation
with the Secretary of Transportation, au-
thorized 10 conduct research and devel-
opment activities on magnetic levitation
technology with funds ($1,000,000 autho-
rized for fiscal vear 1990 and $4,000,000
authorized for fiscal year 1991) o re-
main available until expended, see sec-
tion 417 of Pub.L. 101640, set out zs a
note under 33 US.CA. § 2312,

Contract Provislons. Section 3133(d)
of Pub.L. 101-18%; as amended Pub.l.
101-510, Div. A, Title VIII, § 828({a),
I\lllov. 5, 1990, 104 Siwat. 1607, provided
that:

“(1) Not later than 150 days after the
date of enactment of this Act {Nov. 29,
1989), each agency which has contracted
with a non-Federal entity o operate a
Government-owned laboratory shall pro-
pose for inclusion in that laboratory's
operating contract, to the extem not al-
ready included and subject 1o paragraph
(6), appropriate contract provisions
that—
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“(A) establish technology transfer,
including cooperative research and de-.
velopment agreements, as a mission
for the laboratory under section
11¢a)(1) of the Stevenson-Wydler Tech-
nology Innovation Act of 1980 [section
3710{a}(1) of this title};

“(B) describe the respective obli-
gations and responsibilities of the
agency and the laboratory with respact
to this part [sections 3131 10 3133 of
Pub.L. 101-1572]}; and section 12 of the
Stevenson-Wvdler Technology Innova-
tion Act of 1980 [this section}:

“(C) require that, except as provided
in paragraph (2), no emplovee of the
laboratory shall have a substaniial role
(including an advisory role) in the
preparation, negotiation, or approval
of a cooperative rescarch and develop-
ment agreesment i, 10 such employee’s
knowledge-—

“(1} such emplovee, or the spouse,
child, parent. sibling, or partner of
such emplovee, or an organization
{other than the laboratory) in which
such employee serves as an officer,
director, trustee, pariner, or employ-
ce—

“(I) holds a financial interest in
any entity, other than the labo-
ratory, that has a substantial interest
in the preparation, negotiation. or
approval of the cooperative research
and development agreement; or

“(EL)} receives a gift or gratuity
from any entity, other than the labo-
ratory, that has a substantial interest
in the preparation, negotiation, or
approval of the cooperative research
and development agreement; or

“{11) a financial interest in any en-
tity, other than the laboratory, that
has a substantial interest in the
preparation, negotiation, or approv-
al of the cooperative research and
development agreement, is held by
any person or organization with
whom such employee is negotiating
or has any arrangement concerning
prospective employment;

“(D) require that each employee of
the laboratory who negotiates or ap-
proves a cooperalive research and de-
velopment agreement shall certify to
the agency that the circumstances de-
seribed in subparagraph (C)i) and (ii}
do not appiy to such employee;

“(E} require the laboratory to wide-
ly disseminate information on -oppor-
tunities to participate with the labo-
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ratorv in technology transfer, includ-
ing cooperative research and develop-
ment agreements; and

“(F) provides for an accounting of
all rovalty or other income received
under cooperative research ard devel.
oprnent agreements.

“(2} The requireme:is described in
paragraph (1)(C) and (D shall not apply
in 2 case where the negotiating or ap-
proving emplovee advises the agency
that reviewed the applicabie joint work
siatement under section 12(eXS)CXi) of
the Stevenson-Wydler Technology Inno-
vation Act of 1980 (subsec. {(cX5XC)(i) of
this section] in advance of the matter in
which he is 1o participate and 1he nature
of any financial interest described in
paragraph (1)(C), and where the agency
emplovee determines that such financial
interest is not so substantial as to be
considered likely to affect the integrity
of the laboratory emplovee’s serice in
that mauer.

“(3) Not later than 180 days after the
date of enactment of this Act [Nowv. 29,
1989), each agency which has contracied
with a non-Federal entitv 1o operate a
Government-owned laboratory shall sub-
mit a report to the Congress which in-
cludes a copy of each contract provision
amended pursuant to this subsection.

