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AAMC PAPER

Protecting Subjects, Preserving Trust, Promoting
Progress 1I: Principles and Recommendations for
Oversight of an Institution’s Financial Interests

in Human Subjects Research

AAMC Task Force on Financial Conflicts of Interest in Clinical Research

ABSTRACT

The AAMC Task Force on Financial Conflicts of Interest
in Clinical Research issued this report, the second of two,
in October 2002. (The first reporr is also published in this
issue of Academic Medicine.) This report offers a unique
perspective on the new phenomencn of “instirutional”
contlicts of interest. The rask force acknowledses the
diverse obligations of academic institutions that conduct
research and also invest in—and accept the philanthropy

- of —commercial research sponsors. The task force empha-

sizes the importance of disclosing institutional financial
interests as an integral part of the research process, critical
to allaying public concerns, and to strengthening the trust

* relarionship between research subjects, the public and the

scientific community. The task force found that the safety
and welfare of research subjects and the objectivicy of the
research could be—or could appear to be—compromised

whenever an institution holds a significant financial
interest that may be affected by the outcome of the
research. Thus, the task force recommends separating the
functional and administrative responsibilides related to
human subjects research from those related to investment
managing and rechnology licensing, and encourages the
establishment of institutional conflicts-of-interest com-
mittees. As in the first report, the task force recommends
thar institutions should develop policies establishing
a tebuttable presumption against the conduct of research
at or under the auspices of an institution where potential
conflicts in human subjects research are identified. This
presumption against engaging in the research is to be
balanced against compelling circumstances in favor of the
conduct of the proposed research activity.

Acad. Med. 2003;78:237-245.

All true universities, whether public or
private, are public trusts designed to
advance knowledge by safeguarding the
free inquiry of impartial teachers and
scholars. Their independence is essen-
tial because the university provides
- knowledge not only to its students,

Correspondence and requests for reprints showdd be
sent 0 Dovid Kom, MD, Senior Vice President,
Division” of Biomedical and Health Sciences Re-
search (DBHSR}, AAMC, ¢fo Rina Hukimian, JD,
MPH, Regdatory Counsel, DBHSR, AAMC, 2450
N St., NW, Washington, DC 20037, Phone: (202)
828-0484; fax: (202) 828-1125; e-mail:
(rhakimion@ aame.org).
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bue also to the public agency in need
of expert guidance and the general
society in need of grearer knowledge;
and ... these latter clients have a stake
in disinterested professional opinion,
stated without fear or favor, which the
institution is morally required to re-
spect.

—AMERICAN ASSQCIATION OF UNI-
VERSITY PROFESSCRS, Declaration of
Principles {1915)*

*From Bull Am Assoc University Professors. Spring
1954:40.

INTRODUCTION: NEW
RECOMMENDATIONS TO ADDRESS
AN EMERGING CONCERN

Academic institutions are privileged to
serve as a public trust for the advance-
ment, preservarion, and dissemination
of knowledge. These institutions have
diverse obligations: 1o students, faculty,
and staff; to legislators and regularors; to
donors and benefactors; and to society
ac large. When meeting these obliga-
tions in the ordinary course of business,
institutions must and do reconcile com-
peting interests.! In so doing, instiru-
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tions recognize widely thar pelicies must
be made and decisions taken in a man-
net that is free of the taint of improper
bias or conflict of interest.

Increasingly, academic institutions
that conduct research also invesi in—
and accept the philanthropy of—com-
meecial research sponsors. Regularors,
legislators, journalists, and patient ad-
vocates have now begun to question
whether such financial relationships

may give rise to “institutional” conflicts'

of interest chat could threaten research
integrity and, especially troubling, po-
tentially pose risks to human research
subjects. Concern has arisen that exist-
ing institutional processes for resolving
competing interests may be insufficient
when the institution has a fAnancial
interest in the outcome of research and
the safety and welfare of human subjects
are at stake.

