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	MONITORING PLAN
	1(1)

	Study name:
	

	Study code:
	

	EurdraCT number:
	

	Sponsor / Investigator:
	

	Name of study site:
	

	Duration of the study:
	

	Planned No. of subjects:
	



	EXTENT OF MONITORING

	Minimum monitoring as specified by the organisation to implement the obligations of quality policy and good clinical practice.

	

	ITEMS TO BE MONITORED (detailed description)

	· Study initiation visit

	

	

	· 1st monitoring in the beginning of the study: 

	Items to be checked are: study documentation in investigator’s trial file, informed consents of screened and enrolled study subjects and CRFs completed by the date of monitoring visit of 1-2 first enrolled subjects, storing conditions of investigational products. Initial timing for the visit is Month Year.

	

	· 2nd monitoring visit after the recruitment has been completed:

	Items to be checked are: informed consents of all screened and enrolled patients, CRFs of 5 study subjects / main parameters, (serious) adverse events and dosing details of all study subjects, study documentation in investigator’s study file, storing conditions of investigational products. Planned timing for the visit is month Year.

	

	· 3rd monitoring visit after last patient has completed the study:

	Items to be checked are: study documentation of investigator’s study file. Planned timing for the visit is Month Year.

	Estimated time used for monitoring

	· Study initiation visit Xh

· 1st monitoring visit Xh

· 2nd monitoring visit Xh

· 3rd monitoring visit Xh

· Other communication


The monitoring plan is valid until further notice and it can be updated by mutual consent.
	
	     
	
	     
	
	     
	

	
	Name of Monitor
	
	Date
	
	Signature
	

	
	     
	
	     
	
	     
	

	
	Name of Sponsor/Investigator
	
	Date
	
	Signature
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