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ABSTRACT

The potential for personal interests to influence institu-
tional decisions in universities and public sector research
institutions continues to grow. This is because of the in-
creasing activity in intellectual property (IP) management
and technology transfer undertaken by these institutions.
The activities have the potential to generate both personal
and institutional financial gain, making conflict of inter-
est and conflict of commitment issues unavoidable. This
chapter explains the nature of these conflicts and discusses
the policies, regarding conflict of interest, of several uni-
versities, offering them as potential models for crafting
these indispensable policies.

1.INTRODUCTION
Universities and public research institutions have
been characterized historically by their selfless ef-
forts to expand knowledge for the public good
rather than for private gain. This has contributed
to a high level of public trust in the integrity of
these institutions, and they are seen as providers
of unbiased information. This institutional integ-
rity rests on the personal integrity of the people
employed by or associated with that institution,
which collectively represent the greatest asset of
the institution. Indeed, any erosion of institu-
tional integrity or of the public’s trust can have
devastating consequences in terms of public sup-
port for the institution.

One significant danger with regard to com-
promising the integrity of a university or public

research institution is the potential for personal
interests (often financial) to adversely affect an
employee’s professional judgment when exercis-
ing a university duty or responsibility, for exam-
ple, the direction and conduct of research. The
potential for a divergence between an individual’s
institutional obligations and his or her private or
personal interests can become a conflict of inter-
est: and a perceived conflict of interest can be as
damaging as a real one.

The potential for personal interests to influ-
ence institutional decisions is greater today be-
cause every institution is doing more in the area
of IP management and technology transfer, and
because these activities have the potential to gen-
erate both personal and institutional financial
gains, conflict of interest issues are a constant
concern. Indeed, in today’s modern research uni-
versities, the missions of which explicitly include
the transfer of research to commercial partners,
conflicts of interest are practically unavoidable.
These conflicts need to be managed in ways that
allow institutions to meet their technology trans-
fer mission without compromising their integrity
and the public’s trust.

Another closely related pitfall is the pressure
that technology transfer and commercialization
activities place on employees’ primary allegiance
to their institution. In an era when researchers are
encouraged to actively participate in technology
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transfer—and even in the development of new
companies—it is necessary to ensure that the em-
ployee’s primary professional loyalty is to the insti-
tution rather than to a private, extramural activity.
When outside activities cross boundaries in ways
that compromise, or appear to compromise, the
employee’s primary allegiance to the institution,
a conflict of commitment exists. Because both
conflicts of interest and conflicts of commitment
are potential pitfalls in the technology transfer
process, both are addressed in this chapter. Some
universities address both conflicts in a single com-
bined policy (for example, Stanford University),
while most treat conflicts of interest and conflicts
of commitment in separate policies.

2. CONFLICT OF INTEREST RELATED TO
IP MANAGEMENT

Fundamentally, a conflict of interest is any situation
in which there is a conflict between an individual’s
private interests and his or her professional obli-
gations such that an independent observer might
reasonably question whether the individual’s pro-
fessional actions or decisions are affected by his
or her private interest.! It is important to note, a
conflict of interest exists whether or not decisions
are made that are influenced by personal interests.
The conflict only indicates the potential for mak-
ing biased decisions—not any likelihood of doing
so or any a priori misconduct. One should also
note that the precise definitions of conflict of in-
terest are guided by national and local laws, re-
search sponsor policies, and institutional policies;
thus the definitions may vary widely depending
on the geographic and institutional context.

The potential for financial conflicts of inter-
est for individual researchers increases dramati-
cally when an institution begins to actively sup-
port and promote the transfer of research results
for commercial applications.” In many cases, the
commercial development of early-stage research
results can be carried out best by a start-up
company. Typically, the university researcher is
either a founder of or a consultant to the com-
pany and has substantial financial interests in the
company. This gives rise to a personal conflict
of interest, and any future decisions on research
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directions, assignment of research topics to stu-
dents, the supervision of clinical trials, or any
influence over institutional IP licensing deci-
sions by the researcher/entrepreneur should be
viewed through the lens of the institution’s con-
flict of interest policies. Again, it is important to
note that the existence of the personal financial
interests should not, in themselves, but in gen-
eral the conflict should be openly disclosed and
any future activities and decisions by the con-
flicted individual reviewed and managed by the
institution.

