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KHP-CTO Investigator Site File Review Checklist


	Protocol Title:
	

	Protocol number:
	
	IRAS number:
	

	EudraCT number:
	
	REC ref number:
	

	Principal Investigator:
	
	Chief Investigator:
	

	File Review Performed by:
	

	Date of File Review:
	


	SECTION
	TITLE
	DOCUMENTS
	PRESENT IN FILE?
YES    NO     N/A
	COMMENTS

	 0.
	Table of Contents
	Table of Contents
	
	
	
	

	1. 
	
	File Note Log
	
	
	
	

	2. 
	Correspondence 

	Correspondence with PI/ Sponsor, including Newsletters and other site specific correspondence.


	
	
	
	(Note discrepant items)



	3. 
	
	Contact comment forms
	
	
	
	

	4. 
	
	Meeting Agendas and Minutes


	
	
	
	

	5. 
	Protocol / Protocol Amendments
	Current Protocol 
	
	
	
	List all protocol versions  / protocol dates:

Ensure that All protocol and Amended Protocol Signature pages are present. If applicable: local version and approval of translation


	6. 
	
	Superseded Protocol(s)
(Filed with most recent on top)

	
	
	
	

	7. 
	Regulatory (Combined Review)

Ethics Committee/HRA

MHRA

R&D

(SAE reporting documentation in section 11)
	 NRES Site Specific Assessment Application (Non NHS Sites Only)

	
	
	
	List dates (check listed sites):



	8. 
	
	Letter of favourable opinion 


	
	
	
	Approval for the Study
Letter of confirmation of assessment (if received) and letter from main REC giving list of approved documents

	9. 
	
	Amendment letters


	
	
	
	For site level files: approval only is required

	10. 
	
	GCP Compliance 
	
	
	
	

	11. 
	
	REC Constitution /Composition / List of members


	
	
	
	

	12. 
	
	Annual Reports (if requested)

	
	
	
	

	13. 
	
	Notice of trial completion
	
	
	
	

	14. 
	
	Correspondence
	
	
	
	

	15. 
	Financial / Legal


	Site specific Contracts / Contract Addendums


	
	
	
	

	16. 
	
	Insurance and Indemnity Statement


	
	
	
	

	17. 
	
	Financial Correspondence


	
	
	
	

	18. 
	
	Declaration of Helsinki 

(If not in the protocol)


	
	
	
	

	19. 
	Study Site Staff

	Delegation of duties and authorised signatures form

	
	
	
	List discrepant items from delegation log 


	20. 
	
	Curricula Vitae 


	
	
	
	List signatory dates of CVs for all research personnel listed in the delegation lo


	21. 
	
	Trial Training Material:-

- GCP Training
- Pharmacovigilance Training
- Protocol-related training
- Investigator meeting agenda and minutes
	
	
	
	List all Trial Training Materials and Staff Training Records:
(If filed separately, note in File Note)


	22. 
	Study Related Supplies
	Sample CRF 
(If not placed in ISF for any reason, please insert File note to indicate location.)
	
	
	
	List all versions / version dates of CRFs and other applicable documents: 


	23. 
	
	Data management / Data processing document e.g. self evident correction document

	
	
	
	

	24. 
	
	Diary Cards
	
	
	
	Site specific if applicable / On institution headed paper



	25. 
	
	Questionnaires, e.g. QoL
	
	
	
	Site specific if applicable / On institution headed paper



	26. 
	
	Supplies re-order template


	
	
	
	ISF: Completed order forms / shipping records

	27. 
	Participant Information and Consent 

	Template of all Participant Information Sheets 

	
	
	
	List all versions / version dates of PIS / ICF:

On institution headed paper (and translations if applicable)


	28. 
	
	Template of all Informed Consent Forms

	
	
	
	On institution headed paper (and translations if applicable)


	29. 
	
	Signed ICFs
(Note where original signed Consent Forms are located)

	
	
	
	ISF only


	30. 
	
	Template GP letter and other advertisement materials used e.g. Referral packs


	
	
	
	On institution headed paper if at site level (and translations if applicable)


	31. 
	Subject Information
	Subject ID Form (Confidential Patient ID form)

	
	
	
	List discrepant items on subject related logs:

	32. 
	
	Subject recruitment / screening Log

	
	
	
	

	33. 
	
	Protocol Deviation Tracker (for Protocol Deviations / Violations) 
	
	
	
	

	34. 
	
	Completed CRFs and data queries
	
	
	
	Completed CRF resolved Data Queries in ISF only

	35. 
	Pharmacovigilance
	SAE Reporting Guidelines
	
	
	
	(Note discrepant items)

	36. 
	
	Pharmacovigilance Training handout

	
	
	
	

	37. 
	
	SAE / SUSAR reports and associated correspondence


	
	
	
	

	38. 
	Monitoring
	Minutes from Initiation/ Pre Study Meeting


	
	
	
	

	39. 
	
	Monitoring log
	
	
	
	

	40. 
	
	Monitoring documentation
Monitoring Confirmation and Follow up correspondence.
	
	
	
	

	41. 
	Clinical Laboratory
	Certificates of accreditation


	
	
	
	(Accreditation and Reference Ranges are required for all central and local laboratories: note discrepant items)

List all laboratories, date of their accreditation certificate(s) and normal Reference Ranges (including revisions)



	42. 
	
	Normal Reference Ranges (including revisions)


	
	
	
	

	43. 
	
	Labels
	
	
	
	

	44. 
	
	Lab manual
	
	
	
	(List all revisions)

	45. 
	
	Sample Shipment Record
	
	
	
	

	46. 
	Pharmacy
	Investigational Medicinal Product Packaging (Label specification, copies of label)
	
	
	
	(Note location of Pharmacy Documents in File Note if not located with TMF or ISF)

List all Versions


	47. 
	
	Instructions for handling trial medication and trial related materials (including Randomisation, Re-supply, Return/ Destruction, Code breaking, IVRS if applicable)
	
	
	
	List all Versions

	48. 
	
	Templates of Accountability forms/ Inventory Forms/ Dispensing logs/ Temperature logs

	
	
	
	

	49. 
	
	Shipping record

	
	
	
	Note any discrepancies


	50. 
	
	Investigational Medicinal product(s) accountability 

	
	
	
	ISF: Site level accountability - Note any discrepancies


	51. 
	
	Storage Condition Record
	
	
	
	 Note any discrepancies

	52. 
	
	Documentation of Investigational Medicinal product destruction

	
	
	
	

	53. 
	
	-GMP certificate

-Certificate of Analysis

-Authorisation of release by Qualified -Person

	
	
	
	Applicable when Pharmacy is involved with Investigational Medicinal Product Manufacturing:



	54. 
	Investigator’s Brochure / SmPC and Safety alert updates.


	IB / SmPC


	
	
	
	(Note discrepant items)

List all versions of IB / SmPC and Safety Alert Updates 
Ensure that regular reconciliation safety alerts are performed.


	55. 
	
	Safety alert updates

	
	
	
	

	56. 
	Data Management
	Data Management / Data Processing document if applicable

Data Queries if not filed with CRF

Documentation relating to unblinding of data 

Site data set and Analysis Codes

Site Unblinding Envelopes
	
	
	
	Note all versions of documents

	57. 
	Final Clinical study report


	
	
	
	
	(Results and interpretation of trial and confirmation that this has been sent to the MHRA, REC and R&D)


Final pre-archiving review completed by:

Role:

Signature:

Date:
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