Although perceived risks to human
subjects have received the greatest

-attention thus far, the growing percep-

tion that research institutions may have

_financial conflicts of interest also threat-

ens to weaken public support for re-
search. In an era of remendous public
investinent in academic rescarch, legis-
lators and policymakers and others
justifiably expect heightened public ac-
counrtability from research institutions.
In a 2001 report to Congress, the
General Accounting Office addressed
concerns about institutional financial
interests in research, noting thar equity
ownership or other investment in a re-
search sponsor ‘'may color [an institu-
tion's] review, approval, or monitoring
of research conducted under its auspices
or its allocation of equipment, facilities,
and staff for research.” The GAO
called upon the U.S. Department of
Health and Human Services to pro-

mulgate new regulations or to issue

guidance to address institutional con-
flicts of interest.

The AAMC’s Task Force on Finan-
cial Conflicts of Interest in Clinical
Research believes that an institution
holding certain financial interests re-
lated to its human subjects research’

may face a conflict of interest when
that institution employs the individuals
whao review, supervise, and conduct the
research. This is especially troubling
because the regulation of federally
sponsered university research is cen-
tered on the principles of instirutional
integrity in rthe conduct of that research
and responsibility and accountability for
its oversight. Because the safety and
welfare of research subjects and the
objectivity of the research could be—
or could appear to be—compromised
whenever an institution holds a signifi-
carit financial interest that could be
affected by the outcome, the task force
offers the principles and the recommen-
ded processes described in this report
as a means to address an institution's
cotnpeting ftduciary responsibilities and
ethical obligations in the context of
human subjects research.

As an initial response to a problem of
remarkable complexity, this report does
pot provide an exhaustive list of po-
tentially  rroubling financial interests;
nor does it prescribe a comprehensive
scheme for the oversight of all institu-
tional relationships with commercial
rescarch sponsors. Instead, the report
offers a conceprual framework for assess-
ing institutional conilicts of interest and
a set of specific recommendations for
the oversight of certain financial inter-
ests in human subjects research that, in
the view of the AAMC's task force, are
especially problematic and must there-
fore receive close scrutiny.

The task force recognizes that the
Association of American Universities,
in its role as the representative of the
leadeis of major research universities,
has issued recommendations on institu-
tional conflicts of interest and continues
to develop policies applicable o an
institution’s financial interests in re-
search of any type. The AAMC's task
force believes that its own recommen-
dartions, which apply specifically to
financial interests in human subjects
research, complement and further de-
velop the general recommendations is-

sued by the AAU in its 2001 Report on

Individual and Institutional Financial
Conflict of Interest.”

I. A FRAMEWORK FOR ASSESSING
INSTITUTIONAL CONFLICTS OF
INTEREST IN HUMAN SUBJECTS

RESEARCH

An institution may have a conflict of
intervest in human subjects research when-
ever the financial intevests of the instinution,
or of an institutional official acting within
his or her authovity on behalf of the
institution, might affect—or  reasonably
appear to affect—instiurional processes
for the conduct, review, or oversight of
hioman subjects research.

An institution conducting human
subjects tesearch may face a conflict
among mulriple duties or interests.
Among these are a duty to protect
human subjects, .a duty to ensure the
integrity of research and irs compliance
with applicable law and regulation, and
the institution’s legitimare interest in its
own financial health and the economic
viability of its academic and research
missions. Institutional policies should af-
firm that the welfare of human subjects
and the integrity of rescarch will not be
compromised——or appear to be compro-
mised—by competing institutional in-
terests or obligations.

Such compromise is possible when an
institution fails to separare fully and
reliably the responsibility for the admin-
jstrative oversight of human subjects
research from the responsibility for the
management of certain financial inter-
ests. Institutions should ensure that the
responsibility for human subjects re-
search does not overlap or coincide
with the responsibility for those in-
stitutional financial interests that may
be directly affected by the. cutcome of
the research. Individuals with authority .
for the immediate oversight of human
subjects research, such as deans, chairs,
department and laboratory heads, and
IRB chairs, should not have respon-
sibility for the management of an in-
stitution’s investments or technolegy
transfer program.’
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As a fimdamental principle, instirutions
should ensure that in practice, the functions
and administrative responsibilities velated to
Tueman subjects research ave separate from
those related to investment management
and technology licensing.

