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DELEGATION LOG (English version)
Elective Adhesiolysis vs. a Wait-and-see Policy to Prevent Recurrences after Conservative Treatment of Adhesive Small Bowel Obstruction

	NL number or EU CT (CTIS) number
	NL88020.091.24

	PaNaMa number
	PaNaMaID: 116421

	Acronym
	AWARE-trial

	Name (local) principal investigator
	

	Study location/site number
	



	Name of employee
(first and last name)
	Function
	Responsibility **

	Employee signature

	Employee initials (in Dutch: paraaf)
	Starting date
(dd-mm-yyyy)
	Authorization by PI *
 (initials & date
dd-mm-yyyy)
	Stop date employee
(dd-mm-yyyy)
and initials PI


	
	
	
	
	
	_ _ - _ _ - _ _ _ _
	_ _ - _ _ - _ _ _ _
	_ _ - _ _ - _ _ _ _

	
	
	
	
	
	_ _ - _ _ - _ _ _ _
	_ _ - _ _ - _ _ _ _
	_ _ - _ _ - _ _ _ _

	
	
	
	
	
	_ _ - _ _ - _ _ _ _
	_ _ - _ _ - _ _ _ _
	_ _ - _ _ - _ _ _ _

	
	
	
	
	
	_ _ - _ _ - _ _ _ _
	_ _ - _ _ - _ _ _ _
	_ _ - _ _ - _ _ _ _

	
	
	
	
	
	_ _ - _ _ - _ _ _ _
	_ _ - _ _ - _ _ _ _
	_ _ - _ _ - _ _ _ _

	
	
	
	
	
	_ _ - _ _ - _ _ _ _
	_ _ - _ _ - _ _ _ _
	_ _ - _ _ - _ _ _ _

	
	
	
	
	
	_ _ - _ _ - _ _ _ _
	_ _ - _ _ - _ _ _ _
	_ _ - _ _ - _ _ _ _

	
	
	
	
	
	_ _ - _ _ - _ _ _ _
	_ _ - _ _ - _ _ _ _
	_ _ - _ _ - _ _ _ _

	
	
	
	
	
	_ _ - _ _ - _ _ _ _
	_ _ - _ _ - _ _ _ _
	_ _ - _ _ - _ _ _ _

	
	
	
	
	
	_ _ - _ _ - _ _ _ _
	_ _ - _ _ - _ _ _ _
	_ _ - _ _ - _ _ _ _

	
	
	
	
	
	_ _ - _ _ - _ _ _ _
	_ _ - _ _ - _ _ _ _
	_ _ - _ _ - _ _ _ _

	
	
	
	
	
	_ _ - _ _ - _ _ _ _
	_ _ - _ _ - _ _ _ _
	_ _ - _ _ - _ _ _ _


DELEGATION LOG (English version), continued


	Name of employee
(first and last name)
	Function
	Responsibility **

	Employee signature

	Employee initials (in Dutch: paraaf)
	Starting date
(dd-mm-yyyy)
	Authorization by PI *
 (initials & date
dd-mm-yyyy)
	Stop date employee
(dd-mm-yyyy)
and initials PI


	
	
	
	
	
	_ _ - _ _ - _ _ _ _
	_ _ - _ _ - _ _ _ _
	_ _ - _ _ - _ _ _ _

	
	
	
	
	
	_ _ - _ _ - _ _ _ _
	_ _ - _ _ - _ _ _ _
	_ _ - _ _ - _ _ _ _

	
	
	
	
	
	_ _ - _ _ - _ _ _ _
	_ _ - _ _ - _ _ _ _
	_ _ - _ _ - _ _ _ _

	
	
	
	
	
	_ _ - _ _ - _ _ _ _
	_ _ - _ _ - _ _ _ _
	_ _ - _ _ - _ _ _ _

	
	
	
	
	
	_ _ - _ _ - _ _ _ _
	_ _ - _ _ - _ _ _ _
	_ _ - _ _ - _ _ _ _


*	Initials and date of PI indicates when delegated responsibilities have been authorized. This date must not be later than the stated starting date of the delegated responsibilities. 

**	Codes for responsibilities:

	1.
	Screening of study participants
	10.
	Data-entry CRF and corrections

	2.
	Randomization of study participants
	11.
	Assessing of AE/SAE and SUSARs

	3.
	Informed Consent procedure
	12.
	Statistical analysis

	4.
	Performing physical examination 
	13.
	Other (specify): 

	5.
	Preparation of study medication 
	14.
	Other (specify):

	6.
	Administration of study medication 
	15.
	Other (specify):

	7.
	Drug accountability
	16.
	Other (specify):

	8.
	Blood drawal
	17.
	Other (specify):

	9.
	Sample processing
	18.
	Other (specify):



	
	Name of (local) Principal Investigator
	Signature of (local) Principal Investigator
	Date (dd–mm-yyyy)

	Confirmation that the above mentioned is correct.  
Place signature at the end of the study. 
	
	
	_ _ - _ _ - _ _ _ _
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Explanation and instructions Delegation log

The Delegation log is used to describe and confirm the tasks and actions delegated by the (local) Principal Investigator to members of the study team during the execution phase of the study. During and after completion of the study it must be possible to check how study tasks were distributed at any time.
When delegating actions and tasks, the Principal Investigator should take into account the nature of the study and the qualifications and competences of the person to whom the task has been delegated. The Principal Investigator remains ultimately responsible for delegated tasks.

· Make this form study-specific prior to the start of the study and keep it for your own use in the Trial Master File (TMF) and Investigator Site File (ISF). 
Complete the codes for responsibilities with study specific tasks (e.g. making an ECG or MRI, etc., assessing the ECG or MRI, etc.). 

· Make sure that this document is kept up to date throughout the study.

· At the end of the study, place signature and date, and complete the page numbering.

· Archive this document in the ISF/TMF.
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