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 OBJECTIVE

To define the purpose and procedures used for informed consent monitoring.
RESPONSIBILITY 

The Research Compliance Monitors and the SOM CTO Educator will be responsible for informed consent monitoring.
PROCEDURE:

1. In reviewing the adequacy of informed consent procedures for proposed research, the IRB may on occasion determine that special monitoring of the consent process by an impartial observer is required in order to reduce the possibility of coercion and undue influence, ensure that the approved consent process is being followed, or ensure that subjects are truly giving informed consent. Examples for which observation of the informed consent process may be needed:
· High risk studies

· Research involving particularly complicated procedures or interventions

· Studies enrolling highly vulnerable populations (e.g. ICU patients, children who are wards)

· Research conducted by study team members with minimal experience in administering consent to potential study participants

· Other situations when the IRB has concerns that consent process may not be/is not being conducted appropriately 
2. Consent monitoring may also be appropriate as a corrective action where the IRB has identified problems associated with a particular investigator or research project.

3. IRB members will determine requirements for consent monitoring. The investigator will be notified by the IRB of the determination for consent monitoring.

4. Consent monitoring may be conducted by the UVA Post Approval Monitoring & Education staff.

5. The following will be monitored during the observation of informed consent process:

· Whether the informed consent process was appropriately conducted and documented

· Whether the participant had sufficient time to consider study participation

· Whether the consent process involved coercion or undue influence

· Whether the information was accurate and conveyed in understandable language

· Whether the subject appeared to understand the information and gave their voluntary consent

6.  A report of the observation of informed consent process will be submitted to the IRB, which will determine next appropriate action in regard to the research.
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