The GAQ noted in its 200F report on
financial conflicts of interest that several
of the five major research institutions
thar it examined did attempt to separate
financial and research functions, either
by segregating technology transfer offi-
ces organizationally from the admin-
istration of research or by erecting
“firewalls” between the management of
institurional investments and academic
affairs.® The AAMC's task [orce be-
lieves that institutions may achieve
credible separation of function when
technology transfer is segregared from
human subjects research administration
and when institutional financial inter-
ests, such as the endowment and other
investments, are managed externally,
through legally separate organizations.’
When such financial interests are man-
aged within the institution, separation
of function is more challenging and
requires policies and procedures for
ensuring the strict segregation of all
human subjects research and invest-
ment management responsibilities.” Ul
timately, however, each institution
must determine how best to segregate
human subjects research and invest-
ment management functions fully and
reliably within the context of its own
organization and governance structure.

Implicit in' the principle of separation
of function is an acknowledgement that
in general, circumstances in which in-
vestment and tesearch responsibilities
are formally and effectively separate do
not foster institutional conflict of in-
terest. Importantly, however, circum-
stances exist in which separation of
function is not sufficient to avoid the
appearance of institutional conflict of
interest. As described in Section IIL,
even. when separation of funcdon has
been achieved, cerrain financial rela-
tionships with commercial sponsors

240

should be examined closely for the
presence of institutional conflict of in-
terest. Institurions should, as a matter
of prudence, establish mechanisms for
formally reviewing such financial rela-
tionships and assessing the nature and
extent of any conflict of interest. More-
over, where such reladonships exist,
institurions should presume that absent
compelling circumstances and careful
management of the conflict, the human
subjects research in question should not
be conducted at, or under the auspices
of, the conflicted institution.

1. INSTITUTIONAL OFFICIALS

At times the institution's officers and
administrators may face a conflict
between a primary and professional
duty—serving the institution—and a
secondary, personal interesr, namely,
the possibility of individual financial
gain. Personal financial interests are
ordinarily governed by an institution’s
policies on individual conflicts of in-
terest.

In some cuses, however, an officials
position may coneey gn anthority that is so
pervasive or a responsibility for vesearch
programs or administration that is so direct ?
that a conflict between the individual's
fnancial interests and the  institution’s
human subjects vesearch should -also be
considered an “instisutional conflict of
intevest.”

Such an individual might be, for
example, the dean of research, but
might also be the head of a laboratory
or institute or the director of a division
or department in which the research is
conducted, depending upon the organi-
zational structure of the institution and
the auronomy of investigators within
the administrative unit.

Consequently, when an individual
has the authority to make decisions
that affect or reasonably appear to affect
the conduct, teview, or oversight of
human subjects research at the institu-
tion,'? while at the same time holding
a significant financial interest in the

investigational product or the research
sponsor (with reference to the valuation
thresholds in the 2001 AAMC guide-
lines on individual financial interests)
an institutional conflict of interest may
exist. In such cases, the individual
should disclose all relevant circumstan-
ces to a superior, and if any conflicts of
interest cannot be eliminated through
recusal, or managed effectively via
a strategy approved by the appropriate
institutional commitrée, the research
should not be conducted within or
under the auspices of the institution.''
Beyond compliance with policies and
procedures, institutional officials must
foster what has been described as
a “culture of conscience” in the research
enterprise.'” Exercising their authority
within the institution, officials should
insist upon rigorous enforcement of
conflict-of-interest policies. Leading by
personal example, officers and admin-
istrators should demonstrate tw the
academic community and to the public
that compliance with these policies,
including full disclosure of financial
conflicts of interest, is an imperative
reflecting core institutional values.

