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DELEGATION LOG
	SOtagliflozin in Patients with Heart failure Symptoms and Type 1 Diabetes (SOPHIST)

	IRAS ID:
	1007807
	
	Sponsor:
	University of Dundee/ NHS Tayside
	
	Principal Investigator:
	

	EudraCT ID:
	
	
	Chief Investigator:
	Dr Ify Mordi
	
	Site:
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* Study roles include but not limited to investigators, research nurses, research managers, technicians, pharmacists, admin assistants, data managers

** Key tasks delegated by CI/PI
All staff involved with the trial should be on this log, including CI (if single-centre study) and PI
List Key Duties. Delegated duties should be listed numerically and sequentially, e.g. 1, 2, 3, 4; hyphens should be avoided, e.g. 1-4
Specify any duties not listed below, as necessary.
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List Key Tasks e.g. (change to study specific as necessary) 

	1. Obtaining R&D approvals 

2. Ensure contracts are in place

3. Disseminate current trial documents

4. Maintaining ISF

5. Maintaining PSF

6. Archiving

7. TRuST training

8. Castor training

9. Recruitment process

10. Obtain informed consent

11. Medical history
	12. Physical examination

13. Visit assessments

14. Confirm inclusion/exclusion criteria (for CTIMPs must be medically qualified)
15. Randomisation

16. Provide nursing support to participant

17. Provide medical support to participant

18. Prescribe trial medication (for CTIMPs must be medically qualified)
19. Dispense trial medication

20. Issue trial medication
21. Trial medication accountability

22. Obtain laboratory samples
	23. Process laboratory samples

24. CRF and study documentation completion

25. CRF sign-off

26. AE/SAE reporting
27. Assessing AE/SAE causality, seriousness and severity (for CTIMPs must be medically qualified)
28. Entering data into database

29. Data check

30. Delegate tasks 5, 19, 21

31. Unblinding
32. Provide education and review glucose and ketone management
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