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This is not an exhaustive list but for guidance purposes only.  Delegation of a task may be required, ability to delegate  will depend on the complexity of the task, the support available for the specific trial and competence of individuals. Delegation of a task must always be approved by a Senior TM. 
	TASKS
	Activity required to complete task
	Appropriate level of staff 

	Preparation of Protocol
	 
	COMBINED - see below

	 
	Writing and working with CI/Statistician to create protocol
	TM

	 
	Formatting of protocol and addition of pre-collected information
	ATM/TMSO

	Preparation of PIS, Consent, letters
	 
	COMBINED - see below

	 
	Addition of pre-collected information in forms
	ATM/TMSO

	 
	Preparation of PIS, consent, letters
	TM/ATM

	Preparation and submission of ethics, R&D & amendments 
	 
	COMBINED - see below

	 
	Addition of pre-collected information in forms
	TMSO

	 
	Preparation of Ethics and R&D forms
	ATM

	 
	Review and submission
	TM

	 
	Non-substantial amendments to documentation, preparing local versions
	ATM

	 
	Substantial amendments to documentation or creation of new documents
	TM

	 
	Addition of new sites to IRAS and SSI form completions
	ATM

	MHRA and ARSAC application
	 
	TM

	Preparation of TMF & ISF  
	 
	COMBINED - see below

	 
	Adaptation of existing template logs (e.g. patient ID logs, screening logs etc.)
	TM

	 
	Obtaining essential documents for TMF and ISF (e.g. accreditations, lab ranges, CVs and GCP & ARSAC licences, delegation log) & keeping them up to date
	TMSO

	 
	Creation of IMP documentation – accountability logs, destruction records
	TM

	IMP accountability & planning
	 
	COMBINED - see below

	 
	IMP campaigns (calculating how much is needed etc.)
	TM

	 
	Drug accountability checking
	ATM?

	 
	Managing and ordering IMP when stocks are low
	ATM

	Database development and data management 
	 
	COMBINED - see below

	 
	Query generation
	TM

	 
	Testing & validating the database
	ATM/TMSO

	 
	Database amendments/revisions requests
	TM / ATM

	 
	Preparation of unblinding procedure documents  
	TM /ATM

	 
	Formatting CRFs
	TMSO

	 
	Source data plan 
	ATM

	 
	Generate dataset list 
	TM / ATM

	 
	Sites with long-running data queries, recurrent problems 
	TM

	 
	Data oversight
	TM

	 
	Queries with follow-up - ECTU to participant and vice versa
	Should be qualified clinical

	 
	Queries with follow-up - ECTU to site or vice versa
	ATM/TMSO

	Preparation of co-sponsorship and template site agreement / SLAs
	 
	TM

	 
	Following up on outstanding contract amendments
	TM / ATM

	 
	Adding site specific info to template site agreement
	ATM / TMSO 

	 
	Preparation of service level agreements (e.g. drug supply, other HEIs, technical agreements, SLAs within university)
	TM

	Sites 
	Site initiation visit and completion of SIV report
	TM 

	 
	Completion of Sponsor Authorisation To Open
	TM

	 
	Site monitoring 
	Variable (usually sponsor responsibility)

	 
	Recruitment uploads
	COMBINED - see below

	 
	Uploads to ATR (ACCORD tracker)
	TMSO

	 
	Uploads to NIHR portfolio (if an adopted multicentre study)
	TMSO

	 
	Managing Recruitment and develop recruitment strategies 
	TM/ ATM / TMSO

	 
	Generating ACCORD ISF/TMF tracker
	TM

	 
	Maintaining TMF & ACCORD ISF/TMF tracker
	TMSO

	Document / stock management 
	 
	COMBINED - see below

	 
	Version control
	TM/ ATM / TMSO

	 
	Site Newsletters - creation
	ATM/ TMSO

	 
	Site Newsletters - review and approval
	TM

	 
	Site Newsletters - circulation
	TMSO

	 
	Circulation of approved documents to sites & tracking
	TMSO

	 
	Send thank you letters, certificates and vouchers 
	TMSO

	 
	Preparation of packs, kits and printing
	TMSO

	 
	Send out packs and materials to sites on request 
	TMSO

	 
	Adding users to live database
	ATM / TMSO

	 
	Dealing with trial specific post - Open questionnaires
	TMSO

	Oversight & reporting
	 
	COMBINED - see below

	 
	Deviations - collecting and sending to ACCORD (if sent to ECTU first)
	TMSO

	 
	Oversight groups - establishing charter 
	TM

	 
	Arranging TSC and DMC Meetings & minuting meetings
	TMSO

	 
	Preparing Oversight Committee reports
	TM (delegating tasks to ATM for information gathering)

	 
	Arranging and minuting TMGs   
	ATM/TMSO

	 
	Prepare and supply the DSUR to the Sponsor 
	TM

	 
	Drafting of safety progress reports  
	ATM

	 
	Drafting of end of trial notification to REC, R&D, MHRA  
	ATM

	 
	Completion of funder progress reports  
	TM (delegating tasks to ATM for information gathering)

	 
	contribute to manuscript
	TM

	Tracking & procedures
	 
	COMBINED - see below

	 
	SOPs and WPDs (if applicable)  CREATION / REVIEW
	TM (delegated)

	 
	Specification of tracking documents
	TM

	 
	Preparation of tracking documents  
	ATM

	 
	Tracking and checking consents which are received in ECTU
	TMSO

	 
	Log dispatch, receipt and reconciliation  of goods 
	TMSO

	Oversight and management of funding  
	 
	COMBINED - see below

	 
	Extension requests 
	TM

	 
	Trial recovery plans
	TM

	 
	Cross-check payments on Webfirst and financial reconciliations
	TM

	 
	Submit invoices to admin and chase up if outstanding
	TMSO

	 
	Send out invoice requests to site
	TMSO (with TM approval before sending)

	Archiving  
	 
	COMBINED (TM oversight)

	Study website & advertising 
	 
	COMBINED (TM oversight)

	 
	Study website content creation
	ATM

	 
	Website maintenance
	TMSO

	 
	Trial promotion / dissemination plans
	ALL (TM oversight)

	 
	Arrange dissemination events
	ATM / TMSO






<<Remove this Page from Study Specific Version>>

	Document Revision History

	Version No
	Date
	Summary of Revisions

	1.0
	16 Jun 2022
	Initial creation/New document 

	1.0
	28 May 2024
	No amendments required



Page 7 of 7

image1.jpeg
. @
o ECTU

Edinburgh Clinical Trials Unit





