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Disclaimer
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	Site Initiation Visit (SIV) Report
	<insert Study ID>

	[bookmark: Kontrollkästchen307]|_| On-site
	[bookmark: Kontrollkästchen308]|_| Remote



	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)
	     

	Study status at site
	FPFV planned:
	     

	Visit date
	Click to choose a date.

	Planned date(s) of next visit:
	Click to choose a date.      
	|_| tbd

	List of study staff present

	Name
	Function
	Contact information

	     
	Monitor
	     

	     
	     
	     

	     
	     
	     

	Main purpose of the visit

	      <Briefly describe the purpose of this visit - e.g. “Site opening”>



	SITE Team

	Was the delegation log up-to-date and signed?
	Choose an item.

	Have study tasks and responsibilities of the study staff been discussed and are they accepted?
	Choose an item.

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

	Has study specific training been performed and documented for study staff as required? 
	Choose an item.

	Has the requirement for (continuous) study training of existing and new site staff been discussed?
	Choose an item.

	Comments:       



	REGULATORY ASPECTS

	Was all applicable EC correspondence (including submission letters, approval letters, EC composition list, emails, etc.) filed in the TMF/ISF?
	Choose an item.

	Was all applicable RA correspondence (including submission letters, approval letters, emails, etc.) filed in the TMF/ISF?
	Choose an item.

	Have the EC and RA (if applicable) reporting requirements been discussed with the study staff?
	Choose an item.

	Was the PI aware that substantial changes of protocol/participant informed consent (PIC) need written approval of EC and RA (if applicable) prior to implementation?
	Choose an item.

	Has the study been registered in publicly accessible registries according to Swiss law (ClinO art. 64)?
	Choose an item.

	Comments:       <Adapt or delete list below as required.> 
	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.





	ParticipantS informed consent / ENROLMENT

	Were the responsible members of the study staff familiar with the eligibility criteria and with the screening and enrolment process including the randomisation (if applicable)?
	Choose an item.

	Have the allowed/prohibited concomitant therapy been discussed with the study staff?
	Choose an item.

	Were the screening and enrolment log and ID log available and on file?
	Choose an item.

	Have participant rights and informed consent processes, including its documentation, been discussed with the study staff?
	Choose an item.

	Have the participant data confidentiality been discussed with the study staff?
	Choose an item.

	Comments:       



	case report form (CRF) / source data verification (SDV)

	Has the availability and storage of source data (e.g. medical records, laboratory reports, and questionnaires) been discussed with the study staff?
	Choose an item.

	Has CRF training been performed?
	Choose an item.

	Has a source data location list been prepared, completed and filed? 
	Choose an item.

	Was a CRF completion guide available and on file and has a completion and correction procedure been discussed with the study staff?
	Choose an item.

	Comments:       



	Safety Aspects

	Have the definitions of safety events and reporting and deadlines been discussed with the study staff?
	Choose an item.

	Have the documentation, evaluation and follow-up of safety related issues been discussed with the study staff?
	Choose an item.

	Has the procedure for occurrence of pregnancy in a participant or partner of the participant during the study been discussed with the study staff?
	Choose an item.

	Were safety notification guidelines available and have they been discussed with the study staff?
	Choose an item.

	Was a SAE log available and on file?
	Choose an item.

	Were blank AE / SAE reporting forms available and on file?
	Choose an item.

	Were decoding procedures for blinded studies filed? Has the procedure for emergency unblinding been discussed (research staff responsible for the treatment randomisation codes, envelopes etc.)? 
	Choose an item.

	If the SIV is done at the sponsor’s site: Was the sponsor aware of the obligation to provide the EC with an annual safety report?
	Choose an item.

	If the SIV is done at the sponsor’s site: Has the compilation of annual safety reports (ASRs) been discussed with the sponsor?
	Choose an item.

	If the SIV is done at the sponsor’s site: Have the assessment of SAEs and the sponsor’s ongoing safety evaluation and oversight been discussed with the sponsor?
	Choose an item.