The potential for a researcher to have a sig-
nificant financial interest in an outside potential
licensee can be quite high, particularly if the
licensee is a start-up company founded by the
researcher/inventor. When the researcher partici-
pates in the licensing negotiations or even in dis-
cussions with the institutional licensing officer,
the researcher is in a conflict of interest position:
the researcher has the potential to influence an
institutional licensing decision in which he or
she has a direct financial interest. In California,
such a position constitutes a criminal conflict of
interest under the Political Reform Act of 1974.
As a consequence of the Act, the University of
California developed detailed guidelines and
guidance on the disclosure and management of
conflicts of interest in licensing. These guidelines
permit participation in licensing negotiations by
an inventor, even when he or she has a disqualify-
ing personal financial interest. As the guidelines
observe, such participation “is appropriate and
represents a useful contribution, because the transfer
of University technology to industry is in the pub-
lic interest and is consistent with the Universitys
mission.”® Such participation, however, requires
an appropriate intervening substantive review,
called a Licensing Decision Review, which deter-
mines whether licensing decisions are inappro-
priately influenced (see Box 1). Although these
guidelines for managing conflicts of interest in
licensing are very specific to the laws of the State
of California, they raise and consider a number
of important issues that are both generic and spe-
cific to technology transfer.

An additional level of conflict of interest has
also emerged as a result of universities taking an
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Box 1: UNIVERSITY OF CALIFORNIA GUIDELINES FOR A LICENSING DECISION REVIEW

WHAT IS LICENSING DECISION REVIEW?

Licensing Decision Review means there is a review by a noninterested person or persons before
a proposed licensing decision goes to the final decision maker for approval. The review must be
based on an independent consideration and assessment of the facts of the case. The Licensing
Decision Review body, composed of qualified staff with appropriate expertise, knowledge, and
professional judgment, must independently check the original data and analysis upon which the
selection of licensees proposed by the licensing professional and other licensing decisions were
made and make its independent recommendations concerning the decisions.

WHO CONDUCTS THE LICENSING DECISION REVIEW?

Each University of California campus and laboratory was directed in a June 18, 2001, letter to
chancellors and laboratory directors from Provost King and Senior Vice President Mullinix to
establish a plan for conducting intervening substantive review of licensing decisions (in this case,
called Licensing Decision Reviews), whether those licensing decisions are made in the systemwide
Office of Technology Transfer (OTT) or at a campus or Laboratory Authorized Licensing Office. Each
local Licensing Decision Review plan,including the processes, mechanisms,and bodies (individuals
or committees) established to carry out Licensing Decision Reviews may accommodate local needs
and circumstances, but must be responsive to the direction provided in that letter and, consistent

~

with these Guidelines, must be filed with the OTT.

N

Source: University of California.+
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active role in IP licensing, particularly to start-up
companies. Typically, the university will accept eq-
uity in a company in lieu of upfront license issue
fees, which gives the university itself a financial in-
terest in the company. This leads to an institution-
al conflict of interest. Such institutional conflicts
of interest have been particularly problematic in
research involving human subjects, so institution-
al policies are being developed to ensure that the
financial interests of the researcher and the institu-
tion do not create a conflict of interest in enrolling
and ensuring the safety of human research sub-
jects. Stanford University’s Institutional Conflict
of Interest Policy provides a concise approach to
ensuring that all human-subject institutional re-
views include a review of whether the university
has any financial interests in drugs or devices un-
der study or financial interests in the company
that is sponsoring the research (See Box 2).°

3. CONFLICT OF COMMITMENT RELATED
TO IP MANAGEMENT

Faculty and researchers working in educational

and research institutions are expected to give

primary allegiance and professional commitment
to the institutions that employ them and devote
primary energy to teaching and research. Even
50, most institutions value their staff’s contribu-
tions to professional and public service, including
pro bono work and paid consulting. In addition,
public institutions increasingly value the role of
employees in technology transfer and its contri-
bution to economic development. Effective tech-
nology transfer inevitably requires faculty and
researchers to actively participate in the commer-
cialization process, which often includes taking
an active role in starting up new companies that
are capable of developing and exploiting univer-
sity inventions. These multiple institutional goals
create the potential for a conflict of commitment
between the institution’s primary educational and
research mission and the institution’s interest in
effectively supporting economic development
and technology transfer through the external ac-
tivities of its faculty and researchers.