111. CIRCUMSTANCES THAT 1PSO
FACTO MAY CREATE—OR APPEAR
TO CREATE—INSTITUTIONAL
CoNrFLICT OF INTEREST (ICOI) IN
HUMAN SUBJECTS RESEARCH AND
MusT THEREFORE RECEIVE
CLOSE SCRUTINY

It is the view of the task force that
certain  financial relationships between
institutions and commercial sponsors of
human  subjects research may pres-
ent—or appear to present—conflices of
interest, even though an institution has
fully separated all of its research and
investment functions. Such circumstan-
ces warrant the highest degree of
scrutiny in every instance in which they
ocCcur. :

Accordingly, when one or move of the
following circumstances exist, the institution
should conduct a specific, faci-driven in-
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quiry into whether the particular financial
relationship may affect or reasonably ap-
pear to affect human subjects research con-
ducted at or under the auspices of the
mstitution:

A. When the institution is entitled

10 receive royalties from the sale of the

investigational product that is the sub-
ject of the research;

B. when, through its technology li-
censing activities or investments related
to such activities, the institution has
obtained an equity interest or an
entitlement to equity of any value
(including options or warrants) in
a non—publicly-traded sponsor of human
subjects rescarch at the institution;

C. when, through rechnology licens-
ing activities or investments related to
such activities, the institution has
obrained an ownership interest or an
entitlement to equity (including options
or warrants) of greater than $100,000
in value (when valued in reference to
current public prices, or, where applica-
ble, using accepted valuation methods},
in a publicly-traded sponsor of human
subjects research at the institution'
[see fn]; or

D. when, with regard to a specific
research project to be conducted at or
under the auspices of the institution,
institutional officials with direct respon-
sibility for human subjects research (see
Section 1) hold a significant fimancial
interest in the commercial research
sponsor or the investigational product.
“Sigmificant financial interest” is defined
for this purpose as one or more of the
following:

1. An equity interest or entitlement
to equity (including options or
warrants) of any amount in
a non—publicly-traded sponsor of
human subjects research con-
ducted ar or under the auspices
of the institution;

2. an equity interest or entitlement to
equity (including options or war-

rants) in excess of the de minimis
amount {and not including excep-
tions for certain mutual funds), as
defined in the AAMC’s 2001
guidelines for individual financial
interests, in a publicly-traded spon-
sor of human subjects research
conducted at or under the auspices
of the institution;

3. consulting fees, honoraria, gifts or
other emoluments, or “in kind”
compensation from a sponsor of
human subjects research con-
ducted at or under the auspices
of the institution, that in the
aggregate exceeded the de minimis
amount as defined in the AAMC's
2001 guidelines for individual
financial interests, or are expected
to exceed rhat amount in the next
12 months;

4. an appointment to serve, in either
a personal or representative capac-
ity, as an ofhcer, director, or board
member of a commercial sponsor
of human subjects research con-
ducred ar or under the auspices of
the institution, whether or not
remuneration is received for such
service; or

5. an appointment to serve on the
scientific advisory board of a com-
mercial sponsor of human subjects
research conducted at or under
the auspices of the institution,
unless the official has no current
significant financial interest in the
sponsor or the investigational
product and agrees not to hold
such an interest for a period of no
less than three years following
completion of any related research
conducted at or under the aus-
pices of the institution.

IV. OTHER FINANCIAL
RELATIONSHIPS THAT MAY
WARRANT CLOSE SCRUTINY

In addition o those circumstances
identified in Section III, which must
always be examined for the presence

of conflict of interest, the task force
recognizes that other financial relation-
ships with research sponsors may war-
rant internal or external scrutiny,
depending upon the relevant circum-
stances. Examples of the relationships
that may fall in this category are listed
below.

This list of other financial relation-
ships that may warrane scrutiny is not
intended to be exhaustive; nor does the
task force attempt to recommend spe-
cific mechanisms for oversight of the
relationships described. As a general
rule, institutions should determine the
nature and degree of scrutiny required
for any of these relationships or interests
by assessing the potential for conflict of
interest and weighing the magnitude of
any risk to human subjects,

The task force recommends that
when developing policies and proce-
dures to address potential conflicts of
interest, institutions pay particular at-
tention to the following circumstances:

A, When an investigator, research
administrator, or institutional official
with research oversight authority par-
ticipates materially in a procurement or
purchasing decision involving major
purchases from, or non-routine supply
contracts with, a commercial entity that
sponsors human subjects research at the
institution; or

B. when the institution has received
substantial gifts (including gifts in kind)
from a potential commercial sponsor of
human subjects research. Evaluation of
the potential sponsor’s gift history might
include the following:

1. Whether a pift is of sufficient
magnitude that even when held
in the general endowment for the
beneht of the entire institution, it
might affect, or reasonably appear
to affect, oversight of human sub-
jects research at the institution;

2. whether a gift is held for the
express benefit of the college,
school, department, institute, ot
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othet unit where the human sub-
jects tesearch is to be conducted;
or

3. whether any institutional officer
who has the authority, by virtue of
his or her position, ro affect or
appear to affect the conduct,
review, or oversight of the pro-
posed human subjects research
has been involved in solicitation
of the gift.

