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Study Protocol Deviation/ Violation Report
To be accomplished by the Principal Investigator. Put N/A if not applicable.
	[bookmark: Text18]CSMC RERC CODE:      
	STUDY PROTOCOL CODE:      

	STUDY PROTOCOL TITLE:      

	PRINCIPAL INVESTIGATOR:      

	EMAIL:      
	TELEPHONE/MOBILE:      

	INITIAL APPROVAL DATE:      

	LATEST ETHICAL CLEARANCE EFFECTIVITY DATE:           

	[bookmark: _GoBack]VERSION AND DATE OF LATEST APPROVED PROTOCOL:      

	VERSION AND DATE OF LATEST APPROVED ICF:      

	STUDY SITE:      

	STUDY SITE ADDRESS:      

	SPONSOR:      

	SPONSOR CONTACT PERSON:      

	EMAIL:      
	TELEPHONE/MOBILE:      

	1. DESCRIPTION OF REPORTED DEVIATION/VIOLATION Describe the details of the protocol deviation. Identify who committed the deviation/violation and who is responsible for it.
1.1. |_| PATIENT:      
1.2. |_| INVESTIGATOR / RESEARCH STAFF:       
1.3. |_| SPONSOR:      

	2. NATURE OF REPORT
2.1. |_| MINOR PROTOCOL DEVIATION (nonsystematic protocol noncompliance with minor consequences, in terms of its effect on the participant’s/subject’s rights, safety or welfare, or the integrity of study data; includes deviations that are administrative in nature)
2.2. |_| MAJOR PROTOCOL DEVIATION OR PROTOCOL VIOLATION (persistent protocol noncompliance with potentially serious consequences that could critically affect data integrity or put patients’ safety at risk)

	DESCRIPTION OF INVESTIGATOR/SPONSOR CORRECTIVE ACTION:       

	DESCRIPTION OF INVESTIGATOR/SPONSOR PREVENTIVE ACTION:      

	3. INVESTIGATOR’S ASSESSMENT ON THE IMPACT OF THE DEVIATION ON THE SAFETY OF PARTICIPANT/S:
Does the deviation place the safety of the participant at risk?  Yes / No. Please explain.      

	4. INVESTIGATOR’S ASSESSMENT ON THE IMPACT OF THE DEVIATION ON THE CREDIBILITY OF DATA:
Does the deviation have any effect on the integrity or credibility of data? Yes or No. Please explain.     

	5. SPONSOR ASSESSMENT OF SEVERITY:
|_| Major 
|_| Minor

	SIGNATURE OF PRINCIPAL INVESTIGATOR:      

	DATE OF DEVIATION/VIOLATION:      

	REPORTED BY:      

	DATE OF REPORT TO CSMC RERC (to be accomplished by CSMC RERC Staff):      

	ASSESSMENT AND RECOMMENDATIONS OF THE PRIMARY REVIEWER (To be accomplished by Primary Reviewer) 

	
	Yes
	No
	Please explain. 

	Is there a concern about the impact of the deviation on the patient’s safety?
	     
	     
	     

	Is there a concern about the impact of the deviation on the integrity or credibility of data?  
	     
	     
	     

	Is the Corrective Action appropriate?
	     
	     
	     

	Is the Preventive Action appropriate? 
	     
	     
	     

	Other comments/recommendations regarding this protocol deviation / violation:      


	RECOMMENDED ACTION:
|_| Continue study and monitor compliance
|_| Request information: (indicate information)      
|_| Recommend further action: (indicate action)      
|_| Suspend or terminate approval of current study (state reasons)      

	NAME AND SIGNATURE – PRIMARY REVIEWER
     
	DATE
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