“(4) No Government-owned, contrac-
tor-operated laboratory may enter intc a
cooperative research and development
agreement under section 12 of the Ste-
venson-Wvdier Technology Innovation
Act of 1980 fthis section] unless—

“(A) that laboratory’'s operating con-
tract contains the provisions described
in paragraph (1)(A) through (F); or

“(B) such laboratory agrees in a sep-
arate writing 1o be bound &y the provi-
sions described in paragrzph (1)(A)
through (F).

“{5) Any contract for a Government-
owned, contractor-operated laboratory
entered into after the expiration of 150
days afier the date of enactment of this
Act [Nov, 29, 1989] shall contain the
provisions described in paragraph (1)(A)
through (F).”

“{6) Contract provisions referred to in
paragraph (1) shall include only such
provisions as are necessary 1o carry ot
paragraphs (1) and (2) of this subsec-
tion."”

[Pub.L. 101-510, Div, A, Title VIII,
§ 828(b), Nov. 5, 1990, 104 Suat. 1607,
provided that: *Paragraph (6) of 3133(d)
of such Act [par. 6 of this note] as added
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by subsection (a), shall appiy only to
contracts entered into after the date of
enaciment of this Aet [Nov. 5. 1990]."]

Legislative History. For legislative

historv and purpose of Pub.l. 99-302,
see 1986 US, Code Cong. and Adm.

TECHNOLOGY INNOVATION Ch. 63

News, p. 3442, See, also, Pub.L.

100118, 1988 U.S.Code Cong. and Adm,

News, p, 1547; Pub.L. 100-519, 1988 L.S.
Code Cong. and Adm.News, p. 3269;
Pub.L. 101-189, 1989 U.S. Code Cong.

and Adm. News, p. 838.
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SUBJECT:

II.

PHS POLICY FOR ENSURING FAIRNESS OF ACCESS IN
COQPERATIVE RESEARCH AND DEVELOPMENT AGREEZMENTS

PURPOSE

This document astablishas guidelines for PHS Federal
Laboratories to ensure fairness in the process of
initiating and developing a Cooperative Research and
Development Agreement (CRADA).

BACKGROUND

The purpose of the Federal Technology Transfer Act of
1986 is to facilitate the transfer of commercially
ugeful technoleogies from the Federal Laboratories into
the private sector through collaborations under
CRADAs. These agreements are intended to increase
research and develorment interactions between Federal
Laboratories and industry through joint participation
in collaborative projects, including the provision of
personnel, services and property. In addition,
industry, but not the Federal Government, may provide
funding.

The legiglation gives the Federal Laboratories
authority to negotiate terms and conditions with a
wide range of parties. Although the legislation does
not specify that CRADAs must be competed, the law does
regquire that consideration shall be given to small
business firms and consortia involving small business
firms, and preference be given to business units
located in the United States which agree that products
resulting from the CRADAs shall be manufactured
substantially in the United States.

Since procurement rules do not apply to CRADAs, the
Federal Laboratories have considerable flexibility in
determining how and with whom to enter into
collaborations. However, the manner in which
collaborators or sponsors are selected is important to
both the importance and reality of fairness. The
question of fairness will be viewed as particularly
important by others who view themselves as qualified
when the private sector partner selected stands to
benefit substantially as a result of the
collaboration.
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Many legitimate collaborations between government and
industry scientists have grown from informal exchanges
between them. The policy described is intended to
assist in allowing participation in CRADAs by a wide
range of organizations, many of which do not have
established relationships with PHS scientists.

IIT. APPLICABILITY

Pour PHS agencles opsrate research laboratories which
are affected by the Act: WNational Institutes of
Health; Alcohol, Drug Abuse and Mental Health
Administration; Centers for Disease Control; and Food
and Drug Administration. For the purposes of this
policy, each of these agencies is considered a PHS
Federal Laboratory.

