UMMS IRB PROTOCOL DEVIATION/VIOLATION FORM
UMASS MEDICAL SCHOOL

COMMITTEE FOR THE PROTECTION OF HUMAN SUBJECTS IN RESEARCH
Please note:

· A protocol deviation is a deviation from the approved protocol procedures which has not been prospectively reviewed and approved by the IRB.  This is not an amendment to the protocol.

· A protocol violation is an unplanned or unapproved change for a specific subject or subgroup of subjects that was made to an IRB approved protocol.  This is not an amendment.

	Docket #H-
	

	Full Protocol Title:
	

	Principal Investigator:
	

	Department/Campus:
	

	
	

	CONTACT PERSON:
	

	Phone Number/Pager #:
	

	E-mail:
	


    1. Subject Information/Dates

	This report pertains to a single study subject.   Yes           No    
This report pertains to more than one study subject.  Yes           No       

If yes, # of subjects:  _______

	Subject Initials/ID#:
	

	Date of deviation/violation:
	

	Date of report to Sponsor:
	


2. What is the protocol deviation/violation?  Describe the situation and the circumstances.

3. Does this protocol deviation/violation change the risks or benefits to the research study?  If yes, please describe.

4. Describe the corrective action. What measures were/will be taken to remedy the situation?  How will it be ensured that this does not repeat itself?

Principal Investigator signature
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