


ICH GCP & Protocol Non-compliance Report Form

This form applies to all NBT sponsored studies, including CTIMPs and non-CTIMPS and accompanies SOP RD/QMS/SOP/012 - Managing Breaches of Good Clinical Practice or the Protocol

	NOTE: This form should be completed fully and accurately. Please submit via email to (researchsponsor@nbt.nhs.uk) or to the trial manager if the study is being managed by an external Trials Unit, Please ensure that the subject of the email includes “Noncompliance Report – NBT project reference” .
R&D must report Serious/Category A noncompliance issues to the MHRA as a serious breach for CTIMPs

	SECTION A: To be completed before submitting to R&D



	Study Title
	NBT Project Reference Number

	[bookmark: Text14]     
	     

	Site Name
	Principal Investigator at Site – Name and email address

	[bookmark: Text12]     
	[bookmark: Text13]     

	Date Non-compliance Occurred (DD-MM-YY) 
	Date Non-compliance Identified (DD-MM-YY)

		 
	 
	-
	 
	 
	-
	 
	 



		 
	 
	-
	 
	 
	-
	 
	 




	Name and Position of Person Completing Form
	Date Form Completed

	     
		 
	 
	-
	 
	 
	-
	 
	 




	Participants Affected - PLEASE SELECT ONLY ONE OPTION 

	Single Participant (please provide participant ID)
	Multiple Participants
	All Participants
	None/Unknown

	[bookmark: Text17]|_| 
	Participant ID Number:       
	|_|
	|_|
	|_|

	
	Participant Initials:           
	
	
	

	Description - BE AS SPECIFIC AS POSSIBLE ABOUT THE ISSUE AND INCLUDE REFERENCES TO GCP/REGULATIONS WHERE POSSIBLE

	     


	Corrective and Preventative Actions Taken - OUTLINE ANY ACTIONS ALREADY TAKEN AND ANY FUTURE ACTIONS TO BE IMPLEMENTED

	[bookmark: Text24]     

	In the opinion of the PI (used to inform sponsor assessment), is this issue likely to affect to a significant degree:

	|_| The safety or physical or mental integrity of the subjects
|_| The scientific value of the trial
|_| Neither of the above




	Please ensure the PI signs/dates this box to confirm this assessment 

PI MUST EITHER PROVIDE WET INK SIGNATURE IN BOX BELOW OR SUBMIT THIS FORM BY EMAIL FROM THEIR PROFESSINAL EMAIL ACCOUNT WHICH WILL ACT AS THE PI SIGNATURE

	
PI Signature:

	

	Date (DD-MM-YY):
		 
	 
	-
	 
	 
	-
	 
	 






	SECTION B: For internal use only (to be completed by Sponsor on receipt of this report)

	Initial Categorisation
	|_| Category A - Serious
|_| Category B - Major
|_| Category C - Minor 

	Initial Action Taken

	|_| No action necessary – appropriate CAPA actions outlined by reporter
|_| Additional CAPA plan discussed/agreed with PI
|_| Escalated to Research Operations Manager or other members of Noncompliance Panel 

	Regulatory Reporting required 
	|_| Regulatory reporting required
|_| Regulatory reporting not required

	Name/Position
	
      

	
Signature

	     

	Date 
(DD-MM-YY)
		 
	 
	-
	 
	 
	-
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