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BMT CTN SAMPLE  
Site Signature and Delegation of Responsibility Log

                                                                                                                                                                                   
Site Name: ________________________________         Principal Investigator (PI) Name: ____________________________
Protocol Title/Number: 
	Print Name of Authorized Staff
	Role*
	Study Responsibilities**
	Signature of Authorized Staff
	Written Initials
	Study Participation Dates 
(DDMMYYYY)

	
	
	
	
	
	Start Date
	PI Initials 
and Date
	End Date
	PI Initials 
and Date

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	



	*Role Codes:   

PI: Principal Investigator 
SI: Sub-Investigator
SC: Study Coordinator 
PH: Pharmacist 
RG: Regulatory 
Coordinator
LB: Laboratory Staff 
DE: Data Entry Staff
Others: Please specify 
	**Delegation of Responsibilities Codes:   

	1. Confirm study eligibility (Inclusion/Exclusion Criteria Assessment)  
2. Make study related medical decisions
3. Perform study specific assessments
4. Review study related test results
5. Assess AE/SAE Causality
6. Assess/sign off on safety notifications
7. Sign off on eCRFs
	8. Prescribe study medication and determine treatment doses
9. Perform study medication accountability 
10. Obtain informed consent
11. Recruit study subjects
12. Study Coordination
13. CRF entries/corrections/query resolution
14. Maintain essential documents 
 
	15. Manage IRB Submissions and Communication
16. Study specific specimen handling
17. Ship biospecimens/Global Trace entry
18. Other___________________ 



			


Principal Investigator’s Signature (Close Out): ______________________________    		Date (DDMMMYYYY): _______________
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