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	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
	Yes
	No

	Has the study been completed as planned?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Has the study been terminated prematurely?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Subjects screened:

     
Subjects completed:

     
Subjects included:

     
Subjects withdrawn:

     
Last subject last visit date:
     
Number of SAEs

     


	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 Were ICH-GCP guidelines and other applicable regulations followed?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	1.3 Was the subject identification log available and up-to-date?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


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

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	1.5 Were possible withdrawals reported and explained?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:
	     

	

	2. Trial Staff
	Yes
	No
	Not relevant
	Not checked

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

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2.2 Were updated and signed Curriculum Vitae and other relevant documentation available for all investigators / subinvestigators?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


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

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:
	     

	

	3. Facilities / Equipment
	Yes
	No
	Not relevant
	Not checked

	3.1 Have the facilities / resources / equipment at the site remained adequate throughout the study?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3.2 Have all study related equipment / materials been returned to sponsor, if applicable?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:
	     

	

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

	4.1 Were completed CRFs available for each subject?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4.2 Are CRF entries consistent with source data?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4.3 Have all queries been addressed?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4.4 Have all outstanding issues concerning CRFs been resolved?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4.5 Have CRFs been copied and originals sent to sponsor / investigator?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:
	      

	

	5. adverse events
	Yes
	No
	Not relevant
	Not checked

	5.1 Have all AEs been recorded appropriately?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5.2 Have all SAEs been appropriately reported to the Sponsor / Investigator, including follow-up?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5.3 Have all SUSARs been appropriately reported to the Regulatory Authorities and the Ethics Committee, including follow-up? 
	 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 Was blinding maintained throughout the study and treatment codes unbroken?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6.3 Was 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 Were the accountability of the investigational product and relevant dispensing documents complete? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6.6 Was the investigational product returned / destroyed as agreed and this appropriately documented?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6.7 Was the pharmacy visited?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:
	     

	

	7. OTHER DEPARTMENTS INVOLVED IN THE STUDY
	Yes
	No
	Not relevant
	Not checked

	7.1 Were there any unresolved issues with other departments?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7.2 Are all updated reference values and certificated available? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7.3 Were any other departments visited?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:
	     

	

	8. Investigator’s trial file
	Yes
	No
	Not relevant
	Not checked

	8.1 Was the investigator’s trial file reviewed during the visit?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8.2 Were all relevant approvals present?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8.3 Were all relevant documents and amendments present?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8.4 Have logs and other documents been completed appropriately?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8.5 Have all appropriate documents been signed?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8.6 Are relevant monitoring reports present?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8.7 Is the file ready to be archived?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:
	     

	

	9. archiving
	Yes
	No
	Not relevant
	Not checked

	9.1 Were the procedures for archiving the study documents discussed?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	9.2 Was the duration of the archiving discussed?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	9.3 Was it ensured that all source data are stored for the defined period of time?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments:
	     

	

	10. Follow up
	Yes
	No
	Not relevant
	Not checked

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

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	10.2 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