	Comments:       



	[bookmark: Kontrollkästchen317]Intervention  |_| N/A

	Was the IMP / IMD accountability log (per site and per participant) on file?
	Choose an item.

	Were all handling instructions for the IMP / IMD on file and have they been discussed with the study staff (storage, dispensing)?
	Choose an item.

	Were temperature logs on file?
	Choose an item.

	Has the IMP / IMD safety profile been discussed with the study staff?
	Choose an item.

	Has the first supply of IMP / IMD been verified (delivery on site compliant, shipping records filed in the ISF)?
	Choose an item.

	Was IMP / IMD available in sufficient quantity and stored correctly?
	Choose an item.

	Was access to the IMP / IMD controlled?
	Choose an item.

	Was the shipping / re-supply of IMP / IMD organised and documented and is the destruction of IMP / IMD clarified with the study staff?
	Choose an item.

	Has the pharmacy manual been discussed with the study staff and is it on file? 
	Choose an item.

	
Comments:      



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

	Has the study laboratory supply chain been discussed (ordering, responsible persons)?
	Choose an item.

	Have logistics of sample shipping and storage instructions been discussed?
	Choose an item.

	Has study staff been instructed regarding special biological sample collection and handling (PK, genotyping samples, etc.)?
	Choose an item.

	Were laboratory references ranges on file?
	Choose an item.

	Were accreditation certificates of the laboratory and all tests used (GLP) on file?
	Choose an item.

	If laboratory is not accredited, was at least the CV of the responsible head of laboratory on file?
	Choose an item.

	
Comments:      



	facilities / equipment / study material

	Was required infrastructure / supplies / equipment for the study available?
	Choose an item.

	Was maintenance of specific equipment up-to-date?
	Choose an item.

	
Comments:      



	Monitoring

	Was correspondence with the monitor filed?
	Choose an item.

	Was the monitoring visit log filed?
	Choose an item.

	Were templates for reporting protocol / GCP deviations / note to file on file and have they been discussed with the study staff? 
	Choose an item.

	Have all open actions from site qualification visit been resolved?
	Choose an item.

	Have purpose, procedure, and frequency of monitoring been discussed with the study staff?
	Choose an item.

	Has the site guaranteed access to the source data for source data verification?
	Choose an item.

	Has the possibility of audits / inspections been discussed with the study staff?
	Choose an item.

	Have requirements for the quality management system been discussed with the study staff? Are the required SOPs available and known to the study staff?
	Choose an item.

	
Comments:      



	Contracts, Agreements and Insurance

	Was the insurance valid for the complete scheduled study duration and is it on file?
	Choose an item.

	Was the contract between the sponsor and the study site dated, signed and on file?
	Choose an item.

	If the SIV is done at the sponsor’s site: Was/were agreement(s) between the sponsor and external service providers (monitoring, labs, others) signed and filed in the TMF?
	Choose an item.

	Have compensation terms of participants been discussed with the study staff?
	Choose an item.

	Were there further contracts? If yes, please specify. 
	Choose an item.

	
Comments:      



	essential documents, ISF or TMF

	Has the ISF / TMF been reviewed and found to be complete?
Please list missing documents in the comments field.
	Choose an item.

	
Comments:      



	Protocol / GCP Deviations

	Was the study staff familiar with procedures in case of a protocol / GCP deviation?
	Choose an item.

	
Comments:      



	Additional Comments

	     



	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.


	summary of the visit

	[bookmark: Kontrollkästchen311]|_|	The site is ready to start the study.
[bookmark: Kontrollkästchen312]|_|	The site is ready to start the study after written confirmation that all items on the Action List (section 15) have been resolved.
[bookmark: Kontrollkästchen313]|_|	The site has to resolve reported issues and needs an additional SIV.

	Comments:      



	signatures

	Monitor:
     
	Date:
	Signature:

	Reviewer (if applicable):
     
	Date:
	Signature:

	Principal Investigator:
     
	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 of visit: Click to choose a date.
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