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Site signature and delegation log
This form is developed by the Amsterdam UMC - Clinical Monitoring Center and intended for the use of study staff members involved in the conduct of investigator initiated studies sponsored by Amsterdam UMC only. 

	Study title (short name)
	Prevention of opioid-induced constipation in patients with metastatic cancer (OMAMA)

	Dossier number (ABR) 
	NL80508.029.22

	Site
	


Principal investigator  (PI)
	Name of PI
	PI signature
	PI initials (=paraph)
	Start (ddMMMyyyy)
	End (ddMMMyyyy) 
(complete only if prior to end of study)

	
	
	
	
	

	
	
	
	
	


Study staff 

	Name
	Signature
	Initials (=paraph)
	Function*
	Delegated tasks# -
specify number(s)
	Start date of task(s) 

(ddMMMyyyy)
	PI initials (=paraph) 
	End date of task(s)

(ddMMMyyyy)
	PI initials (=paraph) 


	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	


* CI = Coordinating Investigator, CRC = Clinical Research Coordinator, DM = data manager, Sub-I = Sub Investigator,  RN = Research Nurse, RA = Research Assistant, P = Pharmacist, Other: (please specify)
# Example of study delegated tasks: 
	1. Obtain informed consent**
	13. Perform I(M)P accountability

	2. Subject selection/recruitment
	14. Study drug storage and temperature monitoring

	3. Randomisation**
	15. Sample collection

	4. Unblinding (only after approval of PI)*
	16. Sample processing and/or shipment

	5. Confirm eligibility (review inclusion/exclusion criteria)** 
	17. Make entries/corrections on (e)CRFs and resolve queries

	6. Perform physical examination*
	18. Maintain essential documents (TMF/ISF)

	7. Perform study-related assessments as per protocol
	19. Create and maintain data management plan

	8. Assess AEs/SAEs*
	20. Questionnaire / diary administration (e.g. distribution, collection)

	9. Record / report AEs/SAEs
	

	10. Evaluate study-related test results*
	21. Other (specify)____________________________________________

	11. Prescription of I(M)P* 
	22. Other (specify)____________________________________________

	12. Dispense / administer I(M)P
	23. Other (specify)____________________________________________


* May only be performed by the PI or a delegated physician 
** May be delegated to a research nurse, provided that the PI or a delegated physician is available to answer medical questions.
	Principal investigator’s end of study declaration

I hereby confirm that the above information is accurate and complete.

________________________________  
_______________

Signature principal investigator  
Date


                          


Guidance and important notes:

· All personnel who have been delegated significant study related duties or tasks, which the principal investigator would otherwise do, must be listed on the log. The intention of the log is not to capture every task that an individual may perform, but to list the study personnel and the key study duties/tasks that they have been delegated. This would be any duty/ task that could impact significantly on subject safety, protocol compliance, quality and the integrity of the study data. A selection of study tasks have been listed on the log, however protocols may have additional tasks not listed. 

· All staff delegated to significant study related duties must show evidence of education and training appropriate to the role to confirm that they are qualified to perform the delegated task. The training should be documented on a study training log (see form GCT T21) or a training certificate can act as proof of training.
· Information entered in all sections of the log should be legible and correct. The principal investigator and site staff who have been delegated duties/tasks should use the same signature and initials, as provided on the site signature and delegation of responsibility log, when signing study related documents. The signature and initials columns need to be handwritten to allow validation of signatures/initials used for study related documentation e.g. consent form, source documents, CRF entry, drug logs, etc.
· The log must be updated in a timely manner as personnel are added or removed and/or study roles and responsibilities change. 

· Change of principal investigator. If during the course of the study there is a change in the principal investigator the current principal investigator should complete the end date, (END column in the table), as the final date on the study. The new principal investigator should complete the row in the table  “Principal investigator”. 

· Names: Print or write legibly the full legal names of the site staff members who will be assigned key study tasks related to the clinical study/study. Always record only one name per line.

· Signature: Each individual assigned a task must sign in the column next to their name. This signature will be used to compare entries made later on study related documentation by the individual. 

· Study tasks: Use the study task key to assign the tasks delegated. Record the numbers corresponding to the tasks. Numbers recorded can be consecutive numbers, or

range, e.g. 1,3,5,6, or 1-4; 8-11. Ensure that tasks are aligned with the roles, expertise and training of the individuals. If there are additional study-specific tasks that are not included on the log, use the “Other” designation and specify the task. 

· Start of task (format: ddMMMyyyy): “Start” indicates the start date when the individual has been delegated study tasks note: All study training appropriate to the role should be completed prior to the delegation of the task. No study related tasks can be performed prior to training. The start date must be initialled by the PI prior to performing study related tasks. 
· End of task (format: ddMMMyyyy): “End” indicates the date when the individual is no longer participating on the study. For each site staff individual, this may be a different date depending on when their involvement in the study has concluded. The “End date” should be left blank unless the individual’s involvement concluded prior to the end of the study, at which point, an end date should be entered. If no entry is made in this column, it is assumed that the tasks were conducted until the completion of the study (the date of the close-out visit). After “End date”, the particular person will not undertake any delegated tasks and all passwords/accesses for study related systems must be terminated.
· If extra space is required for any fields, use the next line below.
· If extra rows are needed in the completion of this log then, duplicate the second page of the Site signature and delegation of responsibilities log and number pages accordingly (3a,3b,etc).
.
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