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NLY RECENTLY HAS THE MEDICAL ESTABLISH-

ment begun to require financial disclosure from

research scientists at the time of presentation or
submission of manuscripts.! The oversight of nonfinancial
conflicts or bias traditionally has been left to the academic
community and the professions to monitor, whereas during
the past decade, financial conflicts have become a shared
and contingent responsibility of academia and the federal
government, with the public a more frequent, vocal
observer.2

Are conflicts of interest now so pervasive as to be
unimportant? Are all such ethical issues now situational? Is
it reasonable to assume that readers can dissect the
nuances of financial disclosure within the complexity of
the presented journal article? Is “reader and public beware”
the appropriate mantra for medical journals? Can research
be done if we altered the system? Can authors who do not
have conflicts of interests compete in the future against the
financial leverage of those with conflicts? What happens
when we all have conflicts of interest? Is losing public trust
inevitable? Although the commercialism of medicine is an
all-encompassing concern, this editorial will only address
conflicts as they relate to publishing.

Thompson? defines a financial conflict of interest in the
strict sense as a condition rather than a behavior, because
researchers who might benefit financially by distorting
their work have a conflict of interest regardless of whether
they actually distort their work. The circumstances rather
than the outcome determine whether there is a conflict of
interest. Semantically, then, a conflict is present under any
financial situation. It is then the perceived or real bias that
physicians are concerned about, whereas the public has
more trouble differentiating but is concerned about both
conflict and bias.

Financial conflicts of interest in medicine remain a
contentious issue in the profession. It is still not fully

Accepted for publication Dec 9, 2004.

From the Editorial Offices of the AMERICAN JOURNAL of OPHTHALMOL-
0GY, OPHTHALMOLOGY, and ARCHIVES of OPHTHALMOLOGY.

This is part of an ongoing series on Editorship being published in the
AMERICAN JOURNAL of OPHTHALMOLOGY, ARCHIVES of OPHTHALMOLOGY,
and OPHTHALMOLOGY. The opinions expressed are solely those of the
authors.

Inquiries to Thomas J. Liesegang, MD, Mayo Clinic College of
Medicine, 4500 San Pablo Rd, Jacksonville, FL 32224; fax: (904)
953-2551; e-mail: tliesegang@mayo.edu

0002-9394/05/$30.00
doi:10.1016/j.2j0.2004.12.025

accepted by organized medicine, and increasingly criticized
by the public, that clinicians should gain financially from
their practice in any way other than through their direct
fees or salaries for service.l> The public fails to compre-
hend why medical researchers should gain financially from
companies whose products they are evaluating or are
reviewing for publication. The relationship of trust be-
tween the public and academic medicine is especially
evident and was recently scrutinized in medical research
involving the participation of human subjects.2 The public
is wary of any perception that faculty investigators or their
institutions have financial interests that might compromise
their independence and credibility.

All of the partners in publishing (authors, editors,
reviewers, institutional review boards, financial supporters)
have obligations with regard to disclosure and manage-
ment of conflict of interest or bias.* Authors should be as
objective as possible in presenting their findings, and
editors and reviewers should be entirely objective in
evaluating them. Personal rivalry; political, financial, aca-
demic, or technological competition; philosophical values
and beliefs; or religious considerations should not be
permitted to affect objectivity. A few journals refuse to
consider manuscripts describing research involving a com-
mercial product when the research was supported finan-
cially by a commercial organization involved in the
manufacture or sale of the product. A few journals will not
permit editorials, review articles, or perspectives authored
by individuals with potential conflicts of financial interest,
feeling that these pieces rely especially heavily on inter-
pretation and judgment and thereby make conflict of
interest and the potential for bias especially problematic.5:¢

The debate is not just an academic discussion. A survey
in 1997 of 61,134 articles in some 181 journals revealed
that only 0.5% disclosed a conflict of interest related to the
topic of the article. Admittedly the study was done a few
years ago, but the results did not accurately reflect reality at
the time.? Presenters at meetings often disclose no conflict
of interest within their talks and then go on to present a
biased presentation (personal observation by the first
author as a CME monitor).

In a recent survey 20% of clinical research respondents
admitted to delaying publication of their results by more
than 6 months at least once in the previous 3 years to allow
for patent application, to protect their scientific lead, or to
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slow the dissemination of results that would hurt sales of
their sponsor’s product, even in the absence of overt
pressure from the company.® At least eight studies have
shown that industry-sponsored research that gets published
tends to produce pro-industry conclusions.® By reanalyzing
data the researchers found that papers based on industry-
sponsored research are significantly more likely to reflect
favorably on a sponsoring company’s drug or device than
research that is supported by a nonprofit entity or the
federal government. Furthermore, the industry-sponsored
research is more likely to be of lower quality!©-14 and is less
likely to be disseminated to the scientific community.!>8

Conflicts of interest among authors have a potential
effect not only on the quality, outcome, and dissemination
of research!® but also on the public’s perception of and
trust in researchers and in universities.!6 There is public
concern that researchers may have permitted the pharma-
ceutical and biotech industries to manipulate them and
their medical science through financial relationships. The
public depends on ethical medical research and expects the
medical profession and journals to monitor this research
process and report misguided relationships.

