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	University Research Ethics Committee
		PROTOCOL DEVIATION OR PROTOCOL VIOLATION REPORT FORM	AdMUREC Form no.	Form 13
		Version no.	02
		Effectivity Date	1 June 2025


INSTRUCTIONS TO THE PRINCIPAL INVESTIGATOR: This report should be submitted to the University Research Integrity Office as promptly as possible, or within one (1) week of the investigator becoming aware of the problem. 

[bookmark: _heading=h.2et92p0]Complete all the requested information. If the item is not applicable to your protocol, write “NA”. Submit the report in electronic format to univresearchintegrity@ateneo.edu. Date and sign this form before submission.

	AdMUREC CODE (URIO only):

	STUDY PROTOCOL TITLE

	PRINCIPAL INVESTIGATOR

	EMAIL AND TELEPHONE NUMBER
	SCHOOL / DEPARTMENT / AFFILIATION

	FUNDING SOURCE OR SPONSOR AND DURATION OF GRANT

	FUNDING SOURCE OR SPONSOR CONTACT (NAME AND CONTACT INFORMATION)

	STUDY PROTOCOL APPROVAL DATE/S (INDICATE DATES OF CONTINUING REVIEW AND/OR PROTOCOL AMENDMENT DATES, IF APPLICABLE)

	1. SUMMARY OF STUDY AIMS 


	2. STUDY SITE/S


	3. ONSET DATE OF PROTOCOL DEVIATION OR VIOLATION
	DATE THE STUDY TEAM HAD KNOWLEDGE OF THE EVENT


	4. IS THIS A PROTOCOL DEVIATION OR PROTOCOL VIOLATION? 
4.1 ☐ Protocol Deviation
4.2 ☐ Protocol Violation

Protocol deviations are incidents of non-compliance with the final protocol granted clearance by the UREC but which do not impact the benefit to risk ratio and/or the integrity of the research.

Protocol violations are incidents of non-compliance with the final protocol granted clearance by the UREC and which impact the benefit to risk ratio (i.e. increases the risk) and/or the integrity of the research.

	5. DETAILED DESCRIPTION OF THE PROTOCOL DEVIATION OR PROTOCOL VIOLATION (CAN PROVIDE RELEVANT SUPPORTING DOCUMENTS)


	6. DESCRIPTION OF CORRECTIVE OR MITIGATING ACTIONS AND PLAN TO ADDRESS THIS DEVIATION OR VIOLATION. ATTACH NEW MATERIALS AND INFORMED CONSENT FORM, IF RELEVANT.


	7. HAVE ANY OF THE CORRECTIVE OR MITIGATING ACTIONS BEEN APPLIED PRIOR TO THIS REPORT? 
☐ Yes: provide reasons for implementing changes prior to UREC notification and approval
☐ No 


	DECLARATION
☐ I confirm that the protocol deviation or protocol violation has been fully and accurately described in this report.
☐ I confirm that the study team will await the official response and recommendations of the UREC with respect to the proposed corrective or mitigating actions, except for actions that need to be immediately implemented in order to prevent further harm or risk to participants. 


	SIGNATURE OF PRINCIPAL INVESTIGATOR:


	PROTOCOL DEVIATION OR PROTOCOL VIOLATION REPORT SUBMISSION DATE: 
 



RECOMMENDATIONS (for AdMUREC use only)
	
Comments of Reviewer(s) 

	
Details




	RECOMMENDED ACTION/S:

☐ SUBMISSION OF ADDITIONAL INFORMATION
☐ PROTOCOL AMENDMENT REQUIRED
☐ SITE VISIT REQUIRED
☐ SUSPENSION OF RECRUITMENT
☐ TERMINATION OF ETHICS CLEARANCE

	

	REVIEWER(S)
	
	Signature:
	
	Signature:

	Date: 
	
	Name
	
	Name

	UREC/PANEL CHAIR
	
	Signature:
	

	Date: 
	
	Name
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