	The principal investigator has responsibility for the conduct of the study at the participating organisation.  The principal investigator can delegate tasks to other people at the participating organisation.  Anyone who is delegated tasks by the principal investigator must fill in this log, and be confirmed by the principal investigator, before carrying out those tasks. 

The principal investigator must confirm that people delegated tasks have been appropriately trained to carry out those tasks before they perform them.  

The participating organisation must keep the original log up-to-date according to the requirements of the sponsor.



I confirm/ acknowledge that the information in this form is correct and that;
· I will remain responsible for the conduct of the study and reported data at this participating organisation.
· I will oversee the study at this participating organisation.
· I will authorise tasks to be delegated to people listed in this form.
· I will only delegate tasks to people who are appropriately skilled and trained to carry out those tasks.
· I will tell the people delegated tasks of their responsibilities in carrying out those tasks.
· I will make sure that no one who is to be delegated tasks will carry out those tasks before they have been delegated to them.
· I will make sure that no one who is to be delegated tasks will carry out those tasks before they have completed any training required to carry out the tasks.
· I will make sure that people delegated tasks receive the necessary information and training at the proper times.
· I will make sure that any and all changes to people delegated tasks, or the delegated tasks, are recorded on this form at the proper times.
· I acknowledge the Data Privacy Statement attached to this log.

	Name of Principal Investigator
	Principal Investigator’s Signature
	Principal Investigator’s Initials
	Start Date
(dd/mmm/yyyy)
	End Date
(dd/mmm/yyyy)
	

	
	
	
	
	
	


	
Key of tasks
	1.
	Coordinate approval communications/ submissions
	2.
	Screen/ recruit study participants
	

	3.
	Obtain informed consent
	4.
	Confirm eligibility (inclusion/ exclusion)
	

	5.
	Obtain medical/ medication history
	6.
	Perform medical examination
	

	7.
	Conduct study visit procedures (e.g. vital signs, height, weight, ECG)
	8.
	Conducts specialist study visit procedures (e.g. photography, audio recordings)
	

	9.
	Perform study related assessments
	10.
	Make study related medical decisions
	

	11.
	Evaluate study related test results
	12.
	Collect biological samples/ material
	

	13.
	Process, store or ship biological samples/ material
	14.
	Randomise study participants (with or without IWRS/ IVRS)
	

	15.
	Make (e)CRF entries or corrections
	16.
	Sign off (e)CRFs
	

	17.
	Resolve data queries
	18.
	Maintain essential documents
	

	19.
	Manage IMP/ device receipt, storage and temperature monitoring
	20.
	Prepare and/ or dispense IMP/ device
	

	21.
	Managed IMP/ device accountability
	22.
	Assesses AE/ SAE severity and causality
	

	23.
	Report SAEs
	24.
	Receive/ access safety notifications
	

	25.
	Activities related to regulatory communications/ submissions
	26.
	Activities related to randomisation code break
	

	27.
	Other*
	28.
	Other*
	

	
	
	
	
	

	29.
	Other*
	30.
	Other*
	

	
	
	
	
	

	31.
	Other*
	32.
	Other*
	

	
	
	
	
	

	(*) Other tasks that are specific to the study, or are local regulatory requirements, identified by the sponsor.
	



Use the key of tasks to complete the Study Task column.  For each person listed in the Name column, record the number(s) of the task(s) delegated to that person.  Numbers can be recorded consecutively, or as a range, e.g. 3, 4, 5, 6, or 3-6; 8-11.  Tasks should only be delegated to people who are suitably qualified by education, training and/or experience to carry out that task/role.

If there are any additional study specific tasks not listed, add these to the “Other*” sections of the key.

This log should include all people who routinely see study participants, who carry out study protocol related tasks, or who are responsible for data collection/interpretation.  Add new or replacement people as appropriate.

