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SOUNDING BOARD

UNDERSTANDING FINANCIAL CONFLICTS
OF INTEREST

THE problem of conflicts of interest began to receive
serious attention in the medical literature in the
1980s."? Studies have described a wide range of con-
flicts involving physicians, medical researchers, and
medical institutions (the most comprehensive is by
Rodwin?). Among the areas of concern are self-referral
by physicians,*® physicians’ risk sharing in health
maintenance organizations (HMOs) and hospitals,’
gifts from drug companies to physicians,®° hospital
purchasing and bonding practices,® industry-spon-
sored research,'®'! and research on patients.!? Yet the
concept of conflict of interest itself has been inad-
equately analyzed, and consequently its elements, the
purposes of regulation, and standards for assessment
are still often misunderstood.

ELEMENTS OF CONFLICTS OF INTEREST

A conflict of interest is a set of conditions in which
professional judgment concerning a primary interest
(such as a patient’s welfare or the validity of research)
tends to be unduly influenced by a secondary interest
(such as financial gain). Conflict-of-interest rules, in-
formal and formal, regulate the disclosure and avoid-
ance of these conditions.

The primary interest is determined by the profes-
sional duties of a physician, scholar, or teacher. Al-
though what these duties are may sometimes be con-
troversial (and the duties themselves may conflict),
there is normally agreement that whatever they are,
they should be the primary consideration in any pro-
fessional decision that a physician, scholar, or teacher
makes. In their most general form, the primary inter-
ests are the health of patients, the integrity of re-
search, and the education of students.

The secondary interest is usually not illegitimate in
itself, and indeed it may even be a necessary and desir-
able part of professional practice. Only its relative
weight in professional decisions is problematic. The
aim is not to eliminate or necessarily to reduce finan-
cial gain or other secondary interests (such as prefer-
ence for family and friends or the desire for prestige
and power). It is rather to prevent these secondary
factors from dominating or appearing to dominate the
relevant primary interest in the making of professional
decisions.

Conflict-of-interest rules usually focus on financial
gain, not because it is more pernicious than other sec-
ondary interests but because it is more objective and
more fungible. Money is easier to regulate by impar-
tial rules, and it is also generally useful for more pur-
poses. It is therefore a mistake to object to the con-
straints on financial gain by complaining that there
are other kinds of influence (e.g., “an interest in ob-
taining provocative results” or pressure to favor “pre-
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viously published findings of colleagues, friends, or
researchers in collaborating groups”'®!*) that can
have equally bad or worse effects on professional judg-
ment. Just because we cannot do much about the oth-
er secondary interests, it does not follow that we
should do little about financial gain. (This point also
applies to types of financial interests; we might choose
to proscribe one type, but not another.'®)

It is also a mistake to treat conflicts of interest as
just another kind of choice between competing values,
as occurs with ethical dilemmas involving termination
of care, confidentiality, or the use of human subjects
in research. To do so dilutes the concept of a conflict
of interest and encourages the attitude that conflicts
are so pervasive that they cannot be avoided. In ethi-
cal dilemmas, both of the competing interests have
a presumptive claim to priority, and the problem is in
deciding which to choose. In the case of financial
conflicts of interest, only one of the interests has
a claim to priority, and the problem is to ensure that
the other interest does not dominate. This asymmetry
between interests is a distinctive characteristic of con-
flicts of interest.

REASONS FOR REGULATING CONFLICTS OF
INTEREST

A common criticism of rules governing conflicts of
interest is that they unfairly punish ethical physicians
and researchers for the misdeeds of the few unethical
ones. Rules regulating conflicts in research are said to
be a “serious insult to the integrity of scientists” who
have any financial connection with industry.'®* “To as-
cribe a conflict of interest automatically in such situa-
tions amounts to an assumption that the sponsor’s
interests have influenced the investigator . . . and
that the research findings are different from what they
would otherwise have been.”!®

Similarly, rules regulating self-referral are said to
assume falsely that physicians prescribe drugs or or-
der diagnostic tests in which they have a financial
interest without regard to whether the drugs or tests
are in the patient’s interest.'® Critics argue that, on the
contrary, patients benefit in the long run because a
physician’s financial interest in the facility to which he
or she refers patients creates a strong incentive to en-
sure that it provides high-quality care.'>"’

Ciriticisms of this kind rest on a mistaken view of the
basic purposes of conflict-of-interest rules. The first
purpose is to maintain the integrity of professional
judgment. The rules seek to minimize the influence of
secondary interests (such as personal financial gain)
that should be irrelevant to the merits of decisions
about primary interests (such as the care of a patient
or the conduct of research). The rules do not assume
that most physicians or researchers let financial gain
influence their judgment. They assume only that it is
often difficult if not impossible to distinguish cases in
which financial gain does have improper influence
from those in which it does not. It is difficult even in
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one’s own case, and all the more so in the case of
people one does not know personally, to determine
what motives have influenced a professional decision.
Given this general difficulty of discovering real mo-
tives, it is safer and therefore ethically more responsi-
ble to decide in advance to remove insofar as possible
factors that tend to distract us from concentrating on
medical and scholarly goals.