Although the listed circumstances are
potential areas of concern, the task force
does not intend to preclude institutions
from accepting the philanthropy of
corporations that sponsor human sub-
jeces research. Rather, the task force is
recommending chat institutions develop
means of identifying such circumstances
and managing, through disclosure and
as otherwise appropriate, any actual or
apparent conflicts of interest that may
result. In  addirion, the task force
recommends that institcutions adopt
clear policies governing the handling of
gifts. All gifts should be accepted -in
conformance with those policies and
reported to the development office for
record-keeping purposes. Faculty should
be held accountable for adhering to gift
policies.

V. STRUCTURE OF ICOI REPORTING
AND REVIEW PROCESS

A. Institutional Conflict-of-interest
(ICOI) Committee

The wask force recommends that an
institution form a standing ICOIL com-
mittee for the purpose of reviewing the
circumstances described in Section III
(except when any conflicts of interest
attendant to these circumstances have
been resolved through recusal or
otherwise eliminated). The rask force
recommends that the [COI committee
members be individuals who have
sufficient seniority, expertise, and in-
dependence to evaluate the competing
interests at stake and make credible and

effective recommendations. Al mem-
kers of the ICOI committee should
be independent of the direct line of
authority for human subjects research
oversight within the insticution. One or
more external (“public”) members are
strengly urged, as the inclusion of public
members will increase the transparency
of the commitree’s deliberations and
enhance the credibility of its determi-
nations. Recusal should be required
whenever any member has an actual or
apparent conflict of interest with regard
to any matter under review.

Thus, an ICOl committee might
include one or more members of the
board of trustees, one or more individ-
vals with no professional, personal, or
financial ties to the institution, and one
or more senjor faculty. An ICOI com-
mittee should include one or more
alternates to sit in place of any member

who has recused himself or herself from -

the deliberations.

The task force recognizes that many
institutions have created committees to
teview individual conflict of interest.
Some institutions -may prefer to rely
upon those committees for ICOI review
rather than forming separare ICOI
committees. Each institution must de-
termine which committee structure is
most appropriate to its organizational
structure and. governance; however, the
task force urges institutions to consider
the advantages of separate committees,
in view of the complexity and sensitivity
of the issues to be considered by the
ICO!l committee, the need for partici-
pation by senior officials, and the strong
recommendation that public members

be included.

B. Reporting of Institutional
Financial Interests Obtained
through Licensing Agreements

The institution’s office of technology
licensing should report to the ICOI
committee (or an appropriate institu-
tional official charged with identifying
circumstances for ICOI review) when,
as the result of a licensing agreement,

the institution takes (or intends to take)
an equity interest, stock options, or any
entitlement to an ownership interest in,
or rovalty payments from, a potential
sponsor of human subjects research
conducred at or under the auspices of
the institution.'

C. Reporting and Review of
Personal Financial Interests of
Institutional Officials

Institutional officers, board members,
and administeators who oversee human
subjects research—including the presi-
dent, vice president for research, deans,
chairs, institute heads, and the chairs of
the IRB and COI commictees—should
be required, under institutional policies
for individual conflicts of interest, tw
make an annual report of any personal
financial interests that might appear to
be affected by human subjects research
conducted at or under the auspices of
the institution. {As a guide to deter-
mining de minimis exemptions to this
policy, institutions should apply the
valuation threshelds in the AAMCs
2001 guidelines for the ovessight of
individual financial interests in human
subjects research.)

