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Money Is Putting

HEN the Food and Drug Administra-

tion halted research into human-gene

therapy at the University of Pennsyl-

vania in January, afler the death of a

research subject, Jesse Gelsinger, ad-
ministrators at universities across the United States
took notice. If a research program at an lvy League
institution, run by a scientist as prominent as James M.
Wilson, was being accused of serious breaches of law
and ethical dards, what probl lurked in the
growing of studies at their own institutions?
The Universities of Alabama, Colorado, and lllinois, as
well as Duke and Virginia Commonwealth Universities,
also have recently faced embarrassing public disclo-
sures about their research programs. For example, fed-
eral regulators charged scientists at the University of
Illinois at Chicago with failing to obtain subjects’ in-
formed consent in a study of an antipsychotic drug, and
charged Duke’s institutional review board with not
monitoring continuing research.

Can other institutions stay out of trouble by giving
researchers more education about their ethical and legal
obligations? Or do we need radical new laws to remedy
the situation?

The ber of research on camp is soar-
ing, and the potential risks for subj are increasing.
In the 1970's, as an undergraduate majoring in psychol-
ogy, | earned either course credit or a few dollars by
participating in studies in which the major risk was
inconvenience or boredom. Now, healthy college stu-
dents can earn upwards of $2,000 for taking part in
medical studies—but may face permanent harm.

The financial incentives for researchers are escalat-
ing, too. Last year, The New York Times reported that
ph ical companies often pay doctors hand-
somely—in some cases, $1-million per year—for enroll-
ing patients in studies. The resulis: Doclors from one
field enroll their patients in drug trials in another field.
For example, asthma specialists run studies on psychi-
atric medications. Patients who are not appropriate
candidates for a study have received drugs for condi-
tions they did not have, sometimes without even being
told that the drugs were experimental. That not only
subjected them to unnecessary risks, which is malprac-
tice, but also compromised the study results.

Even $1-million a year is small potatoes, though, in
light of the incentives created for university researchers
in the 1980's by the federal laws governing technology
transfer. Before that time, research conducted at uni-
versities and supported by public funds belonged to the
public. But the new laws give academic researchers
intellectual-property rights; now they can, for example,
patent a gene they discover or an invention they make,
even if the entire enterprise has been financed by tax-
payers through the National Institutes of Health or an-
other federal agency.

Academic researchers can form biotech companies
or enter into joint ventures with them. Penn's James
Wilson, for example, founded a gene-therapy company.
Many university biologists have become millionaires,
with stock options and fees as directors of corporations
far exceeding their university salaries.

Is it any wonder, then, that federal investigators from
the Food and Drug Administration and the N.1.H."s OF-
fice for Protection from Research Risks find that, even
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