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Trial Master File (TMF) Template File Index (Multi Site) - Regulated Trials
	Study Information/Contact page
	(ICH)-GCP reference

	Section 1
	Protocol
	8.2.2

	Section 2
	Other Study Documents
	8.2.3, 8.3.2

	Section 3
	Sponsor Approvals
	8.2.5

	Section 4
	Regulatory Approvals 
	8.2.7, 8.2.8, 8.2.9 

	Section 5
	Amendments
	8.2.7, 8.3.2, 8.3.3,  8.3.4,

	Section 6
	Agreements & Funding
	8.2.4, 8.2.6

	Section 7
	Research Personnel & Training
	8.2.10, 8.3.5, 8.2.20, 8.3.24

	Section 8
	Participant Recruitment
	

	Section 9
	Randomisation, Blinding
	8.2.17, 8.2.18

	Section 10
	Investigational Medicinal Product (IMP) or Device information
	8.2.1, 8.2.13, 8.2.14, 8.2.15,8.2.16, 8.3.1, 8.3.8, 8.3.9, 8.3.23, 8.4.1, 8.4.2

	Section 11
	Data Management
	8.2.2, 8.3.14, 8.3.15

	Section 12
	Safety Reporting
	8.3.11,  8.3.16, 8.3.17, 8.3.18

	Section 13
	Monitoring
	8.2.19, 8.2.20, 8.3.10, 8.4.5

	Section 14
	Protocol Deviations & Breaches
	8.3.11

	Section 15
	Body fluid/tissue sample retention
	8.3.25

	Section 16
	Labs
	8.2.11, 8.2.12, 8.3.6, 8.3.7

	Section 17
	Routine Reporting
	8.3.19

	Section 18
	Closing Documentation
	8.4.7, 8.4.8

	Section 19
	Committees
	8.3.11

	Section 20
	Publications, Presentations, Newsletters, Media
	

	Section 21
	Miscellaneous
	


Where local pharmacy and laboratories are used accreditation certificates and normal lab ranges may be held within these departments. Where external laboratories or pharmacies are used accreditation certificates and normal ranges should be obtained and retained in the site file.  ICH GCP 8.2.11, 8.2.12, 8.3.6, 8.3.7.
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Trial Master File Contents
NOTE:  Each participating site of a multi-site study will maintain an Investigator Site File (ISF) which will include localised versions of the study documents and documents relating to the local running of the study.  The co-ordinating centre will maintain a Sponsor Trial Master File (TMF) that will include template versions of study documents and all documents relating to the whole study, including participating sites’ ISFs.  

  * For single-site studies, only the TMF applies; only localised versions are required.

Where applicable, include a File Note to indicate location of document.

Documents should be filed in chronological order with current documents at front of section
	SECTION, DOCUMENT AND VERSION NUMBER
	PRESENT (() OR LOCATION OR N/A

	Study Information/Contact Page
	

	Section 1: Protocol
(annotate previous versions as superseded)

	Current Protocol, Protocol Amendments, Superseded Protocols

· All should be version controlled, signed & dated (current & previous)
	

	Section 2: Other Study Documents
(annotate previous versions as superseded)

Add section per site to include localised versions

	Document Log
	

	Participant Information Sheets (PIS), version controlled 
	

	Informed Consent Form (ICF), version controlled
	

	Clinician/GP letter (if applicable), version controlled 
	

	Participant Invitation Letters, version controlled 
	

	Participant recruitment literature/advertisements, version controlled 
	

	All other study specific, ethically approved documentation eg questionnaires, version controlled 
	

	All other study specific, non-ethically approved documentation eg CRFs, SOPs, File Note template, other documents required to run the study, version controlled
	

	All superseded versions of study-specific documents (in version order)
	

	Section 3: Sponsor Approvals

	Risk assessment (s)
	

	Scientific/Peer Review and Approval
	

	Insurance and Indemnity letter/certification
	

	Costing template - SoECAT
	

	Task allocation matrix
	

	Confirmation to start study from Sponsor (C&C email)
	

	Sponsorship Correspondence
	

	Section 4: Regulatory Approval Documentation 

	Initial regulatory submissions & approvals (signed IRAS form) 
	

	Approval letters/emails (HRA, REC, CAG, MHRA, R&D)
	

	Other regulatory submissions & approvals (eg ARSAC, GTAC) 

	

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

	Clinical Trials Registrations (EUDRACT, clinical trials.gov)
	

	List of Sites, site feasibility & R&D approvals
	

	Approvals Correspondence
	

	Section 5: Amendments

	Amendment Log
	

	Signed amendment submission forms 
	

	Approval letters/emails (HRA, REC, CAG, MHRA)
	

