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	ACTION-1 -studie, NL66759.029.19 , Site Signature and Delegation Of Responsibilities Log



	Study Sponsor:
	
	Principal Investigator:
	

	Protocol /Study Number:
	
	Study site Number:
	

	Country:
	
	


	THIS FORM IS TO BE COMPLETED BY SITE PERSONNEL INVOLVED IN THE STUDY TO WHOM THE INVESTIGATOR HAS DELEGATED SIGNIFICANT STUDY-RELATED DUTIES AND PRIOR TO CONDUCTING ANY STUDY RELATED ACTIVITIES. 

THE PRINCIPAL INVESTIGATOR MUST ENSURE THAT PERSONNEL ONLY START THE DELEGATED STUDY-RELATED TASKS AFTER CONFIRMING THAT THEY HAVE RECEIVED STUDY RELATED TRAINING APPROPRIATE TO THE ROLE.

THE STUDY SITE IS REQUIRED TO MAINTAIN AN UP TO DATE ORIGINAL OF THIS FORM IN ACCORDANCE WITH SPONSOR REQUIREMENTS. 

AN (DATED AND SIGNED) CURRICULUM VITAE AND GCP-certificate OF ALL SITE PERSONNEL INVOLVED IN THE ACTION-study MUST BE PRESENT IN THE INVESTIGATOR SITE FILE.



	Name of Principal Investigator 
	Principal Investigator’s Initials
	Principal Investigator’s Signature*
	Start

(dd/mm/yy)
	End

(dd/mm/yy)

	
	
	
	
	


*My signature confirms/acknowledges that the information contained here is accurate and that:

· I will remain responsible for the overall study conduct and reported data. 

· I will ensure study oversight. 

· I will authorize the delegation of study-related tasks to each individual as listed.

· The study tasks listed will only be delegated by me to skilled and qualified staff appropriately trained for the role.

· I will ensure that all personnel assisting in the conduct of the study are informed about their obligations and will not have performed any delegated study-related tasks prior to appropriate delegation and completion of study training appropriate to the role. 

· I will ensure that site staff receives, in a timely manner, the appropriate information and training. 

· I will ensure that any and all changes in staff or delegated study-related task will be recorded in a timely manner.

	PI
	(Local) principal investigator
	RC
	Researchcoördinators /data entry

	SO
	Sub-investigator 
	SI
	Sponsors investigator (DLZ)


Study Task Key:
	1
	Screes/recruit study subjects

 (including confirmation eligibility (Inclusion/Exclusion)
	7
	Perform study-related assessments (ACT measurements during surgery)

	2
	Inform patients about the ACTION-1 study
	8
	Make study related medical decisions

	3
	Obtain Informed Consent
	9
	Contact by telephone NO SHOW patients 30 days and 6 weeks after surgery

	4
	Registration and randomisation subjects in CASTOR EDC
	10
	Send surveys  (including  coordinate)

	5
	Make entries/correct eCRF, resolve queries

	
	

	6
	 Report of SAEs (by mail to the sponsor)


	
	


	Name 1
	Study role
	Signature

My signature below indicates I accept the

study tasks
	Initials
	Start of tasks

(dd/mm/yyyy)
	Stop of tasks

(dd/mm/yyyy)
	Study tasks 
(selected from key)
	Prinicpal investigator

	
	
	
	
	
	
	
	Initials
	Date

	
	PI
	
	
	
	
	1 - 10
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	


1 AN (DATED AND SIGNED) CURRICULUM VITAE AND GCP-certificate OF ALL SITE PERSONNEL INVOLVED IN THE ACTION-study MUST BE PRESENT IN THE INVESTIGATOR SITE FILE.
	Name 1
	Study role
	Signature

My signature below indicates I accept the

study tasks
	Initials
	Start of tasks

(dd/mm/yyyy)
	Stop of tasks

(dd/mm/yyyy)
	Study tasks 
(selected from key)
	Prinicpal investigator

	
	
	
	
	
	
	
	Initials
	Date

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	


1 AN (DATED AND SIGNED) CURRICULUM VITAE AND GCP-certificate OF ALL SITE PERSONNEL INVOLVED IN THE ACTION-study MUST BE PRESENT IN THE INVESTIGATOR SITE FILE
Study closure
	Principal investigator
	Initials
	Signature
	Date (dd/mm/yyyy)

	
	
	
	

	Name monitor 
	Initials
	Signature
	Date (dd/mm/yyyy)

	
	
	
	


	

	
	
	
	4-1-2021
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	Manager Clinical Research Bureau

Voorzitter Clinical Research Bureau
Voorzitter Data Safety Monitoring Board 

Manager bedrijfsvoering divisie VI
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