Iv. POLICY

"The policy of the PHS is to facilitate the
development of CRADAs with the private sector through
a process that will ensure fairness and implement the
preferences established by the Federal Technology
Transfer Act."

V. GUIDELINES

This section establishes guidelines on the activities
that PHS Federal Laboratories are encouraged to engage
in, but are not limited to, to ensure that the
opportunity to participate in a CRADA is given to all
potentially interested organizations.

a. PUBLIC NOTIFICATION ACTIVITIES

The various public notification activities are
described balow,

1. Routine Announcements

Each PHS Federal Laboratory should implement
a process for periodically informing outside
parties of availabla collaborative:
opportunities and for encouraging access to
the FPederal Laboratories by industry.
Federal Laboratories are encouraged to use
at least one of the following activities on
an annual basis:
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(a) General Announcements. Publish an
announcement which generally outlines
the types of research opportunities
available for collabecration and
identifies a central point for
interested parties to contact. General
announcements can be made through the
Federal Register: Commerce Business
Daily; scientific, professional, and
trade journals; or association
publications.

(b) Industry Collaboration Forums. Conduct
or participate in an Industry
Collaboration Forum to bring together
interested Federal Laboratory
scientists and private sector company
or other outside representatives.

(c) Directory Listing. If financially
feasible, develop a directory listing

of potential Federal Laboratory
scientist collaborators, areas of
research interests, and Government-
owned patents available for licensing.
This information would be provided at
cost to all interested parties upon
request., The general announcement
could indicate that this directory is
available.

Once an area of research that the Federal
Laboratory is interested in collaborating on
is included in a routine announcement, no
additional public notification is needed
before entering into a CRADA.
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§ 40196

contractor ownership of the invention,
Moreover, If the agency i8 concerned
only sbout speclfic uses or applica-
tions of the Invention, It shall consider
leaving title in the contractor with ad-
ditlonal conditlons Imposed upen the
contractor’s use of the {nvention for
such epplications or with expanded
government llcense rights in such ap-
plications,

{d) A determination not to allow the
contractor to retain title to a subject
{nvention or to restrict or condition its
title with conditions differing from
those in the clause at § 401.14(a),
unless made by the hesd of the
agency, shall be appealable by the con-
tractor to an sgency official at a level
above the person who made the deter-
mination. This appeal shall be subject
to the procedures applicable to ap-
penls under § £01.11 of this part.

§401.18 Bubmisstone and Inquiries.

All submlssions or inguiries should
be directed to Federal Technology
Management Pollcy Dlivision, tele-
phone number 202-377-0659, Room
H48137, U.B, Department of Commerce,
Whashington, DC 20230,

PART 404—LICENSING OF
GOVERNMENT OWNED INVENTIONS

Bec.

404.1 Bcope of part,

404.2 Pollcy and objective,

404.3 Definitions.

404.4 Authority to grant Hcenses,

4045 Restrictlons and conditions on aH 1.
censes granted under this part.

404.6 Nonexclustve licenses,

4047 Exclusive and partially exclusive 1l
cenaes,

404.8 Application for a Heense,

404.9 Notlce to Attormey Genersl.

404.10 Modificatlon and termination of Ji-
censes,

404.11 Appeals,

404.11 Protection and administration of In-
ventlona.

404.13 Tranafer of custody.

404.14 Conflidentiality of information.

Avrmorrry: 35 U.S.C. 208; aec. Mp) of
DOO 10-1.

Bounce 80 FR 9802, Mar. 12, 1985, unless
otherwise noted,

37 CFR Ch. IV (7-1-89 Edition)

§404.1 Scope of part.

