UMES Policy on the Procedure for Reporting Incidents to the IRB
The principal investigator bears the responsibility to review each incident and determine if it meets prompt reporting criteria.  Any incident that meets prompt reporting criteria must be reported to the UMES IRB.   
Events that require prompt reporting shall be reported to the UMES IRB via a Protocol Incident Memorandum.  The memorandum must contain the following information: 
· Name(s) of the principal investigator(s) and their signatures;
· UMES protocol number and study title; 
· Funding source and award number;
· Description of the research study;
· Date at which time the principal investigator(s) became aware of the incident; 
· Detailed description of the incident;
· Category of reportable incident; and 
· Corrective plan of action.
The memorandum will be delivered via UMES email from the PI to the UMES IRB Chairperson.  The UMES IRB Chairperson will acknowledge receipt of the Protocol Incident Memorandum. 
If the UMES IRB has ceded IRB review to an external IRB, it is the responsibility of the UMES PI to comply with the external IRB’s policies and procedures for reporting.  In such cases, the UMES PI must also submit any incidents that require prompt reporting to the UMES.

