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	T-1063 UHL TMF Index
	Study Title/Acronym: 
	

	R&I Reference Number:
	

	Chief Investigator (CI):
	

	IRAS Number:
	

	eudraCT:
	




Key:
· Purple: applicable for CTIMP trials
· Grey: applicable for medical device trials

Not all documents listed below will be applicable to all trials. If documents are filed elsewhere, a file note (T-1054) should be placed to document where these documents are located.

Reminder: previous versions of all documents should be clearly marked as such with reference to being superseded by version & date of the new document. Previous versions of all documents should be provided.

	Section
	Details of Documents

	TMF index and Key Contacts List

	1. Protocol
	1.1 Current signed and dated version plus all previous versions 
1.2 Clinical Investigation Plan

	2. Pharmacy / Investigational Medicinal Product (IMP) 
	2.1 Investigator Brochure (IB) and/or Summary of Product Characteristics (SmPC) and any updates
2.2 Certificate of Analysis of IMP(s)
2.3 Instructions for handling the IMP (if not already in the IB)
2.4 Sample labels for IMP/placebo
2.5 RSI safety updates
2.6 IB Acknowledgement of receipt signature page for PI to sign

	2 Study Documents
	Master copies of current versions plus all previous versions:
3.1 Participant information sheets
3.2 Informed consent form(s)
3.3 Participant invitation letters
3.4 GP letter
3.5 Diaries / Questionnaires
3.6 Adverts / posters
3.7 Participant contact cards
3.8 Template case report forms

	4. Contracting and Finance
	4.1 Legal agreement between sponsor and location/ investigator/involved parties
4.2 Evidence of sponsor insurance/indemnity
4.3 Completed costing proforma
4.4 Finance approval/correspondence
4.5 SoECAT/SoE

	5. MHRA Approval for CTIMP



MHRA for Clinical Investigation of a Medical Device
	5.1 Clinical trial authorisation application documents 
5.2 MHRA main study approval
5.4 MHRA modification forms & modification approval letters

5.5 Device MHRA application documents
5.6 MHRA approval/Notification of no objection
5.7 MHRA modification forms and modification approval letters

	6. Other Approvals (REC, HRA, CAG, ARSAC, Modifications etc)
	6.1 Approval application forms (e.g. IRAS form, CAG form)
6.2 Approval letters
6.3 Modification forms and approval emails/letters
6.4 Modification log

	7. R&I Trust Approval 
	7.1 Sponsorship approval (& related documents)
7.2 Confirmation of Capacity and Capability approval 
7.3 Support service approval forms and approvals
7.4 Green light approval if applicable
7.5 Location initiation visit report
7.6 Continued confirmation of Capacity and Capability for modifications
7.7 DPIA, due diligence, vendor assessments, feasibility etc.

	8. Reports

	8.1 Annual Developmental Safety Update Report (DSUR) / Interim safety reporting if CMD and stipulated by the MHRA
8.2 Annual progress report submitted to the NHS REC (if applicable)/HRA, and sponsor  
8.3 Location close-out reports	
8.4 End of study declaration and report or equivalent (after completion of trial – to REC, MHRA and Sponsor)
8.5 Final study report

	9. Research Team
	9.1 Signature and responsibility/delegation log
9.2 Signed and dated CVs
9.3 GCP and other applicable training certificates

	10. SOPs 
	10.1 List of specific SOPs 
10.2 Any study specific SOPs or Work Instructions

	11. Laboratory 
	11.1 Laboratory reference ranges (local and/or central)
11.2 Accreditation certificates i.e. for entire period
11.3 Evidence that laboratory and its staff are GCP compliant

	12. Serious Adverse Events


	12.1 Un-blinding procedure for blinded trials
12.2 Reporting arrangements for SAE/SUSARs (if not in the protocol)
12.3 SAE reporting and tracker 
12.4 Copies of completed SAE/SUSAR forms and any follow-up
12.5 Copies of correspondence re SAE/SUSARs from Investigator to Sponsor and/or Regulatory Authority/Medical Monitor
12.6 Copies of safety information sent to other Investigators (if multicentre trial)
12.7 Copies of broken blinds (at the end of the trial)

	13. Non-compliance
	13.1 Non-compliance forms/tracker
13.2 Serious breach notifications and regulatory acknowledgments 
13.3  CAPAs

	14. Monitoring and Audit 
	14.1 Risk assessment
14.2 Monitoring plan
14.3 Monitoring report/Audit reports 
14.4 Monitoring/Auditing correspondence  

	15. Randomisation 
	15.1 Randomisation process detailed 
15.2 Randomisation Log 
15.3 Unblinding Plan (Key Contacts) 

	16. Investigator Meetings i.e. TSC/DMC
	16.1 Agendas
16.2 Presentations
16.3 Minutes
16.4 Attendance logs
16.5 Terms of Reference

	17. Miscellaneous
	17.1 Any other documents/notes/misc.
17.2 File notes that do not relate to a specific section
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