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As the biotechnology and pharmaceutical industries continue to expand research activities and 
funding of clinical trials, and as increasing numbers of physicians both within and outside 
academic health centers become involved in partnerships with industry to perform these 
activities, greater safeguards against conflicts of interest are needed to ensure the integrity of the 
research and to protect the welfare of human subjects. Physicians should be mindful of the 
conflicting roles of investigator and clinician and of the financial conflicts of interest that arise 
from incentives to conduct trials and to recruit subjects.  In particular, physicians involved in 
clinical research should heed the following guidelines: 
(1) Physicians should agree to participate as investigators in clinical trials only when it relates to 
their scope of practice and area of medical expertise. They should have adequate training in the 
conduct of research and should participate only in protocols which they are satisfied are 
scientifically sound.  
(2) Physicians should be familiar with the ethics of research, and should agree to participate in 
trials only if they are satisfied that an Institutional Review Board has reviewed the protocol, that 
the research does not impose undue risks upon research subjects, and that the research conforms 
to government regulations. 
(3) When a physician has treated or continues to treat a patient who is eligible to enroll as a 
subject in a clinical trial that the physician is conducting, the informed consent process must 
differentiate between the physician’s roles as clinician and investigator. This is best achieved 
when someone other than the treating physician obtains the participant’s informed consent to 
participate in the trial. This individual should be protected from the pressures of financial 
incentives, as described in the following section. 
(4) Any financial compensation received from trial sponsors must be commensurate with the 
efforts of the physician performing the research. Financial compensation should be at fair market 
value and the rate of compensation per patient should not vary according to the volume of 
subjects enrolled by the physician, and should meet other existing legal requirements. 
Furthermore, according to Opinion 6.03, “Fee Splitting: Referral to Health Care Facilities,” it is 
unethical for physicians to accept payment solely for referring patients to research studies.  
(5) Physicians should ensure that protocols include provisions for the funding of subjects’ 
medical care in the event of complications associated with the research. Also, a physician should 
not bill a third-party payor when he or she has received funds from a sponsor to cover the 
additional expenses related to conducting the trial. 
(6) The nature and source of funding and financial incentives offered to the investigators must be 
disclosed to a potential participant as part of the informed consent process. Disclosure to 
participants also should include information on uncertainties that may exist regarding funding of 
treatment for possible complications that may arise during the course of the trial.  Physicians 
should ensure that such disclosure is included in any written informed consent.  
(7) When entering into a contract to perform research, physicians should ensure themselves that 
the presentation or publication of results will not be unduly delayed or otherwise obstructed by 
the sponsoring company. (II, V)  Issued June 2001 based on the report “Managing Conflicts of 
Interest in the Conduct of Clinical Trials,” adopted December 2000 (JAMA. 2002; 287: 78-84). 
 


