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Protocol Deviation Form

This form is to be used in the event of a Protocol Deviation or an Important Protocol Deviation (formerly Protocol Violation) for imperial College AHSC sponsored clinical trials. 

	Full Study Title
	

	Sponsor 
	

	Trial Ref. No.
	

	CI Name
	

	Site Name & No.
	

	PI Name (if CI is the PI, insert N/A)
	

	Subject Number
	

	Report Type 
	Deviation  |_|       
 
Important Protocol Deviation (formerly Violation) |_|        
	Date of Event
	

	Description of Event







	

	Date Site Investigator Informed
	


	

	Was there an impact on Patient Safety?
	Yes  |_|      No |_|     N/A |_|
	If yes, please notify RGIT alongside completion of a CAPA.

	If yes, describe.
	




	Was there an impact on Data Integrity?
	Yes  |_|      No |_|     N/A |_|
	If yes, please notify RGIT alongside completion of a CAPA.

	If yes, describe.
	




	Is an Urgent Safety Measure required?
	Yes  |_|      No |_|     N/A |_|
	If yes, please ensure this has been reported to RGIT.

	

	Participant Action Required
	Subject to be withdrawn       Yes  |_|       No  |_|    N/A |_|

	
	Subject to continue               Yes  |_|       No  |_|    N/A |_|

	
	Other (specify)

	
	

	Sponsor informed?
	Yes  |_|      No |_|     N/A* |_|
	Date
	

	*Sponsor not to be informed of Protocol Deviations with low impact on the study as per the criteria in the above report.



	Entry created in Data Capture System for Protocol Deviation (e.g. OpenClinica) 
	  Yes |_|   No |_|   N/A |_|
	Date 
 
	 




	

	
	

	Name of Staff Member
	Date
	Signature



	

	
	

	Name of PI
	Date
	Signature
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