This part prescribes the terms, con-
ditions, and procedures upon which a
federally owned inventien, other than
an invention in the custody of the
Tenneasee Valley Authorlty, may be -
censed. It supersedes the regulations
at 41 CFR Subpart 101-4.1. This part
does not effect licenses which {(a) were
In effect prior to July 1, 1981; (b) may
exist at the time of the QGovernment's
ncquisition of title to the Invention, in-
cluding those resulting from the allo.
cation of rights to Inventions made
under Government research and devel-
opment contracts; (c) are the result of
an suthorized exchenge of rights in
the settlement of patent disputes; or
:d) ntre otherwise authorized by law or

reaty,

§4042 Policy and objective,

1t is the policy and objective of this
subpart to use the patent syatem to
promote the utilization of inventions
arislng from federally supported re-
search or development.

£404.3 Deflnitions.

(a) “Pederally owned invention”
means an invention, piant, or deslgn
which Is covered by a patent, or patent
application in the United States, or a
patent, patent application, plant varie-
ty protection, or other form of protec-
tion, In a foreign country, title to
which has been assigned to or other-
wise vested In the Unilted States Gov-
ernment.

(b) “Federal agency” means an exec-
utive department, milltary depart-
ment, Government corporation, or in-
dependent establishment, except the
Tennessee Valley Authority, which
has custody of & federally owned In-
ventlon,

(c} “Small business flrm"” means &
smeli business concern as defined In
section 2 of Pub. L. 85-536 (15 U.B.C.
632) and Implementing regulations of
the Administrator of the Small Busi-
ness Administration.

¢d) “Practical application” means to
manufacture. In the case of a composi-
tion or product, to practice In the case
of a process or method, or to operste
In the case of & machine or SYSW"'"'
and, In each case, under such condl
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tiona as to establish that the invention
{8 being utllized and that Its beneflits
are to the extent parmltted by law or
Qovernment reguiations avallable to
the public on reasonahle termas.

(e) “Unlted States” means the
United Btates of America, {ts territo-
ries and possessions, the Diatrict of
Columbla, and the Commonwealth of
Puerto Rico,

§404,4 Autherity to grant licenses,

Federnlly owned Inventlona shall be
made avallable for licensing as deemed
appropriate In the public interest. Fed-
eral agencles having custody of feder-
ally owned Inventions may grant non-
excluslve, partially exclusive, or exclu-
alve licenses thereto under this part.

8404.5 Restrictlona and eondltiens on all
licenses granted under thls part

{a)1) A llecense may be grantad only
if the applicant has supplied the Ped-
eral agency with a aatifactory plan for
development or marketing of the In-
vention, or both, and with Information
about the applicant's capabllity to ful-
{itl the plan,

(2) A llcenge granting righta to use
or seil under a federaliy owned inven-
tlon in the United States shall normal-
ly be granted only to a licensee who
agrezs that any products embodying
the Inventlon or produced through the
use of the invention will be manufac-
tured substantially In the United
States.

(b) Licensea shall contaln such terma
and conditlons as the Federal agency
determalnes are appropriate for the
protection of the Interests of the Fed-
eral Government and the publie and
are not In confHet with law or this
part, The following terma and condi.
tions apply to any Hceense:

(1) The duration of the lcense shall
be for a period apecified in the llcense
agTeement, unless sconer terminated
In accordance with this part,

(3} The lcense may be granted for
all or less than all flelds of use of the
Invention or In apecifled geographical
arens, or both,

{3) The Hcense may extend to sub-
sldlarles of the llcensee or other par-
ties If provided for in the license but
ghall be nonasslgnable without ap-
broval of the Federal agency, except

§ 404.5

to the successor of that part of the 11.
cengee’s business to which the inven-
tion pertaina.

{4) The licensee may provide the li-
cense the right to grant sublicenses
under the license, subject to the ap-
proval of the Federal agency. Each
sublicense shall make reference to the
licensge, inctuding the rights retained
by the Qovernment, and a copy of
such sublicenae shall be furnished to
the Federal agency.