Why not simply judge professional decisions by
their results? One reason is that many treatment or
referral decisions are never reviewed by anyone other
than the physicians directly involved. Neither is the
market an adequate test of results; it provides only
limited protection against the harmful effects of con-
flicts of interest.'® In the conduct of research, peer
review of results offers greater protection. But the ob-
jectivity of a particular piece of research is not the
only concern, as many commentators suppose it is.'3
The more far-reaching issue, which peer review does
not normally address, is the choice of topics and the
direction of research — for example, the tendency of
industry-sponsored researchers to put more emphasis
on commercially useful research than basic research.!®
Nor do conflict-of-interest rules encourage one to “fo-
cus attention on the circumstances of the writer rather
than on the substance of the writing and thereby stifle
objectivity.”'* There is no reason that one cannot con-
sider both the circumstances and the substance. Fur-
thermore, the point of the rules is to eliminate or re-
duce certain kinds of circumstances so that the scholar
can concentrate on substance.

The second purpose of conflict-of-interest rules de-
pends even less on the assumption that physicians ne-
glect patients or researchers produce biased results
because of the influence of financial gain. That pur-
pose is to maintain confidence in professional judg-
ment. The aim is to minimize conditions that would
cause reasonable persons (patients, colleagues, and
citizens) to believe that professional judgment has
been improperly influenced, whether or not it has.

Maintaining confidence in professional judgment is
partly a matter of prudence. To the extent that the
public and their representatives distrust the profes-
sion, they are likely to demand greater regulation of
practice and research and are likely to supply fewer
resources for both. Patients may be less likely to trust
physicians generally. Since the actions of individual
physicians and researchers can affect public confi-
dence in the whole profession,'® individual profession-
als have an obligation, both to the public and to the
profession, to make sure that their own conduct does
not impair their colleagues’ capacity to practice medi-
cine or conduct research.

A failure to avoid a conflict of interest may therefore
be wrong even when one is not influenced by second-
ary interests at all. When professionals do not take
reasonable precautions to avoid situations of conflict
or do not observe rules regulating such conflicts, they
have acted unethically. Contrary to the view of some
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commentators,'* a charge of a conflict of interest may
indeed constitute an accusation, even in the absence of
an otherwise improper motivation.

STANDARDS FOR ASSESSING CONFLICTS OF
INTEREST

Standards for assessing conflicts of interest identify
factors that make conflicts more or less problematic.
The severity of a conflict depends on (1) the likelihood
that professional judgment will be influenced, or ap-
pear to be influenced, by the secondary interest, and
(2) the seriousness of the harm or wrong that is likely
to result from such influence or its appearance.

In assessing likelihood, we may reasonably assume
that, within a certain range, the greater the value of
the secondary interest (e.g., the size of the financial
gain), the more probable its influence. Below a certain
value, the gain is likely to have no effect; this is why de
minimis standards (which define that value) are ap-
propriate for some gifts. Also, the value should gener-
ally be measured in relation to typical income and to
the scale of the practice or research project.

Also affecting likelihood is the scope of conflict,
in particular the nature of the relationship that gen-
erates the conflict. Longer and closer associations in-
crease the problem. A continuing relationship as a
member of the board or a limited partner of an in-
dustrial sponsor, for example, creates a more serious
problem than the acceptance of a one-time grant
or gift.

The extent of discretion — that is, how much lati-
tude a physician or researcher enjoys in exercising
professional judgment — partly determines the range
of probabilities. The more routine the treatment or the
more closely it follows conventional professional prac-
tice, the less room there is for judgment and hence for
improper influence. Also, the less independent author-
ity the professional has in a particular case, the less
latitude there is for improper influence. A conflict in-
volving a laboratory technician, for example, is gener-
ally less severe than one involving a principal investi-
gator.

In assessing the seriousness of a conflict, we consid-
er first the value of the primary interest — the effects
on a patient’s welfare or the effects on the integrity of
the research. These effects include not only the possi-
bility of direct harm to the patient or the research, but
also the indirect harm that results from a loss of confi-
dence in the judgment of the physician or researcher.

The greater the scope of the consequences, the more
serious the conflict. Beyond its effects on the particular
patient or research project, a conflict may have effects
on the practices of other physicians or on the research
projects of colleagues. Questions such as these should
be considered: Will this physician’s association with a
commercial laboratory raise doubts about the objec-
tivity of all the physicians in his or her hospital or
HMO? Will the fact that this drug company is spon-
soring this research project tend to undermine confi-
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dence in the results of the work of other scholars in the
institution and their ability to raise funds from other
sources? Claims of physicians’ independence or aca-
demic freedom should not be allowed to obscure the
fact that the actions of any particular physician or
scholar may substantially affect the independence of
colleagues.

Finally, the more limited the accountability of the
physician or researcher, the more serious the conflict.
If the decision of a physician is reviewable by col-
leagues or authorities (who do not themselves have
conflicts of interest), then there is less cause for con-
cern. But the reviewers must be, and must be seen to
be, genuinely independent and effective. Even if
professionals are accountable for particular decisions,
however, they may escape scrutiny for the cumulative
effects and broader policy implications of their deci-
sions. The informal norms and policies of a hospital or
HMO represent judgments that, no less than explicit
decisions in particular cases, may be improperly influ-
enced by secondary interests.

