[image: ][image: ][image: Logo

Description automatically generated]


SITE DELEGATION LOG

	Site name
	
	Trial name
	REMAP-CAP

	Site code (ABC-XYZ)
	
	Protocol ID
	NCT02735707

	Local PI
	
	Sponsor
	UMC Utrecht



Site staff should be properly trained, and delegation should be documented and signed off by Local Principal Investigator (PI) on this log before performing any trial-related tasks/ procedures. This form should be updated during the course of the trial in case of any changes in site staff and/or tasks performed. The original log should be maintained on-site in the Investigator Site File (ISF), a copy should be retrieved for Sponsor’s TMF when any updates have been made. In case of a Local PI switch, a new site delegation log should be started.
Local PI statement: By signing below, I declare that during the conduct of the REMAP-CAP trial, site staff whose signatures appear below are delegated to perform the trial tasks as listed in the column ‘Delegated trial tasks’. I confirm that they are qualified and appropriately trained on this trial to perform the delegated tasks. I understand that although I have delegated significant trial-related duties, as the Local PI, I still maintain full responsibility for this trial. 

Local PI dated signature (dd/Mmm/yyyy): ______________________________________
	Trial tasks


	1. Obtain and sign Informed Consent[footnoteRef:1] [1:  Must be done by a physician unless local laws & regulations allow other roles to complete this task
2 Assign task only if required per country law/regulation
3 Trial tasks may be added to the site delegation log to ensure all tasks are listed in compliance with local law and regulations] 

	9. IMP destruction
	17.3 

	2. Assess in-/exclusion criteria1
	10. Administer trial questionnaires
	18.3

	3. Prescribe trial medication1
	11. CRF completion
	19.3

	4. Assess (S)AEs1
	12. Sign-off CRF
	20.3

	5. Randomization of participants
	13. Update ISF
	21.3

	6. (S)AEs reporting
	14. Sampling for pregnancy test2
	22.3

	7. IMP administration
	15. Responsible for reconstitution of IMP2
	23.3

	8. IMP receipt, (re)supply, accountability
	16. Administrative support
	24.3



	Full name
	Role in trial
	Signature
	Delegated trial tasks
	Start date
	PI initials
	Stop date
	PI initials
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