

	CLOSE-OUT REPORT – MU
Short title



[bookmark: _GoBack]
	CIP/Protocol

	 Full title of investigation
	Sponsor
	

	Investigation without/outside approved CE marking
	YES    ☐    NS-EN ISO 14155:2020 
                    and MU SOP applies
NO      ☐
If “no” – initiation report for Clinical Intervention Studies (CIO) should be considered
	Date of visit
	

	Study center

	
	REK no.
	

	Principal Investigator

	
	Report no.
	





	
	Name
	Role

	Site Personnel present

	
	

	Monitoring performed (check box)
	On-site
	
	Off-site
	
	

	Monitor(s)

	
	

	Monitoring plan
	Version no: 
	




	1. Inclusion status AT SITE


	# subjects planned: 
	
	
	

	# subjects screened:
	
	# subjects Discontinued before inclusion/randomisation
	

	# subjects Included/randomised 
	
	# subjects Discontinued after inclusion/randomisation:
	

	# subjects Completed:
	
	
	

	Comments:
Monitors are encouraged to modify this table to accommodate the investigation being monitored.





Please comment on the marks made in the gray boxes
	2. 	Final status of the investigation
	Yes
	No
	N/A
	Not checked

	2.1. Has the investigation been completed according to plan?
	
	
	
	

	2.2 	Was the investigation prematurely discontinued for safety reasons?
	
	
	
	

	Comments:






	1. 
3. 	CIP/Protocol deviation, deviation from GCP
	Yes
	No
	N/A
	Not checked

	3.1. Have any CIP/protocol deviations/ deviations from GCP been found? 
	
	
	
	

	3.2. Are CIP/protocol deviations documented, and if necessary: explained?
	
	
	
	

	3.3. Are deviations from protocol addressed, and are necessary preventive measures introduced?
	
	
	
	

	 If yes, please provide a short description here:






	3. CRF and source data
	Yes
	No
	Not applicable
	Not checked

	3.1	Have all issues from previous monitoring visits been addressed?
	
	
	
	

	3.2	Is the CRF for all investigational subjects completed satisfactorily and 	finally approved (signed) by an investigator?
	
	
	
	

	Comment:






	4. 	Medical Device under investigation
	Yes
	No
	N/A
	Not checked

	4.1	For blinded studies, is the blinding intact?
	
	
	
	

	4.2	In case of blinding, is this done according to procedure?
	
	
	
	

	4.3 	Has the return/destruction of the device been documented?
	
	
	
	

	4.4 	Has device accountability been completed, if applicable?
	
	
	
	

	Comments:






	5. Investigator’s Site File (ISF) / Trial Master File (TMF)
	Yes
	No
	Not applicable
	Not checked

	5.1	Is the ISF/TMF up to date and complete at closing and ready for archiving? 
	
	
	
	

	5.2	For ISF in a multi-center investigation: Has the investigator sent copies of 	documents to the sponsor for filing in the TMF?
	
	
	
	

	5.3	For TMF in multi-center investigation: Are copies of documents to be filed 	in the TMF available from all sites? 
	
	
	
	

	Comment:





	6. Deviations 
	Yes
	No
	Not applicable
	Not checked

	6.1	Are there any deviations in this visit report not described above?
	
	
	
	

	6.2	Are all deviations documented according to the sponsor’s deviation 	handling plan?
	
	
	
	

	Comment:





	7. Archiving 
	Yes
	No
	Not applicable
	Not checked

	7.1	Is there a plan for long term archiving of the ISF/TMF? 
	
	
	
	

	7.2	Are the identification log and the informed consent forms kept separate 	from the CRF?
	
	
	
	

	7.3	Are systems in place to assure access to source data throughout the 	archiving period?
	
	
	
	

	Comment: 






	8. Duties of registration and reporting
	Yes
	No
	Not applicable
	Not checked

	8.1	Is the investigation reported as completed according to internal 	guidelines, where such exists? 
	
	
	
	

	8.2	Has the sponsor reported the investigation as completed to competent 	authority?
	
	
	
	

	8.3 	Has the sponsor sent a final report to the competent authority?
	
	
	
	

	8.4 	Has the sponsor sent a final report to the EC?
	
	
	
	

	8.5 	For studies in Norway, has the national coordinating investigator updated 	information on the hospital’s web pages?
	
	
	
	

	8.6 	Has the sponsor updated information at ClinicalTrials.gov?
	
	
	
	

	Comment:






	9. Status for cooperating with the monitor
	Yes
	No
	Not applicable
	Not checked

	9.1	Has the investigation been monitored according to the monitoring plan? 
	
	
	
	

	9.2	Is the monitoring considered complete by the monitor? 
	
	
	
	

	Comment:



















	11 	Other issues				 NONE   ☐

	Comments:









	13. Signatures

	Report completed by:



												
Monitor								Date





												
Sponsor/National Coordinating Investigator				             Date 



A signed copy must be filed in the TMF by the sponsor, and a signed copy retained by the monitor.










APPENDIX 1


FOLLOW-UP AT SITE

	CIP/Protocol
	

	Visit date 
	

	Study Center
	
	Report no.
	

	Principal Investigator

	
	Monitor
	





	13. Remaining issues			NONE   ☐

	Issue
	Recommended Action
	Completed by
	Date

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	Comment:






	14. Signature				

	
Confirmation
The follow-up issues /actions are completed: 



_______________________________________________________________________________________
Name			                                 Role in study			Date



Signed original: Investigator site file
Copy: Monitor
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