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Trial subject screening and enrolment 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 (acronym):


	Dossier number (ABR):

	Principal investigator:


	Site:


Use this form to record all subjects approached for study participation. Data on this form must be anonymous and should not contain any identifiable subject data. This anonymous log tracks the number of subjects that has been screened and the number of subjects that was not enrolled and for what reason(s). 
Add as many pages as required. Sign and date the last page of this form after enrolment of the last subject. 
Distribution: Original in trial master file / investigator site file. At the end of the study a copy of the log completed by the participating sites should be filed in the trial master file.
	Subject

screening number:
	Informed consent form signed? (Y/N)
	Date informed consent form signed:

(dd/MMM/yyyy)
	Enrolled?

(Y/N)
	Date enrolled: (dd/MMM/yyyy)
	Reason(s) for failed eligibility / 
not enrolling (see code list below):
	Subject identification number:*



	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


*Subject identification number is the number assigned to the subject as soon as the subject has been enrolled/randomized (=included in the study). If a subject has been screened but is not eligible for the study (screen failure), the subject identification number is not applicable.
Code list for reason(s) not enrolled:

	No.
	Reason not enrolled
	No.
	Reason not enrolled

	1
	Subject missed for screening (e.g. time window for inclusion exceeded)
	8
	No reason / reason unknown

	2
	Subject is not eligible (please specify applicable in- and/or exclusion criteria)
	9
	

	3
	Subject is not interested in study participation
	10
	

	4
	Subject does not want to undergo certain treatments or study procedures
	11
	

	5
	Subject is participating in a competing study
	12
	

	6
	Risk(s) are too high in the opinion the subject
	13
	

	7
	Burden of the study is too high in the opinion of the subject (e.g. time-consuming, travel distance)
	14
	


________________________________  
_______________

Signature principal investigator
Date
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