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IRAS number:    


Sponsor (EDGE number):
All those involved in the above study must read the protocol (and amendments if applicable) and understand their role as outlined in the protocol


	
	Name (print)
	Job title
	Signature
	Signed Initials
	List duty categories
	PI signature ONLY & date
	Start date
	Leaving date
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Key for list of duty categories:

1. Obtaining informed consent
8.   Medical prescriptions

2. Physical exam / clinical evaluations
9.   Drug accountability

3. Source document entry (i.e. Medical notes)
10. Maintaining investigator file

4. CRF completion / data entry
11. Archiving

5. Resolving data queries
Other duties specific to above study, please specify below:
6. Review and assessment of adverse events & SAE
12. …………………………….
7. 
Reporting adverse events, SAEs and SUSARs
13.…………………………….. 
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