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	Investigator Delegation Log

	Study title:      
BASEC N°:      
	Sponsor:      
Study Site:      

	There is only one principal investigator (PI) per site at a given time, but if there is a change in PI during the course of the study, this can be documented here.
By signing the first page, the new principal investigator (PI) 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 PI is a substantial amendment and requires EC approval before implementation.
The PI is also invited to indicate on this first page the tasks he or she assumes.
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[bookmark: _Hlk138684529]*  Delegated tasks (to be adapted for each study):
	1. Submission / Correspondence with EC
	6. Randomisation
	11. Biological samples shipping
	16. Study staff training
	21. 

	2. Participant information on the study
	7. IMP prescription
	12. Test / Lab results interpretation
	17. (S)AE / DD recording / reporting
	22. 

	3. Obtain informed consent
	8. IMP / IMD dispensing / administration
	13. Endpoint evaluation
	18. (S)AE / DD assessment
	23. 

	4. Eligibility criteria assessment
	9. IMP / IMD accountability
	14. CRF entry / correction
	19. Emergency unblinding
	24. 

	5. Medical exam / drug history
	10. Biological samples processing
	15. CRF signing
	20. ISF management
	25.


[bookmark: _Hlk138687985][bookmark: _Hlk145324663][bookmark: _Hlk147683871][bookmark: _Hlk147681230]** Possible roles: Sub-Investigator (Sub-I), Study Coordinator (SC), Study Nurse (SN), Lab Technician (LT), Pharmacist (Ph)
EC= Ethics Committee; IMP / IMD = Investigational Medicinal Product / Investigational Medical Device; CRF = Case report Form; (S)AE= (Serious) Adverse Event; DD = Device Defiency	ISF= Investigator Site File
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