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In the past 25 years, there has been an
explosion of investment by the phar-
maceutical and medical-device in-

dustries in basic and applied medical re-
search, from $2 billion in 1980 to $39
billion in 2004. 

This support has had a profound in-
fluence on academia. It has changed
the atmosphere in academic research
from one of altruism to one with an
entrepreneurial edge, as ev-
idenced by the burgeoning
numbers of invention dis-
closures and new patent ap-
plications from academic in-
stitutions. It has resulted in
a significant increase in com-
mercialization of academic
medical centers and their
faculties. It has also led to a
natural desire for a greater
ownership of concepts and
profits by both the physi-
cian investigator and the
sponsoring institution. In
clinical trials, the boundary between
the patient and the physician as an in-
vestigator and the physician as an in-
ventor and entrepreneur has become
more complex—particularly when they
are the same person or the same insti-
tution. 

There has been a recent spate of pub-
licity about the financial relationships

between physicians, academic research
institutions, and companies developing
new drugs and devices. Charges and
countercharges have been made sug-
gesting inappropriate involvement by
physicians and medical institutions in
devices or drugs that could result in sig-
nificant financial return to them. 

What is involved here is not obvious
unethical behavior but the appearance

that such behavior is
taking place. It is not
unusual that a clinical
investigator would seek
external high-risk fi-
nancial support in or-
der to carry an idea for-
ward. The investigator
who has invested in the
research project would
like to profit from that
investment should the
project become suc-
cessful. Medical institu-
tions, knowledgeable

about new concepts, wish to invest in
their development. 

The patient who is asked to partici-
pate in a clinical trial knows nothing
about the financial strings attached to
the research project he or she is enrolled
in. The patient is told there is a reason-
able possibility, but no certainty, that the
study could benefit them. The contract

that the patient and physician sign, ar-
ticulated in the consent form, indicates
that scientific equipoise exists between
active therapy and conventional thera-
py. The patient is motivated by the pos-
sibility of personally benefiting from the
new therapy or at least the belief that
it might benefit future patients. It is a
contract founded on personal benefit
and altruism. The injection of a profit
motive by either the physician or the in-
stitution has the potential to contami-
nate the entire consent process. 

The high road is one in which the in-
ventor or institution has no patient
contact in a research project from
which either might profit financially.
Physician scientists who wish to have
their ideas tested should delegate the
study and the analysis to more objective
researchers. Likewise, institutions that
have invested in the product should
not participate in the investigation, to
avoid the possibility of influencing staff
participation in the trial and recruit-
ment of patients. Anything short of
this opens the investigator and institu-
tion to criticism of bias. ■
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at Wayne State University and division

head, emeritus, of cardiovascular

medicine at Henry Ford Hospital, Detroit.
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