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Non-Compliance Report Form
	Date Coordinating Centre became aware of Non Compliance
	

	Trial Name
	
	Patient Trial ID No.
	

	EudraCT No.
	
	R&D No.
	

	Site
	
	Patient Initials
	

	PI
	
	*Local Ref No.
	


                                                                      *For use by trial team to keep their own records 
Details of non-compliance, including reasons:
	


Relevant section(s) of Protocol/SOPs:
	


Action(s) taken: If applicable File Note reference: ……………………….
	


Report completed by: ………………………….…Signature: ………………………………….Date: …………………  
 TO BE COMPLETED BY THE CHIEF INVESTIGATOR
	Please Tick as appropriate to confirm classification of event. For serious breach, please tick to indicate reason

	
	Serious Breach

See CCTU/SOP020
	
	Likely to effect to a significant degree the safety, or physical or mental integrity of the trial subjects

	
	
	
	Likely to effect to a significant degree the scientific value of the trial

	
	Non Compliance
	


Justification:

	


Action/follow-up:

	Attached further details and any supporting documentation if required


Chief Investigator Signature: ……………………………………………..Date: ………………………
Copy to Investigator Site. Date: ……………………………………..…
	Ensure you are using the current version of this document.  Notify any changes required to the relevant QA Manager

This document is reviewed and updated in line with emerging evidence or local requirements at least every two years CCTU/TPL004/V1
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