	Multi-Site R&D amendment approvals
	

	Amendments Correspondence
	

	Section 6: Agreements & Funding

	Grant application and award letter
	

	Study agreements e.g. contractor, collaboration, delegation of responsibilities, CRO
	

	Device Supply Agreement (if applicable)
	

	Site agreements e.g. model agreements
	

	Costing template - SoECAT
	

	Agreement Logs
	

	NHS Costs (support, excess treatment etc)
	

	Agreements and funding correspondence
	

	Section 7:  Research Personnel and Training

	Delegation Log – to include CI and study management personnel
	

	Copy of multi-site Delegation Logs
	

	CI CV 
	

	PI CVs for all participating sites
	

	GCP certificates for CI and PIs
	

	Signature Sheet for each site – to document signatures and initials of anyone authorised to make entries and/or corrections on CRFs
	

	Study related training materials
	

	Honorary Contracts/Letters of Access email/letters (if applicable)
	

	Training Correspondence
	

	Section 8:  Participant Recruitment

	Recruitment plan across sites (if not contained in Protocol)
	

	Template Screening and Enrolment Logs
	

	Template Withdrawal Log
	

	Recruitment correspondence
	

	Section 9:  Randomisation, Blinding (if applicable)

*Multi-site logs, blinding plans and subject logs held in ISFs 

	Randomisation Procedure 
	

	Master Randomisation List 
	

	Code break procedure (for blinded trials)
	

	Code break allocation (or file note to location)
	

	Randomisation Correspondence
	

	Section 10: Investigational Medicinal Product (IMP) or Device information                                        (annotate previous versions as superseded)
Add section per site to include localised versions marked *

	Investigators brochure (IB) and/or Summary of Product Characteristics (SmPC) or Medical Device Brochure (current and previous)
	

	Safety alert updates and MHRA recall notices
	

	CE Certification (for device studies where applicable)
	

	Certificate(s) of Analysis of investigational product(s) shipped
	

	Pharmacy Manual or Instructions for IMP management 
	

	Any other reference information regarding the IMP(s) or Device in use on the study
	

	Study specific SOPs* 
	

	Template Site Level Accountability Log* 
	

	Template Subject Level Accountability Log*
	

	MHRA IMP approved labels (if applicable)
	

	Sample packaging (if applicable)
	

	Template Prescription forms*
	

	 Randomisation confirmations (to be filed with completed prescriptions)
	

	Template IMP/Device ordering form*
	

	Shipment records/Delivery receipts/IMP or Device requests* (to include transit temp monitoring docs if applicable)
	

	Template Temperature Log*
	

	Template Temperature Excursion Form*
	

	Certificate of equipment validation (if applicable)*
	

	Template Destruction Log or Returns Documentation*
	

	Documentation of Destruction or Returns* 
	

	Pharmacy Correspondence
	

	Section 11:  Data Management

	Data Management Plan (DMP); Statistical Analysis Plan (SAP); File note to location of data outputs and Master Dataset
	

	Template Case Report Form (CRF), version controlled (current & previous, annotate previous versions as superseded)
	

	Database design (or file note to location)

(Designer/Administrator contact details, License (if applicable), server host, access requests, SOPs, audit trail etc)
	

	Database fields structure/formatting/record of changes made with dates, audit trail (or file note to location)
	

	Website details (if applicable)

(website address, server host, designer/administrator contact details, privacy etc)
	

	Data Transfer Agreements (if applicable)
	

	Data queries/corrections (signpost if held in ISF(s))
	

	Interim reports
	

	Source Documents
	

	CRF and study database validation documents (if applicable)
	

	Randomisation system validation documents (if applicable)
	

	Interim analysis documentation
	

	Other Data Management documents/correspondence (or file note to location)
	

	Section 12: Safety Reporting 

	Safety – Definitions & Reporting
· S22 Safety Reporting

· Template AE (FRM58) and SAE (FRM24) report forms
	

	AE & SAE Logs (Templates FRM62 and FRM63)

*Signpost if stored electronically.
	

