DELEGATION LOG

	PROTOCOL REF.
	

	PRINCIPAL INVESTIGATOR (PI)
	

	INVESTIGATOR SITE
	



COMPLETION INSTRUCTIONS
1. The purpose of this Delegation Log is to document the delegation of persons or parties who have been delegated by the Principal Investigator (PI) to perform significant trial-related activities.
2. The Delegation Log should be customised for the clinical trial.
3. [bookmark: _Hlk207785315]The Delegation Log should be manually completed by the delegated investigator site staff, unless it is managed by a validated computerised system.
(i) The initials of investigator site staff used in the essential records should corroborate with the Delegation Log.
(ii) Amendments should be initialed and dated, and not obscured by overwriting or using correction tape.
4. The PI is not required to be delegated with any specific task, as the PI is responsible for overall trial conduct. However, in a blinded trial where the PI is blinded, the PI should not be involved in managing unblinded tasks like Investigational Product (IP) management. 
5. The Delegation Log may not be required to be completed for persons or parties performing activities as part of clinical practice. It would be recommended to document their involvement in an alternative document (e.g., protocol, protocol-related document, email, Note to File etc.).
6. The PI should ensure that persons or parties do not start the delegated task until after confirming that they have completed the appropriate trial-related training. Trial-related training should correspond to what is necessary to enable them to fulfil their delegated tasks that go beyond their usual training and experience. 
7. If persons or parties are delegated to perform additional tasks during the clinical trial, a new entry with a new start date should be made in the Delegation Log.
8. The ‘end date’ should be completed for persons or parties who are no longer involved conducting the clinical trial, or at the Site Closure Visit.
9. In the event of change of PI, 
(i) Record an end date for all delegated persons or parties on this Delegation Log;
(ii) Complete a new Delegation Log for the new PI; and
(iii) Retain all versions of the Delegation Log.
10. Each task number should be entered separately (e.g., 1, 2, 3) and not grouped together (e.g., 1-3).



TO BE COMPLETED BY THE PRINCIPAL INVESTIGATOR (PI)

By signing the Delegation Log, I will confirm the following:

1. I will be responsible for the overall trial conduct and reported trial data.

2. I will maintain investigator oversight.

3. I will authorise the delegation of trial-related activities to each person or party as listed.

4. I will ensure that the delegated persons or parties:
(i) Are qualified (by education, training and experience) to discharge their delegated tasks; 
(ii) Are adequately informed about the relevant aspects of the protocol, investigational product and their delegated tasks in a timely manner; and
(iii) Complete the required trial-related training to enable them to fulfil their delegated tasks that go beyond their usual training and experience. 

5. I will ensure that any changes to the persons, parties or delegated tasks will be recorded in a timely manner.

	Name of Principal Investigator
	Principal Investigator’s Signature
	Principal Investigator’s Initials
	Start Date
[DD MMM YYYY]
	End Date
[DD MMM YYYY]

	

	
	
	
	







LIST OF DELEGATED TASKS 

	Qualified / Trained Investigator
	Qualified / Trained Investigator Site Staff 

	1. Obtaining Informed Consent
2. Performing Physical Examination
3. Performing Eligibility Assessment
4. Reviewing test results
5. Prescribing Investigational Product (IP)
6. Making trial-related medical / dental decisions
7. Signing Case Report Forms
8. Signing off Data Queries
9. Assessing Adverse Events / Serious Adverse Events
10. Reviewing safety notifications
11. Unblinding
12. Others (please specify the task): 
13. Others (please specify the task): 
14. Others (please specify the task): 




	15. Communicating with IRB
16. Screening / recruiting participants
17. Obtaining Medical History
18. Assisting with explanation of informed consent materials
19. Collecting Demographics
20. Obtaining Vital Signs
21. Performing ECG
22. Performing randomisation
23. Investigational Product (IP) Management
a. IP Receipt
b. IP Storage
c. IP Repackaging / Relabelling
d. IP Transfer
e. IP Dispensing and Accountability
f. IP Preparation
g. IP Administration
h. IP Return / Destruction
24. Handling Biological Samples 
a. Collecting biological samples
b. Processing biological samples
c. Storing biological samples
d. Shipping biological samples
e. Destroying biological samples
25. Case Report Form (CRF)
a. Completion of CRF
b. Correction of CRF
c. Responding to Data Queries
26. Managing trial supplies
27. Maintaining Essential Records
28. Others (please specify the task):
29. Others (please specify the task): 
30. Others (please specify the task): 





	To be completed upon delegation of persons or parties
	To be completed when person or party exits the trial

	Name
	Signature 
	Initials

	Role
	Delegated Tasks 
	Delegation 
Start Date 
[DD MMM YYYY]
	PI Initials & Date 
[DD MMM YYYY]
	Delegation 
End Date 
[DD MMM YYYY]
	PI Initials & Date 
[DD MMM YYYY]


	


	
	
	
	
	
	
	
	




	
	
	
	
	
	
	
	
	




	
	
	
	
	
	
	
	
	




	
	
	
	
	
	
	
	
	




	
	
	
	
	
	
	
	
	






COMMENTS (To be completed if applicable, and initialled and dated)
	


	


	





	To be completed upon delegation of persons or parties
	To be completed when person or party exits the trial

	Name
	Signature 
	Initials

	Role
	Delegated Tasks 
	Delegation 
Start Date 
[DD MMM YYYY]
	PI Initials & Date 
[DD MMM YYYY]
	Delegation 
End Date 
[DD MMM YYYY]
	PI Initials & Date 
[DD MMM YYYY]


	


	
	
	
	
	
	
	
	




	
	
	
	
	
	
	
	
	




	
	
	
	
	
	
	
	
	




	
	
	
	
	
	
	
	
	




	
	
	
	
	
	
	
	
	






COMMENTS (To be completed if applicable, and initialled and dated)
	


	


	





	To be completed upon delegation of persons or parties
	To be completed when person or party exits the trial

	Name
	Signature 
	Initials

	Role
	Delegated Tasks 
	Delegation 
Start Date 
[DD MMM YYYY]
	PI Initials & Date 
[DD MMM YYYY]
	Delegation 
End Date 
[DD MMM YYYY]
	PI Initials & Date 
[DD MMM YYYY]


	


	
	
	
	
	
	
	
	




	
	
	
	
	
	
	
	
	




	
	
	
	
	
	
	
	
	




	
	
	
	
	
	
	
	
	




	
	
	
	
	
	
	
	
	






COMMENTS (To be completed if applicable, and initialled and dated)
	


	


	





Version Date: <DD MMM YYYY>							Page ___ of ___


