TMF Plan Guidance Page 
The purpose of the TMF plan is to ensure all essential records are traceable, accessible, and available for the active phase and retention period of a trial. 
It is not intended to repeat the location of essential records already housed within the central TMF structure, it is to clearly document the location, format, ownership, and access arrangements for all essential records held outside of the Central TMF, including those maintained by external labs, Investigational Medicinal Product (IMP) providers, and other third parties.
TMF Plan Completion Instructions
This template has been created as a guidance document. Not all detail included within the table will be applicable to all trials. Where something is not relevant, it can be removed. Where required additional rows/columns/sections may be added.
Responsible Party
Detail the name, role and contact details for the person responsible for storage and maintenance. The Central TMF is likely to be maintained by the Trial Manager; for service providers and other third parties the location lead should be listed.
Active Phase Location
Specify where each set of records is stored (physical address e.g., building and room number or electronic system/file path).  
Archive Location 
If, at the point of archiving, any records are moved, the new storage location should be provided. As above specify where each set of records will be stored (physical address e.g., building and room number or electronic system/file path). The ISF remains the property of the research location and must be retained at the site.
Access and Notes
Detail how records can be accessed (e.g., login credentials, request process) and any additional important information. 

General Guidance
· The TMF is Sponsor property and therefore it should be retained in a secure location within the University of Leicester, or approved offsite facility.
· Where multiple essential records are stored together in a single location, they may be combined into one table entry. e.g., if all essential laboratory records are maintained in one central repository, the lab name and associated documents can be captured under a single entry.
· If a service provider stores records across multiple systems or physical locations—for instance, source data held locally on different instruments—each distinct location should be listed separately. The same principle applies to sample storage: if all study samples are stored in one facility, they may be grouped together, but if samples are distributed across different companies, buildings, or storage units (e.g., separate freezers), each location must be recorded as an individual entry.
· Define timelines for document retention e.g., if documents will not be retained at a location for the full archive period, detail the arrangements for the transfer and the new storage location. Include any transfer plans post-trial (e.g., sponsor assumes custody after X period and where documents will then be stored for the remaining duration.)  
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Central TMF 
Detail the location of the centrally managed paper and electronic components of the TMF during the active and archived phases of the trial. 
	Essential Record
	Responsible Party
	Active Phase Location
	Archive Location*

	Access & Notes

	Central paper TMF (pTMF)
	
	
	
	

	Central electronic TMF (eTMF)
	
	
	
	


External TMF Components
Any components of the TMF that are not stored in the Central TMF locations outlined in Section 1 should be documented in this section. Each service provider or third party must be listed along with details of the essential records they retain and the exact storage location during the active and archived phases of the trial. 
Sponsor and Governance Records
	Essential Record
	Responsible Party
	Active Phase Location
	Archive Location*

	Access, Format and Notes

	Sponsor Review Documentation and Correspondence
	Cat Taylor, Head of Research Governance, Research Governance Office, UoL
	Research Governance Office (X:\RED\Research Governance\Sponsorship\Studies) 
	N/A
	Access: Contact RGOsponsor@le.ac.uk
Format: Electronic 

	Sponsor SOPs
	Cat Taylor, Head of Research Governance, Research Governance Office, UoL
	Research Governance Office Website 
	N/A
	Access: Contact RGOsponsor@le.ac.uk for superseded versions
Format: Electronic 



Trial Management
	Essential Record
	Responsible Party
	Active Phase Location
	Archive Location*

	Access, Format and Notes

	Investigator CVs/GCPs/Training Certificates 
	
	
	
	

	Trial Specific SOPs
	
	
	
	



Data Management and Statistics
	Essential Record
	Responsible Party
	Active Phase Location
	Archive Location*

	Access, Format and Notes

	Master Randomisation Lists
	
	
	
	

	Raw clinical datasets
	
	
	
	

	Statistical Analysis files
	
	
	
	

	Electronic data capture system user permissions and access records
	
	
	
	



Laboratory and Sample Management
	Essential Record
	Responsible Party
	Active Phase Location
	Archive Location*

	Access, Format and Notes

	Central lab documents e.g., certifications, accreditation, temperature monitoring reports
	
	
	
	

	Blood and Urine samples and tracking logs
	
	
	
	

	Fridge/Freezer temperature records/calibration certificates
	
	
	
	



IMP Supply and Manufacturer
	Essential Record
	Responsible Party
	Active Phase Location
	Archive Location*

	Access, Format and Notes

	IMP supply documentation
	
	
	
	

	IMP Manufacturing documentation
	
	
	
	



Research Locations
	Essential Record
	Responsible Party
	Active Phase Location
	Archive Location*

	Access, Format and Notes

	Research Location 01 ISF
	
	
	
	

	Research Location 02 ISF
	
	
	
	

	Research Location 03 ISF
	
	
	
	



*Update only if different to Active Phase and only once the record has been moved. 


Review, Maintenance and Retention
This TMF Plan must be reviewed at least annually and updated whenever changes occur with service providers, record locations, systems, or access arrangements. Any changes to the TMF Plan must be version‑controlled; superseded versions must be retained in the Central TMF.
All essential records must be retained in accordance with applicable regulations, Sponsor SOPs, and contractual agreements, ensuring availability for inspection throughout the required archiving period.
The Sponsor retains ownership and overall responsibility for the Trial Master File in accordance with ICH GCP and Clinical Trials Regulations, however responsibility for the operational management of the TMF has been delegated to the Chief Investigator. Sponsor will maintain oversight to ensure that all essential records are complete, current, and inspection‑ready.



