	
	MONITORING VISIT REPORT
	1(3)

	Study name:
	

	Study code:
	

	EudraCT number:
	

	Sponsor / Investigator
	

	Name of study site:
	

	Date of monitoring visit:
	



	PERSONNEL PRESENT DURING THE VISIT

	Name

Position in the study 
(PI, co-investigator, study nurse)

     
     
     
     
     
     
     
     


	

	STUDY STATUS

	Overall progress of the study:
     
Subjects screened:

     
Study start date:
     
Subjects included:

     
Anticipated date of completion:
     
Subjects ongoing:

     
Planned No. of enrolled subjects:
     
Subjects completed:

     
Number of SAEs

     
Subjects withdrawn:

     


	Comments:
	     

	

	MONITORING
	Yes
	No
	Not relevant
	Not checked

	Was the monitoring visit log filled during the visit?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Were there any outstanding issues since last visit? 

(if yes, please specify in comments)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Date of last monitoring visit?
	     

	Comments:
	     

	

	1. Protocol and study conduct
	Yes
	No
	Not relevant
	Not checked

	1.1 Has the study protocol been followed? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	1.2 Has the inclusion / exclusion criteria been respected?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	1.3 Are the screening, identification and enrolment log available and up-to-date?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	1.4 Are signed informed consent forms available for each subject?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	1.5 Have informed consents been obtained according to GCP?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	1.6 Were possible withdrawals reported and explained?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	1.7 Was the Investigator’s Trial File available and up-to-date?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:
	     

	

	2. Ethics committee and Regulatory authorities
	Yes
	No
	Not relevant
	Not checked

	2.1 Has there been any substantial amendments concerning the protocol, written information for subjects etc.?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2.2 Has the Regulatory Authorities and the Ethics Committee been appropriately notified of these amendments before they were implemented?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2.3 Has the reporting of yearly safety update of SAEs to the Regulatory Authorities and the Ethics Committee been done?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:
	     

	

	3. Trial Staff
	Yes
	No
	Not relevant
	Not checked

	3.1 Have there been any changes in the involved study personnel?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3.2 Has an updated and signed Curriculum Vitae been obtained from new investigators / subinvestigators?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3.3 Have all new members of the study personnel signed the delegation and signature log?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3.4 Are all new members of the study personnel informed of the trial and qualified to carry out their trial related duties?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:
	     

	

	4. Facilities / Equipment
	Yes
	No
	Not relevant
	Not checked

	4.1 Have the facilities / resources / equipment at the site remained adequate for the study?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4.2 Have the certificate of analysis and reference values at the laboratory remained the same since last study?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4.3 Does the site have sufficient supplies of study material?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:
	     

	

	5. CRF and source data verification
	Yes
	No
	Not relevant
	Not checked

	5.1 Were source documents available and accurate?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5.2 Were any CRFs reviewed during the visit? (if yes, please specify below)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Subject No.

Visit reviewed

     
     
     
     
     
     
     
     


	5.3 Were CRFs completed adequately and in a timely manner?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5.4 Were all corrections in the CRF dated and initialled by authorised personnel?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5.5 Were CRF entries consistent with source data?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:
	      

	

	6. Investigational product
	Yes
	No
	Not relevant
	Not checked

	6.1 Have the randomisation procedures been followed?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6.2 Is blinding maintained and treatment codes available for emergency situations?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6.3 Has the investigational product been stored appropriately?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6.4 Has the investigational product been used as specified in the protocol?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6.5 Has the accountability of the investigational product been maintained and dispensing documents kept up-to-date? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6.6 Was the IB/Summary of product characteristics for the investigational product present?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6.7 Were there sufficient supplies of the investigational product for the study?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:
	     

	

	7. Handling of adverse events
	Yes
	No
	Not relevant
	Not checked

	7.1 Have all AEs been recorded appropriately?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7.2 Have all SAEs been appropriately recorded and reported, in a timely manner, to the Sponsor / Investigator?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7.3 Have all SUSARs been appropriately reported, in a timely manner, to the Regulatory Authorities and the Ethics Committee? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:
	     

	

	8. Follow up
	Yes
	No
	Not relevant
	Not checked

	8.1 Has a new visit been scheduled to the site?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8.2 Has a follow-up letter been sent to the Investigator?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8.3 Are there any required actions / outstanding issues from this visit? (if yes, please specify)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:
	     

	

	Signatures

	
	     
	
	     
	
	     
	

	
	Name of Study Monitor
	
	Date
	
	Signature
	

	
	     
	
	     
	
	     
	

	
	Name of Sponsor/Investigator
	
	Date
	
	Signature
	


	Version 25.8.2010