Conflicts of commitment typically require
determining the appropriate balance of time al-
location between institutional and external ac-
tivities—the critical test is that external activities
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Box 2: HIGHLIGHTS OF STANFORD UNIVERSITY’S INSTITUTIONAL
CONFLICT-OF-INTEREST PoLicy

The goal of this policy is to preclude situations in which human-subjects research is carried out
at Stanford or by Stanford researchers involving organizations in which the University holds
ownership equity or rights to equity that is not publicly traded. The fundamental assumption
underlying the policy is that such situations present a significant risk to the perceived objectivity
of the research.The policy requires that the Office of the Dean of Research be informed of all such
situations and provides that, after a review of the facts and circumstances, the Associate Dean of
Research may either arrange the divestment of the University’s holdings through the Office of
Technology Licensing or, if that cannot be done, refuse to allow the research to proceed.

DISCUSSION AND DETAIL

1.

Review by the Office of Technology Licensing (OTL) of all human-subjects research protocols
proposed by University Principal Investigators:

At the request of the Office of the Dean of Research, the Stanford Research Compliance
Office has established a procedure that requires all new human subjects research protocols
submitted for regular or expedited review to the IRBs to indicate (1) the nature and source(s) of
all drugs, devices, or biologics (e.g., vaccine products, gene therapeutics) which will be used in
the proposed research and (2) the source(s) of all funding to be used in supporting the research.
Per this procedure, the information provided is then reviewed by the Director of OTL to identify
situations in which the proposed research involves (1) the use of drugs, devices, or biologics
that make use of Stanford-owned intellectual property or (2) funding from nonpublicly traded
organizations in which Stanford owns equity or the right to acquire equity through a licensing
agreement.

Review by the Office of the Dean of Research of all protocols that might be

subject to this policy:

Per the procedure described above, the Director of OTL flags for further review by the Office
of the Dean of Research all proposed new human subjects research proposals involving the
use of drugs, devices, or biologics that make use of Stanford-owned intellectual property or
are funded in whole or in part by nonpublicly traded organizations in which Stanford holds
equity or the right to acquire equity through a licensing agreement. Based on the facts and
circumstances identified in this review, the Associate Dean of Research will (1) require OTL to
divest that equity on behalf of the University or (2) prohibit or require modifications to the
proposed human-subjects research which would remove any possibility for the University as an
institution, or any University department, to benefit as a result of the conduct or outcomes of
the proposed research. In the event the University’s financial interest is in the form of royalties
payable as a result of exclusive technology licensing rights, OTL will inform the Associate Dean
of Research, who will determine on a case-by-case basis the significance and management, if
appropriate, of the potential institutional conflict of interest.

Monitoring compliance:

The University’s Internal Audit Department will periodically review a sample of human subjects
research protocols to ensure that all situations in which a potential exists for institutional
conflict of interest have been properly identified and all risks to human subjects have been
properly mitigated.

. Responsibilities of the Dean of Research:

The Vice Provost and Dean of Research is the University officer responsible for interpreting and
overseeing implementation of and compliance with this Policy. Questions may be addressed
to the Assistant Dean of Research.

Source: Stanford University.®
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should not detract from their primary institu-
tional responsibilities. Institutions vary widely
regarding permissible external activities, which
may reflect differing institutional priorities as
well as whether the institution is public or pri-
vate. Stanford University, for example, integrates
both conflict of interest and conflict of commit-
ment into a single policy that specifies the appro-
priate balance of time commitment to external
activities to be approximately one day per week
(see Box 3).

