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per, it doesn't exist. We need to reconcile 
these divergent views. 
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Clinical Research 

in the medical center and university. 
Snyderman and  H o l m e s  ident i fy 

"ethics of physicians being remunerated 
by pharmaceutical companies" as an im-
portant  conflict of  interest.  However, 
proper conduct of clinical investigation re-
quires time and effort, for which investi-
gators should be compensated. Moreover, 
such compensation in the academic setting 
invariably goes to the investigator's sec-
tion or department and not to his or her 

The Policy Forum by Ralph Snyderman personal bank account. The conflict inher-
and Edward W. Holmes, "Oversight mech- en t  in  institutional facul ty reviewing 
anisms for clinical research" (Science's grants that may deliver millions of dollars 
Compass, 28 Jan., p. 595),  is a positive of support, not to mention the accompany-
addition to the gowing debate concerning ing prestige, to the institution that em-
the state of clinical research and the prob- ploys the members of the IRB is another 
lems that have accompanied human exper-
imentation over the years (1). Snyderman 
and Holmes correctly point out the com-
plex array of duplicate regulations and the 
problems inherent in complying with mul-
tiple regulations and their interpretations. 
The Food and Drug Administration, Of-
fice for Protection from Research Risks 
(OPRR), and institutional review boards 
(IRBs) often offer their own interpreta-
tions of the regulations, and it may be dif-
ficult to discern how they envision specif-
ic regulations to be implemented. There 
are additional issues that were not eluci-
dated by Snyderman and Holmes, yet are 
central to the field of regulation and prop-
er conduct of clinical investigation. 

For example, a major weakness in our 
efforts to protect patients from the risks in-
herent in participation in clinical trials is the 
informed consent process. No regulation, 
however detailed, will improve this process 
until potential participants are fully in-
formed of what they are volunteering for, 
and until methods for improving the entire 
process are developed and studied. Empha-
sis on the informed consent form, and not 
on the process of continuing education of 
study participants in the nature of the study 
and their role in it, will result in continued 
focus on a piece of paper, to the detriment 
of establishing true informed consent. 

Another ~ r o b l e mis that the IRB is not 

conflict that needs to be addressed. 
Finally, the stress inherent in a physician 

functioning as both a health care provider 
and a principal investigator of a clinical 
study has been acknowledged (4),yet no sat-
isfactory resolution has been proposed. The 
two roles are irreconcilable, because the 
aims of each of these positions are in direct 
conflict. Creative solutions that incorporate 
sufficient safeguards for human rights and 
participant protection are urgently needed. 

As clinical investigation engages more 
of the general population and a significant 
number of those in the health care system, 
there is an urgency to more completely de-
velop the dialogue within the medical 
community and the population at large. 
Our efforts to ensure ethical conduct of ex-
perimentation with humans need to catch up with the incredible advances in science. 
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ic regulations. Members need to be edu- CORRECTIONS AND 
cated in the proper conduct of their work, 
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