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Delegation Log


	Principal Investigator (PI) name
	PI Signature
	PI Initials
	Start Date
(dd/mm/yyyy)
	End Date
(dd/mm/yyyy)

	     
	
	
	     
	     

	     
(complete second row only if a new PI is appointed)
	
	
	     
	     



	Print full name & title
	Signature
	Initials
	*Study role
	**Key delegated study task(s)
Add all appropriate from code list below
	Duration
	PI signature

	
	
	
	
	
	From: 
dd/mm/yyyy
	To:
dd/mm/yyyy
	

	     
	
	     
	     
	     
	     
	     
	

	     
	
	     
	     
	     
	     
	     
	

	     
	
	     
	     
	     
	     
	     
	

	     
	
	     
	     
	     
	     
	     
	

	     
	
	     
	     
	     
	     
	     
	



Signatures/Initials are required for all staff members listed on the Delegation Log, along with sign off by the Principal Investigator.
Where obtaining informed consent and data management are delegated, training must be provided.

* Identification of study role includes, but is not limited to, co-investigators, research nurses, clinical staff and data managers. 
** Identify key study tasks delegated by the Principal Investigator. List all individuals whom have been delegated significant study related tasks (ICH GCP 4.1.5).
NOTES:
1. Add new pages as required and complete the page number below.
2. Complete end dates only when a staff member leaves the team or once the study has been confirmed as closed.
3. Ensure Delegation Log is updated as required and an updated copy sent to UK-ROX@icnarc.org


	Delegated study tasks

	1 Oversight of patient screening
	6 Data collection/management

	2 Oversight of patient randomisation 
	7 Maintaining Investigator Site File

	3 Oversight of delivery of intervention
	8 Archiving

	4 Obtain informed consent/opinion
	9 Other ___________________________

	5 Medical assessment of AE/SAE severity and relatedness
	10 Other __________________________


Delegation Log (continued)

	Print full name & title
	Signature
	Initials
	*Study role
	**Key delegated study task(s)
Add all appropriate from code list below
	Duration
	Principal Investigator signature
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Signatures/Initials are required for all staff members listed on the Delegation Log, along with sign off by the Principal Investigator
Where obtaining informed consent and data management are delegated, training must be provided.

* Identification of study role includes, but is not limited to, co-investigators, research nurses, clinical staff and data managers. 
** Identify key study tasks delegated by the Principal Investigator. List all individuals whom have been delegated significant study related tasks (ICH GCP 4.1.5).
NOTES:
1. Add new pages as required and complete the page number below.
2. Complete end dates only when a staff member leaves the team or once the study has been confirmed as closed.
3. Ensure Delegation Log is updated as required and an updated copy sent to UK-ROX@icnarc.org



	Delegated study tasks

	1 Oversight of patient screening
	6 Data collection/management

	2 Oversight of patient randomisation 
	7 Maintaining Investigator Site File

	3 Oversight of delivery of intervention
	8 Archiving

	4 Obtain informed consent/opinion
	9 Other ___________________________

	5 Medical assessment of AE/SAE severity and relatedness
	10 Other __________________________
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ICNARC

Napier House

24 High Holborn

London WC1V 6AZ

tel +44 (0)20 7269 9277
fax +44 (0)20 7831 6879
email uk-rox@icnarc.org
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