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Ethics Consultations 

Introduction:

Research protocols that raise particularly complex ethical issues are occasionally submitted to the IRB for review.  This may be particularly true for protocols that include vulnerable populations (e.g., decisionally impaired, mentally ill, and children, etc.) and are of more than minimal risk with no prospect of direct benefit to the research subject.  Examples of issues that might be referred by the IRB to the UHCMC Ethics Committee and its clinical subcommittees include, but are not limited to, studies utilizing placebos, international studies involving deviation from the United States standards of care, and studies involving greater than minimal risk with permanently or temporarily decisionally impaired subjects.

Definitions:

Minimal Risk means that both the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests (45 CFR 46.102 (i)).

Ethics Committee refers to the UHCMC Ethics Committee, a committee of the Clinical Council.  

Policy:

The UHCMC Ethics Committee develops, reviews, and revises hospital policies related to ethics in the areas of patient care including conduct of medical staff and employees in providing patient care.  This may include the policies governing patient rights, treatment limitations, and use of advance directives.  In addition, the UHCMC Ethics Committee provides consultation to physicians, nurses, other health care professionals, and patients and families concerning specific ethical issues or questions.  The UHCMC Ethics Committee has two permanent clinical subcommittees, one in Pediatrics and one in Obstetrics and Gynecology, which report to the Ethics Committee.  Other clinical subcommittees may be formed to deal with ethical issues related to clinical practice.  

At the request of the IRB Chair or by a vote of the Board, an ethics consultation may be requested as part of the review process of a protocol by the IRB.  In consultation with the UHCMC Ethics Committee, additional outside ethics consultation may be requested prior to review of a protocol by the IRB.  Department Research Review Committees may also refer protocols to the UHCMC Ethics Committee for review and recommendations.

When a protocol is referred to the Ethics Committee, a written report of recommendations will be requested.  The Board will utilize this report in the review of the protocol.  The IRB remains the final authority for the approval of all research related to human subjects.
When ethics consultation is required, the members of the ethics committee and its clinical subcommittee are educated to disclose to the IRB if there is a conflict of interest for any of the committee members.  Any member with a conflict of interest will not contribute to the review of the protocol.
Related Policies:

UHCMC AP & P II, Policy 16.1, Clinical Ethics Program 
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