UMES Policy on the Review of Reportable Incidents and Institutional Reporting
Each Protocol Incident Memorandum will be reviewed by the IRB.   A Protocol Incident Memorandum may be referred to the Board that originally reviewed and approved the protocol. Upon receipt, the event will be assessed to determine the level of review required. The IRB is authorized to take any actions necessary to address the event, including but not limited to:
1) Requiring modification of the study protocol;
2) Requiring modification of the informed consent document or process;
3) Requiring modification of other aspects of the study;
4) Requiring notification of subjects;
5) Requiring monitoring or auditing of the study;
6) Suspending the study;
7) Terminating the study;
8) Informing, and referring the incident to, organizational officials for their consideration; and
9) Requiring further reporting of the incident to regulatory agencies.

The IRB is responsible for determining whether an incident qualifies as an unanticipated problem involving risks to subjects or others, serious non-compliance, continuing non-compliance or other event (refer to UMES Policy on Prompt Reporting of Reportable Incidents).  Only a convened IRB can make a formal finding that an incident constitutes an unanticipated problem involving risks to subjects or others, serious non-compliance, and/or continuing non-compliance.  Such findings require additional reporting by the IRB and Institution.  
 