The financial reports of institutional
officials with research oversight respon-
sibilities should be received by the
institution’s COI or ICOL comumittees
{or their designated representatives), as
appropriate, or, in the case of senior
officers and board members, by the audit
or other committee or subcommittee of
the board, or its designee. The reviewing
committee should derermine whether
significant financial interests in an in-
vestigational product or in a sponsor of
human subjects research may be man-
aged effectively or should be eliminated.
All such decisions should be docu-
mented and communicated to the in-
dividual and his or her superior. When
the COI or ICO! committee determines
that an official should be permitted to
hold a significant financial interest in an
investigational product or commercial
research sponsor even though the ofh-
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research-relared responsibilities, this in-
formarion should be communicated to
the IRB of record.

D. Rebuttable Presumption against
Certain Institutional Financial
Interests in Human Subjects Research

When reviewing any of the circum-
stances described in Section III, the
ICOI committee should apply a rebutta-
ble presumption against conduct of the
human subjects research at or under the
auspices of the institution. The pre-
sumption may be rebutted when the
circumstances are compelling and the
committee has approved an effective
conflict management plan. Whether the
ICOl commitree deems the circum-
stances to be compelling should depend
in each case upon the nature of the
science, the nature of the incerest, how
closely the interest is relared w the
research, the degree of sk that the
rescarch poses to human subjects, and
the degree to which the interest may
be affected by the research. The commit-
tee should consider whether the institu-
tion is uniquely qualified, by virtue of
its artributes (e.g., special facilities or
equipment, unique patient popularion)
and the experience and expertise of its
investigators, to conduct the research

and safeguard che welfare of the human’

subjects involved.

Even when the institution is deemed
uniquely qualified, conflicts associated
with significant risk to human subjects
should be avoided whenever possible
and, if permitted, should be managed
closely.

E. Report of Institutional Conflicts
of Interest to the Institutional
Review Board

After reviewing a significant financial
interest in research, the ICOIl commit-
ree should communicate its conclusions,
along with any management conditions
to be imposed, to rhe institurional
review board(s) having jurisdiction over

the research. All relevant conflicts
should be disclosed to research subjects
in a form to be determined by the IRB
of record.

V1. ADDITIONAL
RECOMMENDATIONS

A, Mulii-center trials. When the in-
stitution holds one of the financial
interests described in Section III and
any conflices of interest will not be
eliminated through recusal or otherwise,
the presumption should be that the
institution will not conduct related
human subjects research except as the
non-primary site in a multi-center trial.
Even when participating as other than
the primary site in a multi-center trial,
the institution should not serve as the
coordinating site unless the possible
institutional contlicts of interest de-
scribed in Section III have been elimi-
nated.

B. External monitoving of single/primary
site trials. Serving as the sole or primary
performance site mighe be justified un-
der compelling circumstances {e.s.,
when the research is an early-stage or
feasibility trial and the expertise of
institutional investigators is essendal to
the research). In such a case, however,
the ICOl committee should approve
the circumstances, and if advisable, the
research should be subject to monitor-
ing by an oversight body with external
members (e.g., a data and safety mon-
itoring board). .

C. External IRB veview. When the
ICOI committee has determined that
compelling circumstances exist as de-
scribed in Section V.D (above), the
institution should consider the desir
ability of contracting with an excernal
IRB to provide a second level of review
and oversight.

D. Recusal. The committee that re-
views fimancial reports of institutional
officials should have the authority o
recommend rhar formal recusal be
required when an official holds a signif-

icant financial interest in an investiga.
tional product or in an entity sponsoring
human subjects research. The scope of
this recusal should include any involve-
ment in mateers or decisions that might
reasonably appear to affect the research.
Recusal is not an effective managenient
strategy when the individual, by virtue
of contlicts arising from personal finan-
cial holdings, would be precluded from
fulfilling the responsibilities of his or her
position. In such cases, the best interests
of the institution may necessitate that
the individual divest the interests or
vacate the position.

E. Interim vecusal. If an institutional
otficial who holds a significant financial
interest in an investigational product ar
commercial research sponsor becomes
aware thar he or she must take an
action or participate in a decision that
may affect or reasonably appear to affect
the institution’s human subjecrs re-
search, and the official has not yer been
directed by the ICOl committee (or
COI committee, if applicable) to recuse
himself or herself from the matter, the
official should be required to disclose

-the circumstances to his or her superior.