(6} The Hecenae shall require the 1i-
censee to carry out the plan for devel-
opment or marketing of the Invention,
or both, to bring the Invention to prac-
tical application within a period specl-
tled In the license, and to continue to
make the benefita of the Invention
reasonably accessible to the public.

(8) The license shall require the lI-
cenzee to report perledically on the
utilization or efforts at obtalning utili-
zatlon that are belng made by the 1i-
censee, with particular reference to
the plan submitted.

(7) Licenses may be royalty.-free or
for royaltles or other conalderation,

(8) Where an agreement is ohtained
purauant to § 404.5(aX2) that any
products embodying the Inventlon or
produced through use of the invention
will be manufactured substantially in
the United States, the license shall
reclte such agreement.

($) The llcense shall provide for the
right of the Federal agency to termi-
nate the license, In whole or In part, If;

(1) The Federal agency determines
that the licensee |8 not executing the
plan submitied with Its request for a
licenge and the licensee cannot other.
wise demonstrate to the satisfaction of
the Federal agency that it has taken
or can be expected to take within &
reagsonable time effective steps to
achieve practical application of the In-
vention;

(1) The Federal agency determines
that such action |8 necessary to meet
requirementas for public use speclified
by Pederal regulations issued after the
date of the license and such require-
ments are not reasonably aatistied by
the lcensee;

(41} The ilcenseze has willfully made
a false statement of or willfully omit-
ted & material fact In the lleense appll-
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§ 404.6

catlon or In any report required by the
license agreement, or

(iv} The llcensee commits a substan-
tinl breach of & covenant or agreement
contained in the license.

(10) 'The license may be modified or
term!nated, consistent with this part,
upon mutusl agreement of the Federal
agency and the licensee.

{11) Nothing relating to the grant of
s license, nor the grant itself, shall be
construed to confer upon any person
any immunity from or defenses under
the antitrust lawa or from & charge of
patent misuse, and the acquisition and
use of rights pursuant to this part
ghall not be Immunized from the oper-
ation of state or Federal 1aw by reason
of the source of the grant.

§ 404.8 Nonexcluslve licenses.

(s} Nonexcluglve licenses may be
granted under federally owned inven-
tions without publication of availabii-
ity or notice of a prospective license.

(b) In sdditlon to the provisions of
§ 404.5, the nonexclusive license may
also provide that, after termination of
& period specified in the llcense agree-
ment, the Federal agency may restrict
the license to the flelds of use or geo-
graphlec areas, or both, in which the I{-
censee has brought the invention to
practics] application and continues to
msake the benefits of the invention
reasonably accessible to the public.
However, such restrictlon shall be
made only In order to grant an exclu-
slve or partially exclusive license in ac-
cordance with this subpart.

§404.7 Excluelve end partislly exclusive
lteenses.

(8)(1) Exclusive or partially exclu-
glve domestic licenses may he granted
on federally owned inventions three
months after notice of the Inventlon’s
aveilabllity has been announced in the
FepERraL Rrcister, or without such
nofice where the Federal agency de-
termines that expeditious granting of
such & license will best serve the inter-
est of the Federal Government sand
the public; and In elther situation,
only If;

(1) Notlce of s prospective Jicense,
fdentitying the invention and the pro-
epective licensee, has been published
in the FeperaL REecIsTER, providing op-

37 CER Ch. WV (7-1-89 Editlon)

portunity for fillng written objections
within a 80-day perlod;

{11) After expiration of the period in
$ 404.7(a) 1)) and consideration of
any written objections received during
the period, the Federal agency has de.
termined that;

(AY The interests of the Federa)l
Government and the public will best
be served by the proposed license, in
view of the applicant’s Intentlons,
plans, and abllity to bring the inven.
tion to practical application or other-
wise promote the invention’s utiliza-
tion by the public;

(B) The desired prhctical application
has not been achleved, or is not likely
expeditiously to be achleved, under
any nonexclusive license which hax
been granted, or which may be grant-
ed, on the {inventlon;