	NAME
(Please print)
	SIGNATURE
My signature below indicates:
· I accept to carry out the delegated task(s)
· I acknowledge the Data Privacy Statement attached to this document
	INITIALS
	STUDY TASK
(Select from the key)
	START OF TASK(S)
(dd/mmm/yyyy)
	PI SIGNATURE
	END OF TASK(S)
(dd/mmm/yyyy)

	PI SIGNATURE

	

	
	
	
	
	
	
	
	
	


	
	
	
	
	
	
	
	
	


	
	
	
	
	
	
	
	
	


	
	
	
	
	
	
	
	
	


	
	
	
	
	
	
	
	
	


	
	
	
	
	
	
	
	
	





	NAME
(Please print)
	SIGNATURE
My signature below indicates:
· I accept to carry out the delegated task(s)
· I acknowledge the Data Privacy Statement attached to this document
	INITIALS
	STUDY TASK
(Select from the key)
	START OF TASK(S)
(dd/mmm/yyyy)
	PI SIGNATURE
	END OF TASK(S)
(dd/mmm/yyyy)

	PI SIGNATURE

	

	
	
	
	
	
	
	
	
	


	
	
	
	
	
	
	
	
	


	
	
	
	
	
	
	
	
	


	
	
	
	
	
	
	
	
	


	
	
	
	
	
	
	
	
	


	
	
	
	
	
	
	
	
	



· It is considered best practice for all research projects to have a delegation log.  Sponsor organisations may have developed similar delegation logs they will want to use.  This template is not intended to replace those Sponsor organisation documents.  This template is to support Sponsor organisations who may not have developed their own documents.
· This template is designed to fulfil ICH Guidelines for Good Clinical Practice E6 (R2), sections 4.1.5 and 8.3.24.  
· The work of TransCelerate Bioparma Inc., [http://myscrs.org/learningcampus/site-management-modules/], accessed 08 Mar 2018, formed the basis for this suggested template.

STAFF SIGNATURE AND DELEGATION OF RESPONSIBILITIES LOG

	Study Sponsor:
	
	IRAS Project ID:
	
	

	Protocol / Study Number:
	
	Principal Investigator:
	
	

	Protocol / Study Short Title:
	
	

	Participating Organisation No.:
	
	Participating Organisation:
	
	




STAFF SIGNATURE AND DELEGATION OF RESPONSIBILITIES LOG

	Study Sponsor:
	
	IRAS Project ID:
	
	

	Protocol / Study Number:
	
	Principal Investigator:
	
	

	Protocol / Study Short Title:
	
	

	Participating Organisation No.:
	
	Participating Organisation:
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	NAME
(Please print)
	SIGNATURE
My signature below indicates:
· I accept to carry out the delegated task(s)
· I acknowledge the Data Privacy Statement attached to this document
	INITIALS
	STUDY TASK
(Select from the key)
	START OF TASK(S)
(dd/mmm/yyyy)
	PI SIGNATURE
	END OF TASK(S)
(dd/mmm/yyyy)

	PI SIGNATURE

	

	
	
	
	
	
	
	
	
	


	
	
	
	
	
	
	
	
	


	
	
	
	
	
	
	
	
	


	
	
	
	
	
	
	
	
	


	
	
	
	
	
	
	
	
	


	
	
	
	
	
	
	
	
	




	NAME
(Please print)
	SIGNATURE
My signature below indicates:
· I accept to carry out the delegated task(s)
· I acknowledge the Data Privacy Statement attached to this document
	INITIALS
	STUDY TASK
(Select from the key)
	START OF TASK(S)
(dd/mmm/yyyy)
	PI SIGNATURE
	END OF TASK(S)
(dd/mmm/yyyy)

	PI SIGNATURE

	

	
	
	
	
	
	
	
	
	


	
	
	
	
	
	
	
	
	


	
	
	
	
	
	
	
	
	


	
	
	
	
	
	
	
	
	


	
	
	
	
	
	
	
	
	


	
	
	
	
	
	
	
	
	




	NAME
(Please print)
	SIGNATURE
My signature below indicates:
· I accept to carry out the delegated task(s)
· I acknowledge the Data Privacy Statement attached to this document
	INITIALS
	STUDY TASK
(Select from the key)
	START OF TASK(S)
(dd/mmm/yyyy)
	PI SIGNATURE
	END OF TASK(S)
(dd/mmm/yyyy)

	PI SIGNATURE

	

	
	
	
	
	
	
	
	
	


	
	
	
	
	
	
	
	
	


	
	
	
	
	
	
	
	
	


	
	
	
	
	
	
	
	
	


	
	
	
	
	
	
	
	
	


	
	
	
	
	
	
	
	
	




	Comments:
	Please initial the box if there are no comments
	
	



	
	

	
	

	
	

	
	

	
	




(To be completed by the Principal Investigator at the end of the study).

I confirm that the information in this form is accurate and complete.

	
	
	
	
	
	

	
	
	
	
	
	

	Name of Principal Investigator (please print)
	
	Signature
	
	Date (dd/mmm/yyyy)
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