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Trial Title:

Investigator:

Site name/no.:

R&D Number:

EudraCT no.:

REC no.:
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Coordinating Centre Delegation Log of Roles Responsibilities and Signatures                                          page ___of ___
	Trial Title:
	

	CCTU Ref:
	
	IRAS ID.:
	


Role Codes   
	CI Chief Investigator
	
	TC Trial Coordinator
	
	DM Data Manager
	
	TP Trial Pharmacist
	

	SI Sub-Investigator
	
	RN Research Nurse
	
	TS Trial Statistician
	
	Mule Statistician
	

	LB Laboratory Staff
	
	TM Trial Monitor
	
	DE Data Entry
	
	
	

	CTA Clinical Trials Assistant
	
	RM Randomisation Manager
	
	DP Database Programmer
	
	
	



 The CCTU must be provided with a copy of the delegation log prior to trial start
· Add or delete codes, adjust numbers according to the needs of the trial 
· Ensure the blinded or unblinded status (Y/N) is added to each role 

· All personnel who perform trial related activities (including staff from other departments) must have delegations clearly documented in the delegation log, prior to involvement with the trial

· By signing the log the CI is approving the delegation of duties and confirms that the member of staff has received trial specific training and is appropriately qualified to perform the delegated task
· This document must be completed clearly in black ink; corrections must be made with a single strike through, date and initials
· Signature date must be completed where indicated
· All personnel on the delegation log must provide signed and dated CVs and GCP certs (and, if applicable, honorary research contracts and letters of access) that cover their duration on the trial 
· All roles should be delegated as appropriate or the role will remain the responsibility of the Chief Investigator
	Print Name
	Role Code
	Delegated Tasks Code
	Blinded

(Y/N)
	Initials
	Signature & Date
	Duration (DD/MMM/YYYY)
	CI Signature & Date
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	1
	Overall Responsibility (CI only)
	10
	IMP central Management
	19
	Statistical Analysis 
	28
	

	2
	Trial Procedures (centrally performed only)
	11
	Data capture tool design
	20
	Training 
	29
	

	3
	SAE Assessment for Expectedness
	12
	Data capture tool build
	21
	Trial Design
	30
	

	4
	TMF Maintenance
	13
	Data capture tool Approval / Sign off
	22
	Sample Management
	31
	

	5
	Trial Reports / Correspondence
	14
	Data Entry 
	23
	Monitoring Activities
	32
	

	6
	Archiving 
	15
	Data Query Generation / Resolution
	24
	MedDRA coding
	33
	

	7
	IMP Supply and Management
	16
	Data Extraction Approval
	25
	Medical review of MeDRA coding
	34
	

	8
	Sponsor Trial Template Prescription Approval
	17
	Randomisation System Set-up 
	26
	Trial Registry completion and updates
	35
	

	9
	Approving Trial IMP Procedures/Trial Pharmacy Manual
	18
	Randomisation 
	27
	
	36
	


	CI Declaration (to be signed at the end of the trial)

	Signature:
	
	Date (DD/MMM/YYYY): 
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