The superior may determine thar re-
cusal is necessary, may decline to re-
quire recusal, or may refer the matrer
to the 1ICOI committee for resolution.
When the superior declines to require
recusal, the reviewing committee should
make the final determination as to
whether recusal is in fact necessary. In
any case, the superior should document
his or her recusal determination and
forward this documentation to the ICOI
committee. The ICOI should maintain
a central repository of informarion about
all recusal determinations related 1o the
institution’s human subjects research.

F. Hospital as a separate entity. At
times the institution’s faculty, staff, or
students may conduct human subjects
research ar affiliated, yet legally sepa- _
rate, hospirals or clinical sites. The task
force recommends that all affiliates
operating under the institution’s Fed-
eral-Wide Assurance (FWA) for the
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protection of human subjects agree to
abide by ICOI policies that are the same
as ot no less stringent than those
adopted by the institution.

G. Accreditation. The effectiveness of
an institution’s ICOI policies and a tor-
mal assessment of the institution’s
compliance with these policies should
be examined as an element of any
accreditation process for the institu-
tion's human subjects protection pro-
gram.

VII. IRB MEMBERS

A. Applying the threshold valuation
levels in the AAMC's 2001 guidelines
for the oversight of individual financial
interests, the institution should require
that IRB members report annually any
personal and significant financial inter-
ests that might reasonably appear to be
affected by the scope of their responsi-
bilities. These reports should include
significant financial interests in sponsors
of human subjects research when the
IRB member is aware that the company
in guestion is or may become a spongor

IRB administrator to poll the IRB about
potentially conflicting {inancial interests
prior to the start of each meeting and to
document members’ responses in the
meeting minutes. Institutions should
consider providing the IRB administrator
with a list of the research sponsors in
which one or more IRB members hold
a significant financial interest, to ensure
that recusal cccurs when necessary.

VIII. DISCLOSURE

Disclosiere to the IRB of record, to yesearch
subjects, and i all publications should be
required whenever the institution holds a
financial interest {as described in Section 11T
that is or could reasomably appear to be in
conflict with a proposed human subjects
research project under the terms of these
policy recommendations, and the conflict has
not been eliminated through recusal or
otherwise.

The IRB of record should specify the
form and content of the disclosure. When
the fmancial interests of instirutional
officials are or could reasonably appear
to be in conflict with the institution’s

conflicts of interest in human sy~ -~
research. In tandem with the AAim. .
2001 Policy and Guidelines for the Over-
sight of Individual Financial Interest in
Human Subjects Research, these new
2002 Principles and Recommendations fr
the Cwersight of an Institution's Financial
Intevests in Human Subjects Research will
contribute to maintaining public trust in
the rtesearch enterprise and retaining
the confidence of those who generously
volunteer to participate in research.

The work of the task force was supported in part
by a grant from the Howard Hughes Medical
[nstirure. ]

ENDNOTES

YFor example, an institution may adope policies
that require board members to disclose any
financial or other personal interests in compa-
nies thar tansact business with the institution.

1S, Ceneral Accounting Office, Biomedical
Research: HHS Direction Needed to Address
Financial Conflicts of Interest (GAD-02-89)
(November 2001) at 7 (hereafter “GAO Re-
port"]. '

3Human subjects research™ includes. all research
meeting the definition of “research” performed
with “human subjects” as these terms arc
defined in federal regulacions at 45 C.F.R. Part

human subjects research, disclosure

i f h jects - ;
: of human subjects research ac the should be required unless the official has

institution. The reports of IRB members

46 and 21 C.F.R. Part 56, without regard to the
source of the research funding or whether the

’ . o been formally recused from participation . ; i ; .
! 53‘:; should be reviewed by the institution’s | y p P research is otherwise subject to federal re.gftla

LS . . . in all matters that may affect or reason- tion. In. the event that the federal definitions
: Eu COl committee (ie., the committee i e b e s e
: NI hareed  with o he financial ably appear to affect the conduct, review, of "human subjece” or “research” are modifte

ngg C arged with rev1f:w1ng- the na“‘tla or oversight of the research. . theough tule making, any such revisions shalt
s*.;:i‘; interests of faculty investigarors), which . apply for the purpose of this guidance.

i a3

+Association of American Universities, Task Farce -

should apply a presumption against
significant individual financial interests
in an investigational product or a com-
mercial sponsor of the institution's
human subjects research,'” and stipu-
late that the member should recuse
himself or herself in any such circum-
stance, as described in VILB.

