[image: image1.wmf]
	INSTRUCTIONS


	Significant Protocol Deviation or Violation Reporting Requirements

· Investigator must assess if the deviation or violation is considered significant. 

Minor deviations do not affect the safety of the subject. Minor deviations are reported at the time of Continuing Review.
Significant deviations are instances which could potentially affect the rights, welfare and/or safety of the subject. 

· Investigator prepares the Protocol Deviation/Violation/Exception Form.

· Investigator submits the form to the IRB Admin Office within 10 days of the occurrence.
· The protocol deviation/violation submission is placed on the IRB agenda.

· The submission will be reviewed by the IRB at a convened meeting at which a majority of the IRB members are present.

· The investigator will be notified in writing of the IRB’s decision.
Protocol Exception 
· Investigator prepares the Protocol Deviation/Violation/Exception Form
· Attach documentation from the sponsor approving the exception.

· The request for a protocol exception is placed on the agenda in accordance with the IRB Meeting Dates and Submission Calendar.
· The submission will be reviewed by the IRB at a convened meeting at which a majority of the IRB members are present.

· The investigator will be notified in writing of the IRB’s decision.

· The investigator cannot perform the protocol exception until he/she has received written approval from the IRB.



	SUBMIT 


	TO REPORT A SIGNIFICANT PROTOCOL DEVIATION OR VIOLATION – SUBMIT: 

· Protocol Deviation/Violation/Exception Reporting Form
TO REQUEST APPROVAL FOR A PROTOCOL EXCEPTION – SUBMIT: 

· Protocol Deviation/Violation/Exception Reporting Form
Mail submission to: 
            Allina Health System

PO Box 43

Minneapolis, MN  55440-0043

Deliver submission to: 
Allina Health System

2925 Chicago Avenue

Minneapolis, MN  55407-1321
Incomplete submissions will be returned to the investigator


QUESTIONS?
                     Call the IRB Administrative Office at 612-262-4920




Protocol Deviation/Violation/Exception 





Submission Checklist 
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