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	Protocol Title

	

	
	Investigational Product/Device (if applicable)
	

	
	Principal Investigator
	

	
	Site Location
	


Please document N/A (date and initial) next to items below that are not applicable to your particular study. 
Insert additional responsibilities as required.
	1
	Obtain Informed Consent


	7
	Perform physical exam
	13
	Submit and maintain IRB approvals and renewals

	2
	Make subject eligibility/enrollment decisions


	8
	Obtain blood and/or other samples
	14
	Maintenance of documentation for Investigator Site File

	3
	Prepare and dispense Investigational Product
	9
	Process blood and/or other samples
	15
	Record/document unanticipated problems involving risk to participants or others

	4
	Perform Investigational Product accountability activities
	10
	Entries and/or corrections to CRF/eCRF data
	16
	Assess causality for adverse events

	5
	Administer study drug
	11
	Resolve queries
	17
	Completion and submission of unanticipated problems (including adverse events)

	6
	Obtain and record medical  and surgical history


	12
	Perform study related assessments
	18
	Other (please specify)


	Name (printed)

Role on Study
	Signature
	Responsibilities
	Initials
	From (date)
	PI Initials and Date 
	Until (date)
	PI Initials and Date



	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	


Sign at start of the study.
By signing below, I have assured that the staff members noted above have been trained on the study protocol and research requirements. I have authorized the individuals noted with delegation of responsibility.
Principal Investigator Signature: ______________________________

Date: _________________