{C) Exclusive or partially exclusive
Heensing is a reasonable and necessary
Incentive to call forth the investment
of risk capital and expenditures to
bring the invention to practical appli-
catlon or otherwise promote the Inven-
tion's utilization by the public; and

(D) The proposed terms and scope of
exclusivity are not grester than rea-
sonably necessary to provide the In-
centive for bringing the Invention to
practical application or otherwise pro-
mote the lnvention's utilization by the
public;

(1) The Federel agency has not de-
termined that the grant of such Il-
cense will tend substantially to lessen
competition or result in undue concen-
tration In any section of the country
in any line of commerce to which the
technology to be licensed relates, or to
create or maintain other situations in-
consistent with the antitrust laws; end

(lv) The Federal agency has glven
first preference to any small business
firms submitt!ing pians that are deter-
mined by the agency to be within the
capabilities of the firms and as equally
likely, If executed, to bring the Inven:
tion to practical application as &ny
plans submltted by appilcants that are
not small business firms. ¢

(2} In addition to the provisions ;!_
§ 404.5, the following terms snd con 4
tions apply to domestic exclusive 8
partially exclusive licenaes;

(1) The licenze shall be subject o the
irrevocable, royalty-free right of
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Government of the United States to
practice and have practiced the Inven-
tion on behalf of the United Btates
and on behalf of any forelgn govern-
ment or International organization
pursuant to any existing or future
treaty or agreement with the United
States.

(li) The license shall reserve to the
Federal agency the right to require
the licensee to grant sublicenses to re-
sponsible appileants, on reasonable
terms, when necessary to fuifill health
or safety needs,

(iiI) The license shall be subject to
any licenses in force at the time of the
grant of the exclusive or partinlly ex-.
clusive license.

vy The license may grant the ll-
cengee the right of enforcement of the
licensed patent pursuant to the provi-
slons of Chapter 28 of Tltle 35, United
States Code, or other atatutes, as de-
termined appropriate in the public in-
terest.

(b)1) Exclusive or partlally exclu-
sive licenses may be granted on & fed-
erally owned Inventlon covered by a
forelgn patent, patent application, or
other form of protectlon, provided
that;

(1) Notice of a prospective license,
tdentifying the Invention and prospec-
tive licensee, has been published in the
FepErar Rearsten, providing opportu-
nity for flling written objections
within a 80-day perlod and following
conaideration of auch objections;

(D The ageney has consldered
whether the Interesta of the Federal
QGovernment or United Btates Industry
In ;orelgn commerce wii! be enhanced;
an

(i) The Federal agency has not de-
termined that the grant of such Ii-
tenae will tend anbstantlally to lesaen
tompetttion or result in undue concen-
\ratlon In any sectlon of the Unlted
Blates in any llne of commerce to
%hich the technology to be licensed
relates, or to create or maintain other
::tuatlons Inconststent with antitrust

w8,

(2) In addition to the provisiona of
1404.8 the following terms and condl-
Uons apply to forelgn exclusive and
Partially exelusive licenses: )

() The license shall be subject to the

evocable, royalty-free right of the

§404.8

Government of the United States to
practice and have practiced the inven.
tlon on behalf of the Unlted States
and on behalf of any forelgn govern-
ment or International organization
pursuant to any existing or future
treaty or agreement with the United
Btates,

(H} The license shall be subject to
any licenses in force at the time of the
grant of the excluslve or partially ex.
clusjve license,

(iit) The license may grant the M-
censee the right to take any sultable
and necessary actions to protect the Ii.
censed property, on behalf of the Fed-
eral Government,

(c) Federal agencies shall maintain a
record of determinations to grant ex-
clusive or parttally exclusive licenses.

#404.8 Application for a lleenae.

