	[bookmark: _GoBack]Deviation Form

	Protocol No./Title:

	PI Name:

	Subject ID:




	Reference No. from Deviation Tracking Log:
	

	Date of Deviation:
	Click here to enter a date.
	Date of PI Awareness:
	Click here to enter a date.
	Date Reported to IRB:
	Click here to enter a date.


1. Deviation Description:



2. Type of Deviation:
☐ Exception (check one):
☐ Implemented after receiving IRB approval (i.e., obtained prior approval from IRB before implementing)
☐ Implemented before receiving IRB approval – Submit RE as major deviation
☐ Emergency Deviation – Submit RE
☐ Major Deviation – Submit RE
☐ Minor Deviation – Report at CR

3. Does deviation also meet UPIRSO criteria?
☐ No
☐ Yes – Submit RE

4. Did deviation result in an AE?
☐ No
☐ Yes (describe): 

5. Did subject continue in study?
☐ Yes
☐ No (explain):  

6. Method of IRB Reporting:
☐ RE (Reportable Event)
☐ CR (Continuing Review)
☐ Other (specify):

7. Actions taken to resolve or as a result of this deviation (if any):




8. Comments:



Statement of Principal Investigator: I have personally reviewed this report and agree with the above assessment.

PI Signature: __________________________________________________ Date: _________________
