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	Combined Routine Monitoring Visit and Close-Out Visit (RMV-COV) Report    
	<insert Study ID>

	|_| On-site
	|_| Remote



	1. 	Study AND visit details

	Study title
	     

	Sponsor
	     

	Type of study and categorisation
(Switzerland only)
	Type:
Category: 
	Choose an item.
Choose an item.

	Site (location)
	     

	Principal investigator (PI)
	     

	Visit date(s)
	Click to choose a date. 	     

	Date(s) of previous visit
	Click to choose a date.	     
	|_| N/A

	Reason for study end at the site
	Choose an item.

	List of study staff present

	Name:
	Function:
	Contact Information:

	     
	Monitor
	     

	     
	     
	     

	     
	     
	     

	Main purpose of this visit:

	      <Describe monitoring activities performed (e.g. “Routine Monitoring Visit combined with  Close-out Visit according to monitoring plan”; SDV, review of informed consent process, ISF, resolution of queries, safety, drug accountability”). If the monitoring visit was carried out over more than one day, the date for each activity should be mentioned. Possible deviations from the monitoring plan can also be described.>



	2. 	Participant status

	No. of participants planned
	     

	No. of participants screened
	     

	No. of participants enrolled
	     

	No. of participants active
	     

	No. of drop-outs
	     

	No. of participants that completed study
	     

	Date Last Participant Last Visit (LPLV) at the site
	Click to choose a date.
	Comments:       <For example, mention reason for drop-outs.>



	3. 	site team

	3.1. Have there been any changes in the study team since the last visit?
	Choose an item.

	3.2. Were CVs and GCP certificates adequate and filed as required?
	Choose an item.

	3.3. Was the delegation log up-to-date, legible, paginated and signed/dated by the PI as required?
	Choose an item.

	3.4. Have all study staff members been trained on the current version of the protocol / CRF / PIC / IB / other aspects of the study as applicable (training log updated, paginated and complete)?
	Choose an item.

	3.5. Have all tasks related to the study been performed by authorised personnel?
	Choose an item.

	Comments:      



	4. 	regulatory aspects

	4.1. Since last visit, amended / new documents submitted to
EC: Choose an item.
RA: Choose an item.
4.2. Amended / new documents approved by 
EC: Choose an item.
RA: Choose an item.
	

	4.3. Have new document versions been appropriately filed? 
	Choose an item.

	4.4. Were study registries up-to-date?
	Choose an item.

	4.5. Were EC and RA (if applicable) notified of the study termination?
	Choose an item.

	4.6. If the RMV-COV is done at the sponsor’s site: Was the sponsor reminded of the requirement to prepare and submit the clinical study report within the required timelines?
	Choose an item.

	Comments:       <Adapt or delete list below as required and specify which documents are not filed if applicable.>
	Type of document:
	Document version:
	Date EC approval:
	Date RA approval:

	Protocol / CIP
	     
	Click to choose a date.	Click to choose a date.
	PIC
	     
	Click to choose a date.	Click to choose a date.
	IB / SmPC / IFU
	     
	Click to choose a date.	Click to choose a date.
	CRF
	     
	Click to choose a date.	Click to choose a date.
	Diaries
	     
	Click to choose a date.	Click to choose a date.
	Questionnaires
	     
	Click to choose a date.	Click to choose a date.






	5. 	ParticipantS informed consent / ENROLMENT

	5.1. Has informed consent been appropriately obtained?
	Choose an item.

	5.2. Have participants received a copy of the signed PIC?
	Choose an item.

	5.3. Was the consent process and study participation appropriately documented in the medical records?
	Choose an item.

	5.4. Has consent been obtained prior to any study procedures being conducted?
	Choose an item.

	5.5. Was the screening and enrolment log and ID log up-to-date, legible, and complete?
	Choose an item.

	5.6. Have eligibility criteria been met for all the participants reviewed?
	Choose an item.

	5.7. Has intervention been assigned to participants according to the randomisation list?
	Choose an item.

	Comments:       <State which ICFs were checked and if any issues were observed. Details about dates of signature and version numbers are not mandatory but can be mentioned in the table below if needed. This table can be moved to appendix if too long, or deleted if not used.>
	Participant no.:
	Date of Participant information:
	Date of Participants signature:
	Date of site’s signature:
	ICF version no. and date:



	     
	Click to choose a date.	Click to choose a date.	Click to choose a date.	     