B. IRB members are required by
federal regulation to recuse themselves
from voting upon ot participating in any
deliberations concerning protocols in
which they have conflicting interests.
Institutional policies should reiterate
that disclosure and recusal are required
on a protocol-by-protocol basis for all IRB
members. Institutions should require the
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CONCLUSION

. The principles-and processes articulated

in this document should assist institu-
tions in their oversight of financial
interests that could have, or reasonably
be perceived to have, an inappropriate
effect .upon human subjects research.
The policy recommendations offered
here are more expansive than cusrent
legal tequirements or standard institu-
tional practices. With the publication
of this report, the task force aspires to
assist the academic community in re-
sponding volunrarily and credibly to the
emerging concern Over institutional

on Research Accountability, Report on In-
dividual and Institutional Financial Conflict
of Interest (QOct. 2001). Among the AAU'S.
recommendations were the following: that
institutions segregate decision making about
fnancial and research activities so they are
separately and independently managed, and
that instiutions establish a review group fo
evaluate possible conflicts atising from the
financial interests of the institution and its
officials.

5The task force recognizes that at some level of
senior  institutional administration—whether
the office of president, vice president, or
provost—respensibilities for oversight of these
functions will necessarily converge.

6GAQ Report, supra note 2, at 4.

"With regard to instizutional investments, the task
force distinguishes between the functions of
oversight and management, and uses the term
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“management” to refer 1o day-to-day decisions
about investing in individual securides, funds,
etc. The rask force recognizes thar the institu-
tion's beard or other governing body will typicaily
oversee the selection of investment managers
and the evaluation of manager performance.

“Moses and Martin (2001} have suggested thac

instirutions create a separate entity to held and
manage individual and institutional equity
interests in research sponsors. The investment
company would be overseen by a board with
“wide representation,” including representatives
from outside the university. Moses H, Martin
JB. Academic refationships with industry: a new
model for  hiomedical research.  JAMA.
2001;285:933.

An institutional official with direct responsibility

for research has the capacity, by virtue of
his or her position, to reasonably affecr or
appear to affect the conduct, review, or over-
sight of current or propnsed research ar the
institution.

Yo example. the official may have the authority

to make supervisory decisions about the in-
stitution’s or administrative unit's research
program, of promotion and tenure decisions
regarding research faculty. Institutions may
also wish to consider how best to dissuade
sentor faculey with significant fnancial interests
in research sponsors from transferring pro forma
responsibility for a research protocol to a junior
colleague, in an atcempt to avoid disclosure and
oversight of financial conflicts of interest.

"The task force recognizes that some insticutions

have established policies governing potential
contlicts of interest arising from the personal

-financial interests of instirutional officials. If an

official lacks the autchority to make decisions
that wil! affect or appear to affect the conduct,
review, or aversight of research, that official’s
fimancial interests should be evaluated and, if
necessary, managed or eliminated as required by
an institutdon’s applicable policies on individual
conflict of interest.

PMarwick C. New head of federal office clear on
protecting human research participants. JAMA. |
2002; 284:1501-2.

BThe AAMC should periodically reassess this
threshold to determine whether the amount
remains approprdate for the puarpose of
identifying possible 1COL The rask force
notes also that ownership interests in sub-
sidiary companies acting as sponsors of
institutional research involving human sub-
jects may warrant scrutiny ar lower threshold
amounts.

"The question of whether an institution should
take an equity position in a research company is
a mateer for the institution to decide. Enstitu-
dons should, however, develop clear policies
to guide such decistons, and should consider

" whether equity positions might create the
appearance of unacceptable conflict of interest
if related human subjects research were to be
conducted at the institution.

Y As described in the 2001 guidelines.
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