4. STRUCTURE OF A CONFLICT OF
INTEREST/COMMITMENT POLICY

The development of institutional conflict of in-
terest and conflict of commitment policies is a
critical step in developing technology transfer
capabilities and programs. Developing the policy
will require identifying and articulating institu-
tional priorities and determining the appropri-
ate balance between institutional interests and
the interests—Dboth internal and external—of its
researchers. In addition, the effort will require
an in-depth analysis of the requirements placed
on the institution by national or local laws and
by the policies of agencies that sponsor research
in the institution. The elements of a conflict of
interest/commitment policy are outlined below;
actual policies take many forms.

4.1 The purpose of the policy and applicability
The preamble of the policy should reiterate the
primary mission of the institution and indicate
in general terms how the institution views the
balance between internal and external activities
and the potential for developing conflicts. For
example, the Washington University in St. Louis
Conflict of Interest Policy is presented, in part, in
Box 4.

The preamble should identify to whom the
policy applies. In some cases, the policy may be
broadly applicable to all institutional staff, while
in other cases different policies may be required
for teaching faculty, for clinical faculty, and for
nonfaculty staff. Whatever the case, the applica-
bility of the policy needs to be clearly stated early
in the policy document.

4.2 Definitions

Definitions of key terms are typically provided to
ensure the policy’s clarity. For example, the defi-
nition of “significant financial interests” should
be explicit with regard to applicable instruments
of monetary value such as stocks and stock op-
tions. It should also explicitly state the extent to
which such interests extend to the researcher’s
spouse, children, or domestic partner. Examples
of terms that have been useful to define at our the
University of California include:

* business entity

clinical research

compensation

conflict of interest
* gift

intellectual property

investigator

management plan

research

select officials

significant financial or other interest

4.3 Policy

The policy statement should clearly describe ac-
ceptable and prohibited activities, requirements
for reporting and disclosure, and processes for
evaluating and managing specific situations that
are not directly addressed by the policy.

4.4 Process, roles, and responsibilities

The policy should clearly describe the institu-
tional processes for disclosing external activities,
if there is a requirement to do so, as well as de-
scribing the processes for seeking a review and
evaluation of conflict of interest disclosures. Most
institutions have one authorized official with this
responsibility and a committee that participates
in evaluations. The policy should describe the
processes for appointing the relevant commit-
tees and identify the institutional officials with
responsibility for conflict of interest evaluations
and management.

4.5 References and links to source documents

Finally, a conflict of interest/commitment policy
does not exist in isolation but typically relies on
the synthesis of a number of source documents,
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. Faculty may not use University resources, including facilities, personnel, equipment, or

. Faculty must disclose to the University whether they (or members of the immediate family, as

. School deans shall establish procedures to ensure timely review of their faculty’s annual and ad

10.

~

Box 3: SUMMARY OF STANFORD UNIVERSITY’S FACULTY PoLicYy ON
CONFLICT OF COMMITMENT AND INTEREST

Faculty must maintain a significant physical presence on campus (main or overseas) throughout
each quarter they are on active duty.

Faculty must not allow other professional activities to detract from their primary allegiance
to Stanford. For example, a faculty member on full-time active duty must not have significant
outside managerial responsibilities nor act as a principal investigator on sponsored projects
that could be conducted at Stanford University but instead are submitted and managed
through another institution.

Faculty must foster an atmosphere of academic freedom by promoting the open and timely
exchange of results of scholarly activities, ensuring that their advising of students and
postdoctoral scholars is independent of personal commercial interests, and informing students
and colleagues about outside obligations that might influence the free exchange of scholarly
information between them and the faculty member.

confidential information, except in a purely incidental way, as part of their outside consulting
activities or for any other purposes that are unrelated to the education, research, scholarship,
and public service missions of the University.

Faculty must disclose on a timely basis the creation or discovery of all potentially patentable
inventions created or discovered in the course of their University activities or with more than
incidental use of University resources. Ownership of such inventions must be assigned to the
University regardless of source of funding. The inventor will share in royalties earned.

defined below) have consulting or employment relationships with, and/or significant financial
interests (also defined below) in, an outside entity before the University will approve the
following proposed arrangements involving them between such entities and Stanford: a) gifts;
b) sponsored projects; c) technology licensing arrangements; and d) certain procurements. In
such cases, approval by the school dean will be required prior to entering into each proposed
arrangement.