	     
	Click to choose a date.	Click to choose a date.	Click to choose a date.	     

	     
	Click to choose a date.	Click to choose a date.	Click to choose a date.	     

	     
	Click to choose a date.	Click to choose a date.	Click to choose a date.	     

	     
	Click to choose a date.	Click to choose a date.	Click to choose a date.	     

	     
	Click to choose a date.	Click to choose a date.	Click to choose a date.	     







	6. 	case report form (CRF) / Source data verification (SDV)

	6.1. Were the available source data attributable, legible, contemporaneous, original, accurate, and complete?
	Choose an item.

	6.2. Were print-outs from electronic medical records signed and dated? (certified copies)
	Choose an item.

	6.3. Were CRF entries up-to-date?
	Choose an item.

	6.4. Were CRF entries consistent with source data for all CRFs reviewed?
	Choose an item.

	6.5. Have all discrepancies been discussed and resolved? 
	Choose an item.

	6.6. Were there any open queries? 
	Choose an item.

	6.7. Was the source data location list up-to-date?
	Choose an item.

	6.8. Was all SDV as stipulated by the monitoring plan completed?
	Choose an item.

	6.9. Was the CRF signed off by the investigator?
	Choose an item.

	6.10. Were the query procedures following the close-out visit discussed and agreed upon?
	Choose an item.

	6.11. Was the locking of the database performed/discussed?
	Choose an item.

	Comments:       <Add information on SDV performed: List details of SDV either here or in the appendix. This table can be moved to appendix if too long, or deleted if not used. Add the following statement if question 6.11 is answered with Yes: “Ad 6.11: Site closed prior to database lock – i.e. sponsor may still raise queries even after the close-out visit.”>>
	Participant no.:
	Level of SDV:
	Visits / items reviewed:

	     
	[bookmark: Text15]     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     






	7. 	Safety aspects

	7.1. Have any new AEs / SAEs or other events as specified in the protocol occurred?
	Choose an item.

	7.2. Have all AEs / SAEs or other events as specified in the protocol, including follow-up information, been correctly reported in the CRF and to the sponsor?
	Choose an item.

	7.3. Have safety events been reported to EC and RA (if applicable) as required and documentation complete?
	Choose an item.

	7.4. Was the SAE log up-to-date, legible and complete?
	Choose an item.

	7.5. Have all AEs / SAEs or other events as specified in the protocol been correctly documented in the source data and reported in the CRF?
	Choose an item.

	7.6. If the RMV-COV is done at the sponsor’s site: Have all SAEs been assessed for causality / expectedness by the sponsor?
	Choose an item.

	7.7. If the RMV-COV is done at the sponsor’s site: Were AEs / SAEs listings reviewed by the sponsor on a regular basis?
	Choose an item.

	7.8. For RMV-COV at the sponsor’s site: Was the (last) annual safety report sent to both EC and RA (if applicable)?
	Choose an item.

	7.9. Was the investigator reminded about any safety reporting requirements beyond study end?
	Choose an item.

	Comments:       <e.g. “Ad 7.9: The  investigator was reminded that if he/she learns about the occurrence of an SAE in a study participants after study end and considers the event to be related to the study intervention, the SAE must still be reported to the sponsor.”>



	8. 	Intervention  |_| N/A

	8.1. Has IMP / IMD been dispensed according to the protocol or other instructions as required?
	Choose an item.

	8.2. Were IMP / IMD accountability logs correct, up-to-date and signed/dated by the PI?
	Choose an item.

	8.3. Has IMP / IMD been stored according to the protocol or other instructions as required? 
	Choose an item.

	8.4. Were the temperature logs up-to-date and complete? 
	Choose an item.

	8.5. Were IMP / IMD returns and / or destruction done properly and is documentation available or were arrangements made for its return or destruction?
	Choose an item.

	8.6. Has the blinding been maintained?
	Choose an item.

	8.7. Were unblinding envelopes intact (unless opened for planned unblinding) and returned to the sponsor?
	Choose an item.

