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TPL022 Site Personnel Delegation Log

	Protocol Number:

	Study Title:



	IRAS number: 



	Principal Investigator:



	Site Name:



	Site Number:



	Site Address:




Responsibilities: (Examples; not exhaustive)

Participant identification

1. Review of Inclusion/Exclusion Criteria

2. Informed Consent

3. Safety reporting oversight
4. AE/SAE identification and reporting
5. AE/SAE assessment 
6. Site File Maintenance

7. Physical Examination

8. Medical History

9. Phone Follow-up

10. Collection of biological samples, processing, storing and/or shipping
11. Randomisation
12. Conduct study visit procedures (e.g. vital signs/ECG/Urinalysis/questionnaires)
13. eCRF data entry/query completion
14. eCRF sign off
15. IMP/placebo dispensing

16. IMP/placebo reconstitution

17. IMP/placebo accountability

18. IMP/placebo dispensing

19. IMP/placebo reconstitution

20. IMP/placebo accountability

21. IMP/ placebo prescribing

22. Monitoring / query resolution
23. Archiving

24. Other (please specify):_____________

Site Personnel Responsibilities:
	Name
	Role in the Trial
	Responsibilities
	Initials
	Signature
	Date 

Started

dd/mm/year
	PI Signature & Date
	Date

Finished

dd/mm/year
	PI Signature & Date

	Dr M Aybee
	Principal Investigator
	1,2, 3, 5, 10
	
	
	
	
	
	

	Miss M Pathic 
	Clinical Research Nurse
	1, 4, 5, 7, 8, 9, 12,13, 14
	
	
	
	
	
	

	Mrs A N O’Dyne
	Pharmacist
	6
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	


The above study personnel are delegated to perform the respective activities for the (Insert Title of Study), under my supervision. These study personnel have been trained to perform these activities in compliance with ICH GCP. I understand that as Principal Investigator I am responsible for the overall conduct of the trial at this site. I will update the form if the designated responsibilities change.

Signed: ………………………………………..

Dated: ………………………………………..
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