Researchers now have personal financial relationships
with industry sponsors far more intricate than grants for an
individual research project, leading to increased public and
governmental scrutiny of the effect on faculty behavior.!?
Short-term relationships certainly may help foster subse-
quent sponsorship of the investigators’ research projects;
more complex and long-term relationships, such as found-
ing a company, serving on an advisory board, and owning
stock, seem problematic but are accepted by many institu-
tions with inconsistencies in policy.1©

The problem of conflicts of interest in medicine interests
the public and is more complex than clinical researchers
might recognize.?18-20 Although “simple disclosure” is
touted by individual physicians, researchers, the profes-
sion, and governments as a remedy, it seems that the public
feels that simple disclosure is insufficient, because those
who receive the information may not know how to
interpret it and have no recourse.!:2! This has led some to
consider more stringent methods of enforcement, includ-
ing abstention (recusal), divestiture, or prohibition to
remove all possible conflicts. Certain circumstances prob-
ably require stringent enforcement, such as when estab-
lishing clinical practice guidelines for the profession in the
area of drug treatment.?> The simple disclosure method
utilized at present may not maintain the public’s confi-
dence in professional judgment unless the degree of finan-
cial involvement is disclosed, perhaps with data from both
the researcher and the institution, within the submission
that can be easily evaluated by the editors, reviewers, and
readers.

Some major journals set an upper limit on the annual
sum that a person may receive before a relationship is
automatically considered substantial. A substantial interest
includes any holding in which the potential for profits is
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not limited, such as stock, stock options, patent positions,
salary, consulting fees and honoraria, and intellectual
property rights (patents, royalties, and copyrights).

When an investigator studies the product of a for-profit
enterprise from which the investigator has received money
previously or intermittently (e.g., as a consultant or in the
form of an honorarium), there seems to be no direct
relationship between the evaluation and any personal gain
the investigator may anticipate. However, the existence of
payments and the goodwill developed in the past could
influence research and opinion and must therefore be
regarded as a conflict of interest with the potential for
bias.2? Likewise, opinion leaders may consult for multiple
companies with the mistaken belief of maintaining objec-
tivity, but they are frequently placed, or allow themselves
to be placed, in compromising positions. Opinion leaders
may be naive, not realizing that some of these attitudes can
subtly influence scientific judgment in ways that may be
difficult to discern.>¢ The Accreditation Council for Con-
tinuing Medical Education has recently applied more
stringent requirements for CME providers that are specif-
ically aimed at addressing the issue of conflict of interest or
bias.2?

The public’s understanding of how biomedical research-
ers develop projects and how they are financed is probably
rudimentary. Rather than ignoring this naivety, academic
medical centers, professional societies, commercial firms,
and the government should enhance public understanding
of the economics of how research is conducted and the
social benefits derived and then better define the rules that
moderate the financial conflicts of interests.2 Persons
outside of medicine might work with medicine to define
those rules (unless they have a conflict of interest) better
than we do now. It would be helpful to have clearer and
stricter rules in place before engaging in public debate.
Even as we debate pharmaceutical influence and conflict of
interest or bias, medical editors and the profession realize
that the public and the government will nonetheless have
insatiable demands for improvement in preventative, ther-
apeutic, and surgical therapies for disease.

Counter to the concerns of the public, however, some
institutions are softening their conflict-of-interest guidelines
to retain their faculty. At many of the top research universi-
ties and medical schools around the country, a substantial
percentage of the faculty enjoys the perks of industry rela-
tionships.> At Massachusetts Institute of Technology, 31% of
the science and engineering faculty has outside income; at
Stanford Medical School, it’s 20%.24 Critics of this position
argue that these major medical institutions should instead
develop uniform and more rigorous rules or ethical guidelines*
and become more aware of these “Faustian bargains” wherein
the talent and prestige of the academic institution are used to
serve industry.525

An alternative opinion is that mandatory financial
disclosure actually does not allow a manuscript to be
judged solely on its merits, because such disclosure is based
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on the faulty assumption that only financial considerations
influence authors and that all authors are influenced. It has
been argued that such disclosure unfairly prejudices the
reader against the author?®; most journal editors do not
accept this argument.

To maintain the public trust and ensure society of
scientific excellence, editors must avoid being manipulated
by deviant manuscripts based on faulty or incomplete data
and by undue conflict of interest or bias. Although editors
would like to believe that all authors critically scrutinize
their own research, there are other scenarios to consider.
Editors and publishers realistically are in no position to
investigate or police the possible conflicts of interest or
bias. They must, however, respond to valid inquiries,
because an undisclosed conflict deprives the readership of
its entitlement to know potential sources of bias. These
complaints may go back to the institutional institutional
review boards, in which case the editors should still be
concerned about “who is guarding the hen house.”
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