	Record of any SUSARs that have occurred
	

	Reporting arrangements for SAEs if not already in Protocol
	

	Copies of completed multi-site SAE / SUSAR (if applicable) report forms
	

	Notifications to regulatory authorities of unexpected serious adverse drug reactions and other safety information (if applicable) 
	

	Urgent Safety Measures
	

	Notifications of Safety Information to Investigators
	

	Safety Correspondence with Sponsor, R&D, REC, MHRA
	

	Safety Correspondence with CI/PIs Centres
	

	Section 13: Monitoring 

	Monitor Plan
	

	Pre-Trial Monitoring Reports/Trial Initiation Monitoring Reports (to document site suitability)
	

	Minutes from Initiation Meeting(s)
	

	Monitor Visit Log
	

	Multi-site monitoring visit reports and CAPAs (Trust or other)
	

	Final trial close-out monitoring report
	

	Monitoring Correspondence
	

	Section 14: Protocol Deviations & Breaches

	Template Deviation/Breach Logs
	

	Multi-Site Breach Logs
	

	Breach documentation
	

	Protocol Deviation/Breach Correspondence
	

	Section 15: Body fluid/tissue sample retention (if applicable)

	Access to freezer storage application form and approval
	

	Record of retained body fluids/tissue samples detailing types of samples retained, the duration for which they will be retained & their location
	

	Multi-Site samples ‘Permission to Store’ forms or equivalent at each site. *To include update at study closure to indicate sample locations and whether transferred to the HTA.
	

	Sample Storage Temperature logs (if applicable)
	

	Destruction records
	

	Sample Retention Correspondence
	

	Section 16: Labs
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	Central Laboratory accreditation documents (must cover entire duration of the study) 
	

	Central Laboratory normal reference ranges (must cover entire duration of the study) 
	

	Multi-Site Laboratory accreditation documents and reference ranges
	

	Lab Manual (if applicable)
	

	Analytical plan
	

	Samples log and Shipping Records (or file note to location)
	

	Sampling: Details of consumables (quantities required, manufacturer, size, etc), barcode design & requests, sample processing, etc
	

	Labs Correspondence
	

	Section 17: Routine Reporting

	Copy of interim report(s) to REC
	

	Copy of annual progress report(s) to REC
	

	Annual Development Safety Update Report  (DSUR) to the main REC / MHRA / R&D office 
	

	Reporting Correspondence
	

	Section 18: Closing Documentation.

	Multi-site Closure Letters
	

	Copy of the final study report/lay summary to R&D Office
	

	Copy of the end of trial notification form sent to the MHRA
	

	Copy of the final report to the main REC to document completion of the study
	

	End of Study report (to document results and interpretation of trial)
	

	Archiving arrangements
	

	Closure Correspondence
	

	Section 19: Committees –
(e.g. Steering Committee, Data Management Committee etc)

Terms of Reference and named membership details to be included for all

	Charters eg Trial Steering Committee
	

	Study Meeting Agendas and Minutes eg TSC, TMG, DMSC, Sponsor Oversight
	

	Section 20: Publications, Presentations, Newsletters, Media

	Publications, presentations
	

	Newsletters, information to Participants
	

	Media Coverage
	

	Section 21: Miscellaneous

	Documentation for sites evaluated but not selected
	


Study title:





Royal Devon R&D Reference number:





EudraCT number:





IRAS Reference:





Sponsor details


Name:      Alison Kerridge





Address:  R&D Offices					


	       Bowmoor House			Email:  rduh.research-eastern@nhs.net


	       RD&E (Wonford)			(or � HYPERLINK "mailto:rduh.research-northern@nhs.net" �rduh.research-northern@nhs.net�)


	       Barrack Road


	       Exeter, EX2 5DW				


						





Chief Investigator (CI) details


Name:  NAME





Address:  NAME OF DIRECTORATE			Telephone:  01392 40????


	       DEPARTMENT					Email:  NAME@nhs.net


	       RD&E (Wonford), Barrack Road


	       Exeter, EX2 5DW				


						





Co-Investigator details


Name:  NAME





Address:  NAME OF DIRECTORATE			Telephone:  01392 40????


	       DEPARTMENT					Email:  NAME@nhs.net


	       RD&E (Wonford), Barrack Road


	       Exeter, EX2 5DW				


						





Pharmacy details 


Name:	


				


Address:  NAME OF DIRECTORATE			Telephone:  01392 40????


	       DEPARTMENT					Email:  NAME@nhs.net


	       RD&E (Wonford), Barrack Road


	       Exeter, EX2 5DW		








Start date:                                        Projected end date:








SITE: 


PI Name:      





Address:  						Telephone:


	       						Email:  				


						





SITE: 


PI Name:      





Address:  						Telephone:


	       						Email:  				


						





SITE: 


PI Name:      





Address:  						Telephone:


	       						Email:  				


						





SITE: 


PI Name:      





Address:  						Telephone:


	       						Email:  				


						





SITE: 


PI Name:      





Address:  						Telephone:


	       						Email:  				


						








13
TMP76 Regulated Trials TMF Contents Multi Site V1 17/11/2022

