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DHS-Public Health Division/Multnomah County Health Department

Public Health IRB

800 NE Oregon Street, Ste 930 Portland OR 97232

Protocol Deviation/Noncompliance Report Form
	Principal Investigator:
	     
	Date:
	     

	E-mail
	     
	Phone:
	     

	Title of Research Project:
	     

	IRB Study No.:
	     
	IRB Approval Expiration Date
	     

	Date of event:

Date of awareness of event:
	     
     
	Submit within 10 working days if minor, 5 working days if major (refer to policy).


	1. Describe the deviation in detail and explain why or how the deviation occurred:


     


	2. 
Has this protocol deviation (or similar deviations) previously occurred in this study? [If yes, please describe the event(s) and when the event(s) occurred.]


     
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No


	3.
Did the protocol deviation affect the participant’s rights, safety, or welfare, or substantially alter the risks to participants? If yes, explain:      
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No


	4.
Did the protocol deviation affect the integrity of the data? If yes, explain:      
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No


5. Provide detailed corrective measures you have initiated to prevent this type of error in the future. (Note: reports of protocol deviations and corrective actions should be submitted to the study sponsor in accordance with the sponsor’s reporting requirements.)
     

_________________________________________


__________________

Principal Investigator’s Signature





Date

NOTE:  If this event causes or increases the risk of physical or psychological harm, or loss of privacy or confidentiality to a research participant or others, an Unanticipated Event Report form must be submitted to the IRB
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