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Unanticipated Problem Report
Protocol Number____________

PI ________________________
Investigator:  Federal regulations and institutional policies require investigators to promptly report to the IRB any incidents that meet the definition of “Unanticipated Problems involving risks to subjects or others”.   Not all incidents that occur meet the definition of Unanticipated Problems. In order for an “incident” to be an Unanticipated Problem it must be 

· Serious (causing or potentially causing harm to subjects OR others)

· Unexpected or unanticipated (not previously identified as a risk to the study)

· Possibly or likely related to the research. 

Note: in most instances subject’s death or hospitalization that is in any way related to the research or associated with participation in the research must be reported to the IRB as a possible Unanticipated Problem.

Notification must be made to the IRB immediately (no later than 2 business days). While a written report will be required, in most circumstances it is best to contact the IRB by phone to make the initial notification (617-358-6115).  

In the text box below, describe the incident, the circumstances surrounding the occurrence and any information related to the status of the subject(s) or “others”.   Do NOT include any subject identifiers or identifying information in this report.  Use of the subject’s unique study ID is allowed.   
	


In most cases, the identification of an UP indicates a new risk or possible risk to the study.  If so, then a protocol amendment will often be required. Revisions to the informed consent may also be required.  Depending on the seriousness of the UP the IRB may suspend the study until measures can be taken to minimize risks to subjects.   

PI printed name ___________________

PI signature ______________________  Date ___________________ 

If PI is a student Printed name of faculty advisor ________________

Signature of Faculty Advisor______________   Date_____________
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