PAGE  
QA03.1 Non-compliance report


Page __ of __

	
	Site name
	
	Non-compliance report

	Trial number
	
	Sponsor
	

	Participant screen no.
	
	Participant initials
	
	Start date

ddmmmyyyy

or NA
	
	Stop date

ddmmmyyyy
or NA
	


	Details of non-compliance:



	Term (check one)

	
	Informed consent not properly obtained

	
	Did not meet inclusion criteria or met exclusion criteria but entered in the study

	
	Developed withdrawal criteria during the study but not withdrawn

	
	Investigational product administration non-compliance

	
	Procedure(s) performed out of window

	
	Missed procedure(s)

	
	Unintended un-blinding

	
	Non-adherence to SAE/IRE reporting requirements

	
	Use of prohibited concomitant medication

	
	Non-adherence to restrictions relating to activity, diet and other exposures

	
	Other

	Category (see definitions overleaf) 





	( Minor

( Major

	Root cause analysis:



	Corrective and preventive action taken (check all that apply)

	
	Staff reminded/trained on protocol, GCP, regulatory or SOPs

	
	Compilation and implementation of approved protocol amendment

	
	Compilation and implementation of approved and effective update of relevant SOPs

	
	Other: 


	Non-compliance reported to (date reported or intended date)


	Sponsor/
CRO
	
	HREC
	
	MCC
	
	Other
	


	Form reviewed by
	Designation
	Signature
	Date

	
	
	
	


Definitions (adapted with kind permission from Triclinium Project Management documents)

Non-compliance: An action by assigned staff which is not in accordance with documents applicable to the trial (e.g. trial protocol, relevant SOPs, GCP and applicable regulations). Non-compliance can be reported by staff, identified during a site monitoring visit, an internal or external audit or during an inspection. Non-compliance may include, but is not limited to one or more of the following:

· An action specifically prohibited by the protocol or relevant document

· An additional action not specified in the protocol or relevant document

· An omission of an action specifically stipulated in the protocol or relevant document.

Major non-compliance: Serious and/or persistent contravention of GCP and/or trial-related procedures that have an impact on participant safety, may substantially alter risks to participants, may have an effect on the integrity of the trial data, and/or the ethics of the trial (e.g. failure to perform a required safety assessment, written informed consent not appropriately obtained before initiation of trial-related procedures).

Minor non-compliance: A contravention of GCP or the protocol that does not impact participant safety, compromise the integrity of the trial data, and/or ethics of the trial (e.g. trial visit conducted outside of required timeframe, failure of participant to return trial medication). Several minor observations may collectively be considered as equal to a major non-compliance.

Root cause analysis: The investigation and identification of underlying causes of problems or events, in order to develop and implement corrective and preventive actions, to prevent recurrence of the events. 
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