An application for a license should
be addressed to the Federal agency
having custody of the invention and
shall normally include:

(a) Identification of the inventlon
for which the licenae Is dealred Includ-
Ing the patent application serial
number or patent number, title, and
date, {f known;

(b} Identitication of the type of H.
cense for which the application s sub-
mitted;

{c) Name and address of the person,
company, or organization applying for
the ifcense and the citizenshlp or place
of {ncorporation of the applicant;

(d) Name, address, and telephone
number of the representative of the
appllcant to whom correspondence
should be sent; .

(e) Nature and type of appllcant's
husiness, identifylng products or serv-
lces which the applicant has success-
fully commercialized, and approximate
number of applicant’s employees;

(Y Source of Information concerning
the avallability of a license on the In-
ventlon;

(g) A atatement Indicatlng whether
the applicant Is 8 small business firm
as defined In § 404.3(c)

(h) A detalled description of appli-
cant's plan for development or mar-
keting of the Inventlon, or both, which
should Include:
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§ 404.9

{1) A statement of the time, nature
and amount of anticipated Investment
of capital and other resources which
applicant belleves wlll be required to
bring the invention to practical appll-
cation;

(2) A stutement as to applicant’s ca-
pabllity and Intentlion to fulfill the
plan, Including information regarding
manufacuturing, marketing, flnanclal,
and technical resources;

(3) A statement of the flelds of use
for which applicant intends to practice
the invention; and

(4) A statement of the geographic
areas In which applicant intends to
manufacture any products embodying
the Inventicn and geographic areas
where applicant intends to use or sell
the Invention, or both;

(1) Identification of licenses prevl-
ously granted to applicant under fed-
erally owned inventions;

{J) A statement containing appli-
cant's best knowledge of the extent to
which the Invention s belng practiced
by private industry or Government, or
both, or I8 otherwise available com-
mercially; and

{k) Any other information which ap-
plicant belleves will support a determi-
nation to grant the license to appli-
cant.

B 4C4.9 Notlce to Attorney General.

A copy of the notice provided for In
§404.7 (aX1XD) and (bX1)X(1) will bhe
sent {0 the Attorney General.

8404.10 Modificstion and termination of
[lcennes,

Before modlfying or terminating a -
cense, other than by mutual agree-
ment, the Federal agency shall furnish
the lcensee and any sublicensee of
record a written notice of Intention to
modify or terminate the license, and
the licensee and any subllcensee shall
be allowed 30 days after such notice to
remedy any breach of the llcense or

37 CFR Ch. 1V (7-1-89 Editlon)

show cause why the license shall not
be modified or terminated.

§ 404,11  Appeals,

In accordance with procedures pre.
scribed by the Federal agency, the fol.
lowing partles may appeal to the
agency head or designee any decision
or determination concerning the
grant, denlal, Interpretation, modifica-
tion, or termination of a license:

(a) A person whose application for a
Hcense has been denied,

{b) A licensee whose license has been
modified or terminated, in whole or in
part; or

{c) A person who timely flled a writ-
ten objection In response to the notice
required by § 404, T(a)1X1) or
§404.7hX 1)) and who can demon-
strate to the satisfaction of the Feder-
al agency that such person may be
damaged by the agency action,

£404.12 Protection and administration of
inventlons.

A Federal agency may take any suit-
able and necessary steps to protect
and adminlster rights to federally
owner Inventions, elther dlrectly or
through contrect.

B 404.13 Transfer of custody,

A Federal agency having custody of
a8 federally owned Invention may
transfer custody and administration,
in whole or In part, to another Federal
agency, of the right, title, or Interest
in such Invention.

§404.14 Confidentiality of information.

Title 35, United States Code, section
209, providea that any plan submitted
pursuant to § 404.8¢h) and any report
required by § 404.5(h)8) may be treat-
ed by the Federal agency as commer-
clal and financial Information ob:
talned from a person and privileged
and confident!al and not sublect t0
disclosure under section 5562 of Title §
of the United States Code,
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