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Staff Signature and Delegation of Responsibilities Log
	Short Study Title:
	
	Chief Investigator
	

	Site Name & Number:
	
	JREO number:
	

	Principal Investigator (PI):
	
	EudraCT Number:
	


	Print Name 
	Study Role1
	Task performed2
	Start Date


	End Date


	Usual document endorsement

e.g. initials 
	Full Signature3
	PI Signature4

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	


1Study roles include but not limited to investigators, research nurses, research managers, technicians, pharmacists, admin assistants, data managers

2List Key Tasks e.g.:
1 Screen and enroll subjects.






7        Investigator Site File set up and maintenance
      13     Administer IMP

2 Obtain informed consent 






8        AE/R(s) recording and follow up

      14     Prescribing of IMP

3 Medical history & physical examinations (confirm inclusion/exclusion criteria) 

9        SAE reporting to Sponsor


      15.    <insert trial specific task or delete>
4 Enter data in CRF







10      Protocol training of new personnel

      16.      <insert trial specific task or delete>
5 Correct data in CRF







11      Named responsibility in absence of PI at site
      17.    <insert trial specific task or delete>
6 Database data entry (if applicable)





12      Preparation/handling/dispensing of IMP          
      18.    <insert trial specific task or delete>
3 This signature confirms that he/she has been adequately trained in the task and is competent to perform the task.
4 The PI confirms that he/she has provided adequate training in the task that he/she delegated to the named individual.
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