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Staff Signature and Delegation Log of Responsibilities

About the Staff Signature and Delegation of Responsibilities Log 

The Staff Signature and Delegation of Responsibilities log documents:
· The names of staff working on the study along with an example of their signature and initials.
· The staff member’s trial specific role.
· The specific tasks each individual member of staff is authorised to carry out.
· The authorisation from the PI for individuals to carry out these delegated tasks.

It is the responsibility of the PI to ensure that each individual on the delegation log is appropriately qualified for the role they are to undertake and have received GCP and study specific training commensurate to the task(s) they have been delegated.

· An individual must be added to the delegation log and signed off by the PI prior to undertaking any study specific tasks.

Completing the Staff Signature and Delegation of Responsibilities Log

· The delegation log can be pre populated electronically however signatures, initials, PI signature and PI date must be wet ink.

· Hand written information must be legible. Any changes made to the log should be made using a GCP compliant correction (see CR004).

· Tasks in the footer should be made study specific and reflect tasks required by the protocol and other study specific documents.  
· Tasks in Bold should not be removed without prior agreement by the ACCORD Clinical Trials Monitor.
· ‘Medical Doctor only’ tasks in red can only be performed by a qualified Medical Doctor. ‘Medical Doctor only’ tasks in black may be performed by other clinical members of staff on a study specific basis depending on clinical setting, if you wish to remove ‘Medical Doctor only’ from these tasks please confirm with the ACCORD Clinical Trials Monitor. The task of ‘IMP prescribing’ should be performed by a Medical Doctor or by an individual authorised to prescribe in their clinical role (e.g.. Advanced Nurse Practitioner). 
· When listing ‘Other’ please specify the task.
· For trials of medical devices please add adverse device effects (ADEs), device deficiencies and serious adverse device effects (SADEs) assessment as tasks.

· The ‘from’ date for an individual should state the date they began working on the study.  The ‘to’ date should not be completed until the individual has left the study team or the study ends at the location.

· The PI signature at the bottom of each page should be completed once the study location has closed and the delegation log is complete. 

· For tasks which are delegated to whole departments, e.g. IMP dispensing to pharmacy, only one member of the department, e.g. the lead pharmacist, should be added to the study signature and delegation log.  The delegated department should then hold a separate signature log to record members of staff authorised to perform the task at a departmental level.

· Members of staff performing tasks as part of their routine job function with no study specific role, e.g. NHS Haematology laboratory staff processing routine FBC, need not be added to the delegation log.  Individuals completing any form of study specific paperwork, e.g. CRFs or logs, must be added to the delegation log regardless of if they are performing a routine job function.
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	Print name
	Study role*
	Signature
My signature below indicates I accept to carry out the delegated task(s)
	Initials
	**Tasks Delegated
	From

	To
	PI Signature
	PI Date

	
	

	
	
	
	
	
	
	

	

	
	
	
	
	
	
	
	

	

	
	
	
	
	
	
	
	

	

	
	
	
	
	
	
	
	


*Study roles can include but not limited to: Principal Investigator, Co-Investigator, Trial Manager, Research Nurse, Lead Pharmacist, Trial Coordinator

PI Signature: (Sign once location closed): 									Date: 					

	** Tasks delegated (change to study specific as necessary – tasks in Bold should not be removed unless otherwise agreed with Senior Clinical Trial Monitor or designee)

	1. Obtain informed consent
	9. Completion of CRFs
	17. IMP dispensing

	2. Obtain medical history
	10. Data QC check
	18. IMP accountability

	3. Perform physical examination (Medical Doctor only)
	11. Data query completion
	19. IMP Administration

	4. Perform inclusion and exclusion assessments
	12. Assessment of AEs and SAEs (Medical Doctor only)
	20. Set up and maintenance of ISF

	5. Confirm eligibility (Medical Doctor only)
	13. Pharmacovigilance reporting to Sponsor
	21. Other (please list)

	6. Medical oversight of participant care (Medical Doctor only)
	14. Record deviations/violations
	22. 

	7. Collection of study specific samples
	15. Report deviations/violations to Sponsor
	23. 

	8. Processing of study specific samples
	16. IMP prescribing (Medical Doctor or other authorised prescriber only)
	24. 


Page ___ of ___
		[image: A logo with a black background

Description automatically generated]		
	Study Title
	Sponsor Number
	Location

	
	
	



	PI Name
	PI Signature
	PI Initials
	Date From
	Date To

	
	
	
	
	




	Print name
	Study role*
	Signature
My signature below indicates I accept to carry out the delegated task(s)
	Initials
	**Tasks Delegated
	From

	To
	PI Signature
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*Study roles can include but not limited to: Principal Investigator, Co-Investigator, Trial Manager, Research Nurse, Lead Pharmacist, Trial Coordinator


Page ___ of ___
PI Signature: (Sign once location closed): 									Date: 					

	** Tasks delegated (change to study specific as necessary – tasks in Bold should not be removed unless otherwise agreed with Senior Clinical Trial Monitor or designee)

	1. Obtain informed consent
	9. Completion of CRFs
	17. IMP dispensing

	2. Obtain medical history
	10. Data QC check
	18. IMP accountability

	3. Perform physical examination (Medical Doctor only)
	11. Data query completion
	19. IMP Administration

	4. Perform inclusion and exclusion assessments
	12. Assessment of AEs and SAEs (Medical Doctor only)
	20. Set up and maintenance of ISF

	5. Confirm eligibility (Medical Doctor only)
	13. Pharmacovigilance reporting to Sponsor
	21. Other (please list)

	6. Medical oversight of participant care (Medical Doctor only)
	14. Record deviations/violations
	22. 

	7. Collection of study specific samples
	15. Report deviations/violations to Sponsor
	23. 

	8. Processing of study specific samples
	16. IMP prescribing (Medical Doctor or other authorised prescriber only)
	24. 
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	Study role*
	Signature
My signature below indicates I accept to carry out the delegated task(s)
	Initials
	**Tasks Delegated
	From

	To
	PI Signature
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*Study roles can include but not limited to: Principal Investigator, Co-Investigator, Trial Manager, Research Nurse, Lead Pharmacist, Trial Coordinator  


Page ___ of ___
PI Signature: (Sign once location closed): 									Date: 					

	** Tasks delegated (change to study specific as necessary – tasks in Bold should not be removed unless otherwise agreed with Senior Clinical Trial Monitor or designee)

	1. Obtain informed consent
	9. Completion of CRFs
	17. IMP dispensing

	2. Obtain medical history
	10. Data QC check
	18. IMP accountability

	3. Perform physical examination (Medical Doctor only)
	11. Data query completion
	19. IMP Administration

	4. Perform inclusion and exclusion assessments
	12. Assessment of AEs and SAEs (Medical Doctor only)
	20. Set up and maintenance of ISF

	5. Confirm eligibility (Medical Doctor only)
	13. Pharmacovigilance reporting to Sponsor
	21. Other (please list)

	6. Medical oversight of participant care (Medical Doctor only)
	14. Record deviations/violations
	22. 

	7. Collection of study specific samples
	15. Report deviations/violations to Sponsor
	23. 

	8. Processing of study specific samples
	16. IMP prescribing (Medical Doctor or other authorised prescriber only)
	24. 
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