	Comments:        <Delete table if not needed>
	Participant no.:
	IP review (visits)

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     






	[bookmark: Kontrollkästchen314]9. 	Laboratory aspects  |_| N/A

	9.1. Were laboratory results evaluated, signed and dated?
	Choose an item.

	9.2. Were the laboratory reference ranges / laboratory certifications up-to-date?
	Choose an item.

	9.3. Was management of the collected biological samples compliant with the protocol / lab manual and adequately documented (analysis, storage, destruction)?
	Choose an item.

	9.4. Were all biological samples sent to the designated laboratory or arrangements made for final shipment?
	Choose an item.

	9.5. Were collected biological samples analysed, stored or destroyed in accordance with protocol?
	Choose an item.

	Comments:      



	10. 	facilities / equipment / study material

	10.1. Have any issues been observed regarding the facilities (including laboratories, equipment and respective documentation) and their suitability for the proper and safe conduct of this study?
	Choose an item.

	10.2. Was any study material provided by the sponsor returned or destructed or arrangements made for its return or destruction?
	Choose an item.

	Comments:      



	11. essential documents, ISF or TMF

	11.1. Was the ISF / TMF reviewed for completeness?
	Choose an item.

	11.2. Was the monitoring site visit log complete and up-to-date?
	Choose an item.

	11.3. Have any documents been collected for the sponsor?
	Choose an item.

	11.4. Was a copy of the completed CRF (i.e. the CRF pages related to the particular site) filed in the ISF?
	Choose an item.

	11.5. Was the ISF / TMF complete and are all documents that were available at the time-point of COV ready for archiving?
	Choose an item.

	11.6. Was the investigator reminded of the obligation to keep all study documents (incl. electronic records) in accordance with the regulatory and institutional requirements and with the conditions by the sponsor?
	Choose an item.

	11.7. Was the investigator reminded about the obligation to inform the sponsor of any change of the archiving location?
	Choose an item.

	11.8. Was the investigator reminded that approval from the sponsor should be sought prior to destruction of study documents after the archiving period?
	Choose an item.

	11.9. Was the investigator reminded of the possibility of an inspection by regulatory authorities until the end of the archiving period and asked to inform the sponsor immediately if an inspection is announced?
	Choose an item.

	Anticipated archiving location of the ISF / TMF & other paper documents: 
	     

	Document maintenance period:
	Choose an item.

	Comments:       <List any documents collected for the sponsor.>



	12. Protocol / GCP Deviations

	12.1. Have any deviations been identified and properly documented?
	Choose an item.

	12.2. Have deviations been properly documented and reported to the sponsor?
	Choose an item.

	12.3. Were actions taken to prevent re-occurrence?
	Choose an item.

	Comments:       <This table can be moved to appendix if too long, or deleted if not used.>
	Participant no.:
	Deviation:
	Deviation reported in the CRF / SD?
	Action taken:

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     







	13. Additional comments

	     



	14. Action list

	Action item N°
	Description: <In the description of the action, the section number should be indicated (e.g. Ad. 11.3). In case actions from previous visit report remain open, please write here an update / follow-up; Actions closed in the previous monitoring report can be removed from the list.>
	Responsible for follow-up:
	Deadline for resolution (date):
	Date opened:
	Date closed:

	
	      
	     
	Click to choose a date.	Click to choose a date.	Click to choose a date.
	
	     
	     
	Click to choose a date.	Click to choose a date.	Click to choose a date.


	15. Summary of the visit

	      <The conclusions of the combined RMV-COV and general comments can be added here.> 



	16. Signatures

	Monitor:
     
	Date:
	Signature:

	Reviewer (if applicable):
     
	Date:
	Signature:

	Sponsor:
     
	Date:
	Signature:



	Sponsor’s comments / Actions taken: 

	<This section is for the sponsor (or representative) to add comments to the report as needed (e.g. if the sponsor does not agree with actions proposed by the monitor to address issues noted at this visit)>
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	Study ID and BASEC No.:
	Site: 

	<insert file name> 
	Date(s) of Visit: Click to choose a date.
	6 / 7
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