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*Delegated tasks (to be adapted for each study):
	1. Study design
	6. Quality management (incl. SOPs)
	11. Contracts management
	16. 
	21. 

	2. Study documents development
	7. IMP / IMD manufacturing, shipment, destruction
	12. Data management (incl. access management)
	17. 
	22. 

	3. Submission / Correspondence with EC
	8. TMF management
	13. Safety management (incl. review of SAE, new IB versions, …)
	18. 
	23. 

	4. Submission / Correspondence with RA
	9. Monitoring
	14. Biobank
	19. 
	24. 

	5. Project management / coordination (incl. training)
	10. Budget, finance management 
	15. Auditing
	20. 
	25. 


** Possible roles: Project Manager (PM), Regulatory Affairs specialist (RA), Statistician (St), Data Manager (DM), Monitor (M), Safety team member (Saf), Pharmacist (Ph), Lab Technician (LT), Legal Department member (LD), …

EC= Ethics Committee; RA = Regulatory Authority; SOP = Standard Operating Procedure, IMP / IMD = Investigational Medicinal Product / Investigational Medical Device; TMF= Trial Master File ; (S)AE= (Serious) Adverse Event; IB = Investigator’s Brochure
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	Sponsor Delegation Log

	Study title:      
BASEC N°:      
	Sponsor:      


	If there is a change in sponsor during the course of the study, this can be documented here.
By signing the first page, the new sponsor certifies that the entries in the following pages are still valid and that he/she also authorises the respective staff to assume the mentioned responsibilities. Note that a change of sponsor is a substantial amendment and requires EC approval before implementation.
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