To use this template remove this heading and print on Trust or Practice letterhead paper, in line with local policy. 

NOTE: This template is designed for studies involving adults with capacity to consent. If your study involves minors or adults who lack capacity ensure you amend the checklist appropriately. 

 Important: always follow the Sponsor’s Standard Operating Procedures and/or guidance with regards to the generation of study-related documentation. If using this template it is recommended that the Sponsor/monitor reviews and signs off the document in advance of the trial commencing.

Consent Checklist Audit Tool
	Study name and ID:
	
	
	Study site/organisation
	


	Subject ID
	
	
	
	
	
	
	
	

	Date of consent  
	
	
	
	
	
	
	
	

	Research Intervention date 
	
	
	
	
	
	
	
	

	Consent Form/Patient Information sheet on Trust/Surgery headed paper
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No

	Consent Form Version/Date 
	
	
	
	
	
	
	
	

	Patient Information Sheet Version/Date 
	
	
	
	
	
	
	
	

	Appropriate person received consent 
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No

	Person receiving consent
	Signed
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No

	
	Dated
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No

	
	Printed Name
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No

	Subject
	Signed
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No

	
	Dated
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No

	
	Printed Name
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No

	Consent Form in patient record
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No

	Patient Information Sheet in patient record
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No

	Consent Form/Patient Information sheet filed in Site File  
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No

	Assessment against inclusion / exclusion criteria in patient record
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No

	Consent process recorded in patient record
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No

	Prior interview recorded in patient record
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No
	Yes/No


Name of person completing Audit: ___________________________________________   Signature: _______________________________________

Designation: _____________________________________________________________________________________________________________
PI Review Date: _________________________________________________________
   Signature: _______________________________________
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