COI Tasking 1

“Zero COI Tolerance In Human Research”

Conflicts of Interests in research refers to ethical questions and problems related to the ethical effect that personal financial interests may have, or appear to the public to have, on the planning, conduct and reporting of research.  There are few, if any, black and white definitions of what is, or is not, ethical behavior.  What is considered ethical depends on the shared community values of the community in which these ethical questions are raised.

VCU’s Research Conflict of interests Committee has been established to determine both in principle and in particular cases what meets the ethical standards of Virginia Commonwealth University as a community.  The COIC is essentially the “conscience” of VCU.  Yes, there are external standards of the threshold of financial interest that may constitute, or appear to constitute, a conflict, but the COIC judges in each case if there is at lease an appearance of conflict, and how to manage the conflict.

The June COIC meeting brought up one particular situation in which the COIC first must decide on the underlying ethical position that the VCU community shall adopt, and second must clarify the management options related to managing that conflict.

The underlying ethical question is whether VCU should adopt a standard that in cases of human research, participant researchers should have zero financial interests that might appear to affect the research, or are certain financial interests acceptable.  A second question is whether there should be different thresholds of financial interest, depending on the nature of human research, for example that human research which involves gathering data to be used in regulatory decisional regarding therapy requires a zero threshold while human research involved in therapy development not contributing directly to regulation may have a higher threshold.  In the latter case, for example, clinical trials leading to regulatory action regarding a drug might have a zero threshold, whereas pharmacologic studies contributing to understanding if a drug is a candidate for therapeutic application might have a higher threshold.

The management question is what management strategies are appropriate for any area in which there is a principle of zero threshold of financial interest.  For example, one position might be that there are only two strategies: removal of the conflicted individual from participating in the study, or removal of the financial interest from the knowing control of that individual.  Note that the latter might be satisfied by divestiture, or alternately by placing the financial interest into a blind trust or the like outside of the individual’s control.

The COIC clearly expressed that holdings within in a mutual fund are beyond the control of the individual, and do not constitute a “financial interest”.

Some resources related to these questions include:

AAMC: “Protecting Subjects, Preserving Trust, Promoting Progress– Policy and Guidelines for the Oversight of Individual Financial Interests in Human Subjects Research” at http://www.aamc.org/members/coitf/firstreport.pdf
