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Report, similarly has the taint of using 
a relationship of trust to recruit patients 
who might otherwise not be interested 
in participation in such experiments. 

Adverlising and Promotion 
The "new industry of patient recruit­

ment firms and research marketing 
companies" has produced, according 
to the Report, more advertising for 
human subjects than in the past. Until 
public criticism changed this practice, 
the website DrKOOP.com was using 
the formerly good name of this medical 
huckster to recruit patients, for a finder's 
fee, to the multinational HEC Quintiles. 

Erosion of Informed Consent 
The Report expresses serious con­

cern about the way the business model 
of research, as manifested through the 
practices described above, might erode 
the essential elements of informed con­
sent. 

Information: The Report describes 
misleading advertisements which 
blurred the distinction between treat­
ment and research, an excessive focus 
on monetary or other compensation 
which can become coercive and the 
lack of response by drug sponsors to 
concerns raised by IRBs in the less­
than-frequent instances in which the 
IRBs actually review the advertisements. 

Comprehension: The failure to con­
duct research on or to audit the extent 
that the patient actually understands 
the recruitment materials and the in­
formed consent forms is of concern. 
According to the report, the perfor­
mance of the physician/investigator in 
fully informing patients may be com­
promised by bonuses for more patients 
recruited and by promises of top au­
thorship on papers emanating from the 
research tied to recruiting success. 

Voluntarlness: One medical jour­
nal article concerning effective human 
subject recruitment strategies noted 
that 'Done correctly, [media] publicity 
can look like an endorsement by your 
well-respected newspaper reporter or 
1V news anchor. It can be an excellent 
way to generate phone calls needed to 
fill studies.' This part of the Report 

reiterates the concerns about doctors 
recruiting patients from their own prac­
tices and states that 'patients see their 
doctor as God' because of the trust they 
place in them. 

Successful Models 
While the Inspector General's Re­

port makes clear that there is little in 
the way of guidelines or regulations to 
prevent the kinds of abuses the Report 
documents, it does contain a number 
of examples of innovative approaches 
that the Report should endorse, rather 
than merely mention. These fall into 
the categories of recruitment incen­
tives, the dual physician-investigator 
role and confidentiality of medical 
records. Unfortunately, the Report 
merely identifies four questions that 
need to be addressed, rather than rec­
ommending the answers that the 
Report's evidence would seem to re­
quire and which these models prove is 
feasible. 

Several groups (University of Roch­
ester IRB, Partners HealthCare 
System) have banned the use of bonus 
payments designed to encourage pa­
tient recruitment, while Partners 
HealthCare System and the American 
Medical Association also ban fees for 
referring patients to other investiga­
tors, HECs or drug companies. We 
strongly endorse these initiatives. We 
believe that physicians have a right to 
reasonable reimbursement for any costs 
incurred or time spent beyond what 
they would ordinarily expend in the 
care of the patient, but no more. We 
agree, in general, with efforts to in­
crease disclosure of potentially con­
flicting interests to patients. But we are 
opposed to using disclosure of such 
interests as a substitute for banning the 
more egregious of these incentives. 

Disclosure has also been the pre­
ferred approach (when any approach 
is put forth) by universities (University 
of California at Los Angeles, for ex­
ample) to the problem of the dual 
physician-investigator role. However, 
some groups have stated that, at least 
in some circumstances, the preferred 
approach is to have a more neutral 

intermediary, without the conflict of 
interest of the investigator approach­
ing the patient. We believe that this 
approach should be more the norm 
than the exception. As is almost always 
the case, the preferred method for 
resolving potential conflicts of interest 
is to involve neutral third parties. 

Finally, the Report makes clear how 
little work has been done, particularly 
by medical associations, in addressing 
the problem of researchers using data­
bases that include patients cared for by 
another health care provider to recruit 
study participants. This is an improper 
invasion of privacy, and is precluded 
by some IRBs (Medical College of 
Ohio, University of California Los An­
geles, Partners HealthCare System). All 
IRBs should follow this model. 

In sum, the Report has clearly iden­
tified a wide range of relatively new 
threats to patients in clinical research 
studies. Furthermore, this burgeoning 
field is largely unregulated. Even when 
the IRBs have particular authority, they 
appear unwilling or unable to exercise 
their authority. And some of the Report's 
solutions are to give more authority to 
IRBs, which the Inspector General's 
previous reports have already docu­
mented are hopelessly overworked. 
The following are appropriate subjects 
for regulation: banning finder's fees; 
banning reimbursement to physicians 
beyond research-related expenses and 
time expended; mandatory disclosure 
to the potential participant of the source 
and amount of all recruitment fees; and 
restrictions on the ability of health care 
providers other than the patient's phy­
sician from gaining access to a patient's 
medical records for the purpose of 
recruitment. In the absence of regula­
tion, therefore, sponsors will be able to 
choose the route least protective of 
patients' rights in their quest to maxi­
mize recruitment--the ethical "race to 
the bottom" of which the Report warns 
and which has characterized much of 
globalization to date. 
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Inspector General's Study on Human Experimentation 
Recruiting Human Subjects: 

Pressures in Industry-Sponsored Clinical Research 

T he following are comments filed 
by Public Citizen's Health 
Research Group on a report that 

was released by the Inspector General~ 
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 
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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 

nwHO 

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 

continued on page 10 
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