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GCP Inspection Dossier checklist

Please use this checklist to ensure you have included all the relevant documentation in your GCP Inspection Dossier before submitting it to the MHRA.

	Organisation Name:
	


	GCP Inspection Dossier Requirements
	(
	Comment (if required)


	1 x electronic format (as bookmarked PDF plus excel spreadsheet for section 3 and 5 and section 2 item 3)
	
	


	Section 1

	Item 1
	Organisation Charts 
(Staff names present)
	
	

	Item 2
	List of clinical trial processes 
(i.e., a list of all your Policies/SOPs/Work Instructions)
	
	

	Item 3
	List of all computer systems & validation status 
(as excel spreadsheet)
	
	

	Item 4
	For non-commercial organisations only
	
	

	Item 5
	List of clinical trials 
(as excel spreadsheet)
	
	

	Item 6
	Significant changes since the last inspection
	
	


	Section 2

	Item 1
	Organisation details in UK
	
	

	
	Primary contact details: name, job title, telephone number and e-mail address
	
	

	
	Activities at the site identified
	
	

	Item 2
	Organisation outside UK
	
	

	
	Activities and location at the site(s) identified
	
	

	Item 3
	Delegated Tasks to Third Party Service Providers (as excel spreadsheet)
	
	

	Item 4
	Contract and Agreement Preparation 
	
	

	
	Regulatory Affairs
	
	

	
	Quality System
	
	

	
	Quality Assurance
	
	

	
	Project Management
	
	

	
	Clinical Trial Monitoring 

	
	

	
	Pharmacovigilance (including medical expertise, if applicable)
	
	

	
	Investigational Medicinal Products
	
	

	
	Data Management
	
	

	
	Statistics
	
	

	
	Clinical Trial Reporting
	
	

	
	Computer Systems
	
	

	
	Trial Master File
	
	

	
	Archiving
	
	

	
	Clinical Facilities
	
	

	
	Laboratories
	
	

	
	Equipment maintenance
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