REMEDIES

Historically, the trend has been from less to more
extensive control of conflicts of interest — from indi-
vidual discretion to collective regulation. The more
severe the conflicts, the more justifiable are more ex-
tensive forms of control.

Relying on the good character of individual physi-
cians and scholars to ensure that they avoid conflicts,
or deal with them judiciously when they arise, is the
least intrusive procedure. It also has the advantage of
maintaining conditions of mutual trust between phy-
sicians and patients and between scholars and their
public. It is, however, more effective in face-to-face
relations that continue over time — in small commu-
nities, for example, in which patients know their
physicians personally. It is less likely to be adequate
in large organizations and in the impersonal en-
counters or distant relationships that characterize
much of the practice of modern medicine and medical
research.

Regulation by the profession provides more assur-
ance than individual discretion that conflicts will be
avoided. As compared with government regulation, it
also has the advantage of involving those who know
and care personally about professional practice. Rules
are more likely to fit the special circumstances of the
clinic and the laboratory when they are written by
those who know these circumstances well and who
have a personal stake in maintaining the integrity of
the profession. The disadvantage of relying exclusive-
ly on the profession is that physicians, not only
individually but also collectively, confront a conflict
between their primary interest in maintaining the in-
tegrity of the profession and their secondary interest in
promoting the economic welfare of its members. Un-
like many other professions, the medical profession
did not formally address conflicts of interest in its
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codes until the 1980s, and even then it in effect left the
problem to the discretion of individual physicians.?
Only in 1991 did the American Medical Association
declare that self-referral, for example, was “presump-
tively inconsistent” with a physician’s obligation to
patients.®

The growing role of governments in regulating con-
flicts of interest is in part a response to the failure of
physicians and scholars to deal adequately with the
problem and in part a result of the greater stake that
society has in medical practice and research. Despite
the claim of some physicians that ethics cannot be
legislated,” law and morality overlap and interact in
many ways, most of which are mutually reinforcing.
The chief advantage of government regulation is that
it includes more people in the process of making and
enforcing the rules, thereby reducing the problem of
conflicts of interest on the part of the profession itself.
An important disadvantage is the uniformity and pro-
cedural complexity that normally characterize the le-
gal process. These create difficulties in matching the
rulés to the variety of conflicts that may arise and
could even decrease the probability that violations will
be prevented or punished.

Whether the responsibility for dealing with conflicts
of interest falls to individual physicians and research-
ers, the profession, or governments, disclosure is the
remedy most commonly prescribed. A physician is re-
quired, for example, to tell patients about his or her
financial interest in the laboratory to which they are
being referred and to let them decide whether to go
to a different laboratory. A scholar is expected to
indicate the sources of financial support for the re-
search. Disclosure may be more or less public; the
information may be provided to colleagues, hospital
or HMO administrators, professional boards, state
boards, or the general public. An advantage of dis-
closure is that it gives those who would be affected,
or who are otherwise in a good position to assess
the risks, information they need to make their own
decisions.

A deficiency of disclosure is that those who receive
the information may not know how to interpret it and
may not in any case have reasonable alternative
courses of action in the circumstances.'>?! Disclosure
could even exacerbate some of the indirect conse-
quences of conflicts, such as the effects on confidence
in the profession or in the research enterprise. By it-
self, disclosure may merely increase levels of anxiety,
causing patients and readers generally to suspect phy-
sicians and researchers but providing no constructive
ways to restore trust. Disclosing a conflict only reveals
a problem, without providing any guidance for resolv-
ing it.

Because of the limitations of disclosure, more strin-
gent methods of enforcement deserve ‘consideration,
especially in cases of more severe kinds of conflict of
interest. Other methods (roughly in order of increas-
ing stringency) include mediation (devices such as
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blind trusts that insulate the physician from the sec-
-ondary interest),'*!> abstention (an analogue to judi-
cial recusal that would have physicians or researchers
withdraw from cases in which they have substantial
secondary interests), divestiture (which would elimi-
nate the secondary interest), and prohibition (which
would have physicians or researchers withdraw per-
manently from fields in which they have substantial
secondary interests).!>?223

CONCLUSIONS

The problem of conflicts of interest in medicine is
more complex than is often recognized. A more sys-
tematic framework is desirable for specifying and ap-
plying rules to regulate conflicts. A better understand-
ing of the nature of conflicts of interest and a clearer
formulation of standards could increase confidence in
the medical profession. Physicians and scholars could
then concentrate more fully on their main missions —
treating patients, teaching students, and conducting
research.

Harvard University

Cambridge, MA 02138 Dennis F. THompson, Pu.D.

I am indebted to those who participated in the Clinical Eth-
ics Lecture Series, sponsored by the Harvard University Divi-
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Boston, at which an earlier version of this article was presented,
especially Dr. David Blumenthal, Dr. Linda Emanuel, and Daniel
Steiner.
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