In situations in which the objectivity of a faculty member could reasonably be questioned, the
dean of a school may establish an independent oversight committee to take steps including
(but not limited to) the following: to review the appropriateness of the proposed research to be
conducted at Stanford, to oversee the conduct of the research, and to ensure open and timely
dissemination of the research results. Such oversight committees will be required for all clinical
trials raising questions of conflict of interest.

On an annual basis all faculty members must certify to their school deans their compliance
with Stanford’s policies related to conflict of interest and commitment. They must also disclose
information about their (and their immediate family members’, as described below) financial
relationships with outside organizations that are sponsors of their teaching or research
programs or are otherwise involved in current, proposed, or pending financial relationships with
the University that involve the faculty member. In addition, faculty must disclose to their school
dean on an ad hoc basis current, proposed or pending situations that may raise questions of
conflict of commitment or interest, as soon as such situations become known to the faculty
member.

hoc disclosures of potential or apparent conflicts, and to ensure (in consultation with the Dean
of Research office) the appropriate management of such conflicts. Such procedures may involve
representatives from the school’s faculty as part of a reviewing body. School deans will file their
own annual disclosures and certifications of compliance with the Dean of Research.

The Dean of Research shall approve each school dean’s plans for implementing this policy,
interpret policy provisions in consultation with school deans, respond to faculty wishing to
appeal school deans’decisions,and report to the Committee on Research annually on the status
of this policy and its implementation.

Should a faculty member wish to appeal a decision made by the Dean of Research, he or she may
present the appeal to the Provost, who will consider the case in consultation with the Advisory

Board.
Source: Stanford Un iversityij
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Box 4: EXCERPT OF WASHINGTON UNIVERSITY’S CONFLICT OF INTEREST PoLicy

The faculty and administrators at Washington University recognize a shared responsibility to
ensure that they conduct themselves in an unbiased manner and serve the goals of the University.
It is thus the responsibility of the University and its employees to guard against conflicts of
interest that might compromise the integrity and objectivity of the University community.

It is understood that the faculty, as developers of knowledge, have a unique opportunity and
responsibility to disseminate that knowledge to the public. By adopting this Conflict of Interest
Policy, the University reaffirms the value of collaboration with industry as a means of fostering
public access to the practical benefits of University research. By adopting this Conflict of Interest
Policy, the University also (i) demonstrates its commitment to the ethical principles that guide
University research and (ii) establishes a mechanism to safeguard University and faculty integrity
and objectivity so that University/industry interactions can optimally benefit society.

~

Source: Washington University. 8

policies, and laws. These sources should be listed
and hyperlinked from the policy.

5. CONCLUSIONS

In addition to the legal reasons to develop and
enforce rigorous conflict of interest and conflict
of commitment policies, the fundamental
reputation of the institution rests on setting
and maintaining high ethical standards. As
Johns

“public confidence in the Universitys integrity
9

Hopkins University’s policy states:
undoubtedly ranks among its greatest assets.”
Although technology transfer activities are only
one of many areas in which the potential for
conflict of interest exists, the interface between
the mission of the university and the demands
of industry and of private sector collaboration
is a rich breeding ground for such potential
conflicts. As an institution becomes engaged
with the private sector and with technology
transfer, the adoption of a thoughtful conflict
of interest and conflict of commitment policy is
essential. Not only is the policy itself an essential
administrative tool, but the analytical process of
developing the policy will reveal the institution’s
priorities. The process will also clarify what the
university considers the appropriate balance of
allowed and prohibited activities for achieving
the university’s mission(s). In the United
States, there has been a convergence of norms
in conflict of interest/commitment policies

that is driven by our legal framework and by
the policies of national research sponsors. It
is likely, however, that other countries facing
very different demands for research-based
economic development may find that the U.S.
approach does not conform to their regional and
institutional needs. m
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