
































Inspector General’s Study on Human Experimentation

Recruiting Human Subjects:

Pressures in Industry-Sponsored Clinical Research

he following are comments filed
by Public Citizen’s Health
Research Group on a report that

was released by the Inspector General's
Office on June 12.

Somewhat buried in the middle of
this highly disturbing report, the au-
thors mention “the transformation of
clinical research into a traditional busi-
ness model.” As a result of the shift to
this business mind set, the often highly
unethical and possibly illegal recruit-
ment practices documented in the Re-
port appear to be increasing rapidly.
The rise of separate (from the drug
companies themselves) for-profit Hu-
man Experimentation Corporations
(HECs), a more accurate name for the

more benign-sounding name currently
in use—Contract Research Organiza-
tions (CROs)—has introduced new
techniques for rapidly recruiting pa-
tients. When combined with the
appallingly inadequate Federal regula-
tion of human experimentation in gen-
eral, and recruitment practices in
particular, and the failure (as usual) of
the medical profession to police itself,
the risk of abuse of patients increases

-dramatically.

This Report is the first attempt to
thoroughly address the issues involved
in the recruitment of patients to clinical
trials. Most previous writing has been
terribly non-specific; this Report is the
best available on current practices in
this area. However, as good as the

Report is in description, it remains
weak in prescription. We advocate a
much stronger set of recommenda-
tions than is provided by the Inspector
General’s Report; in particular, we ad-
vocate promulgating strong new regu-
lations based, in part, on models that
are being successfully employed in
various settings and which are de-
scribed in the Report.

More drugs are in clinical trials now
than even a few years ago. In addition,
many therapeutic categories of drugs,
such as those for hypertension, are
becoming saturated with drugs, lead-
ing to increased competition. More
human subjects are therefore needed,
and the competition to get the drug
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