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Trial Master File Index

	Trial Title
	

	CI/PI Name
	

	IRAS Number
	

	R&D Number

	


Documents should be filed in chronological order
	Section
	Contents
	On file 

(( or N/A)
	Details

	1
	Contact Information
	
	

	1.1
	Contact details sheet
	
	

	1.2
	List of Sites, if multi-Site
	
	

	2
	Pending/Approved Protocol
	
	

	
	ANNOTATE PREVIOUS VERSIONS AS SUPERSEDED
	
	

	
	Protocol (signed and dated)
	
	

	3
	Pending/Approved other trial documents
	
	

	
	ANNOTATE PREVIOUS VERSIONS AS SUPERSEDED
	
	

	3.1
	Participant Information Sheet
	
	

	3.2
	Informed Consent Form
	
	

	3.3
	GP letter
	
	

	3.4
	Participant invitation letter(s)
	
	

	3.5
	Advertisement(s)
	
	

	3.6
	Other trial document(s)
	
	

	4
	Sponsor Approval
	
	

	4.1
	Risk assessment(s) 
	
	

	4.2
	Sponsorship letter
	
	

	4.3
	Sponsor approval letter to apply for a CTA/CTN
	
	

	4.4
	Insurance letter
	
	

	4.5
	Correspondence
	
	

	5
	Submissions, Amendments and Approvals
	
	

	5.1
	Initial submissions (IRAS Clinical Dataset & IRAS Project Study Information) and approvals (REC, MHRA, R&D, Caldicott Guardian Approval, HRA, Others) 
	
	

	5.2
	Organisation Information Document
	
	

	5.3
	Schedule of Events (SoE) / Schedule of Events Cost Attribution Tool (SoECAT)
	
	

	5.4
	Ethics committee composition (if not listed in favourable opinion letter)
	
	

	5.5
	Amendments log
	
	

	5.6
	Submission and approval of amendments (Sponsor, REC, MHRA, R&D, HRA, Others)
	
	

	5.7
	Correspondence 
	
	

	6
	Agreements and Funding
	
	

	6.1
	Grant application and award letter
	
	

	6.2
	Statement(s) of support eg TCTU, SPCRN
	
	

	6.3
	Trial agreements
	
	

	7
	Trial Staff
	
	

	7.1
	Delegation Log
	
	

	7.2
	CI/PI CV (signed and dated)
	
	

	7.3
	CVs of co-investigator(s) and other trial personnel (signed and dated)
	
	

	7.4
	GCP certificates
	
	

	7.6
	Trial related training documents
	
	

	8
	Participant Recruitment
	
	

	8.1
	Screening log
	
	

	8.2
	Enrolment/randomisation log
	
	

	8.3
	Signed Informed Consent Forms blinded (or file note to location) 
	
	

	9
	Randomisation
	
	

	9.1
	Code break procedure for blinded trials 
	
	

	9.2
	Code break allocation (or file note to location)
	
	

	10
	Data Management
	
	

	10.1
	Blank Case Report Form (CRF) (signed and dated)
	
	

	10.2
	Completed CRFs (or file note to location)
	
	

	10.3
	Data management plan (if separate to protocol)
	
	

	10.4
	Statistical analysis plan (if separate to protocol)
	
	

	10.5
	Other documents/correspondence (or file note to location)
	
	

	11
	Safety Reporting
	
	

	11.1
	Completed SAE forms
	
	

	11.2
	Completed pregnancy forms
	
	

	11.3
	Details of any urgent safety measures 
	
	

	11.4
	Correspondence
	
	

	12
	IMP 
	
	

	12.1
	IB/SmPC (signed and dated)
	
	

	12.2
	Sample of IMP label
	
	

	12.3
	Blank prescription form/IMP request and release forms
	
	

	12.4
	IMP handling documents
	
	

	12.5

	Drug accountability forms (if IMP stored outwith pharmacy)
	
	

	12.6
	Temperature logs (if IMP stored outwith pharmacy)
	
	

	12.7
	Other IMP documentation
	
	

	13
	Labs
	
	

	13.1
	NHS Lab accreditation documents
	
	Refer to UKAS website https://www.ukas.com/search-accredited-organisations  

	13.2
	NHS Lab reference ranges
	
	Reference ranges are held electronically by Local NHS Organisations.

	13.3
	Analytical plan
	
	

	13.4
	Samples log (or file note to location)
	
	

	14
	Monitoring
	
	

	14.1
	Monitoring plan
	
	

	14.2
	Monitoring visit log
	
	

	14.3
	Monitoring visit documents
	
	

	14.4
	Audit Statement 
	
	

	15
	Protocol/GCP Breaches 
	
	

	15.1
	Breach Report Log 
	
	

	15.2
	Breach documentation
	
	

	16
	Reporting 
	
	

	16.1
	Annual progress report – Ethics
	
	

	16.2
	Annual Development Safety Update Report (DSUR)
	
	

	16.3
	Other reports eg Funder
	
	

	17
	End of Trial
	
	

	17.1
	End of trial declaration
	
	

	17.2
	End of trial report
	
	

	17.3
	Archiving details
	
	

	18
	Committee Charters current and previous (ie TSC, DMSC)
	
	

	19
	Trial Meeting Minutes
	
	

	20
	Operations Manual
	
	

	21
	Miscellaneous
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