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Glasgow Clinical Trials Unit Form 
LOCATION /SITE INITIATION VISIT (SIV) CHECKLIST
Guidance: The checklist is intended as guidance for the preparation of a slide set to help ensure that the SIV provides the information needed for a participating location team to conduct the trial. Slides should be provided by the relevant stakeholder groups for inclusion and the final slide set agreed by the members of the TMG and documented in the meeting minutes.
	Study Title 
	
	Acronym
	

	Chief Investigator
	
	Sponsor
	

	Protocol version / date
	
	IRAS / Study Identifier
	



	
	Yes
	No
	N/A
	Comments or if No or N/A please give reason:

	STUDY MANAGEMENT

	Key study contacts 
· Central study team: CI, PM, Pharmacy, PV, CTM, others as needed
· Data centre and any others as applicable
· Participating locations
· Emergency / 24 hour contact at location
	[bookmark: Check4]|_|
	[bookmark: Check5]|_|
	[bookmark: Check6]|_|
	

	
Local PI responsibilities
	|_|
	|_|
	|_|
	

	STUDY OVERVIEW

	Study design 
· Background
· Study phase
· Rationale
· Recruitment target (total and per location)
· Planned recruitment and follow up timelines
	|_|
	|_|
	|_|
	

	Study objectives and outcome measures
· Primary
· Secondary
· Exploratory
	|_|
	|_|
	|_|
	

	Key eligibility criteria
· Inclusion
· Exclusion
	|_|
	|_|
	|_|
	

	Study treatment overview
	|_|
	|_|
	|_|
	

	STUDY PROCEDURES

	Recruitment 
· Identification of participants 
· Screening / consent process
· Documentation of eligibility
	|_|
	|_|
	|_|
	

	Participant registration / randomisation process
	|_|
	|_|
	|_|
	

	Schedule of assessments / study visits
	|_|
	|_|
	|_|
	

	Co-enrolment (if applicable)
	|_|
	|_|
	|_|
	

	IMP MANAGEMENT (IF APPLICABLE)

	IMP handling
· Supply arrangements
· Storage requirements
· Dispensing
· Accountability
· Administration
· Participant returns
· Quarantine
· Destruction
	|_|
	|_|
	|_|
	

	GMO (additional requirements to be included, if applicable)
· Safe handling requirements (safety, preparation, administration)
· Waste disposal
	|_|
	|_|
	|_|
	

	Permitted treatment interruptions as per protocol (if applicable)
	|_|
	|_|
	|_|
	

	Dose escalation/ dose reduction as per protocol (if applicable)
	|_|
	|_|
	|_|
	

	Key interactions or other study specific information as per protocol
	|_|
	|_|
	|_|
	

	Emergency unblinding process (if applicable)
	|_|
	|_|
	|_|
	

	Reporting of concomitant medications
	|_|
	|_|
	|_|
	

	SAMPLE HANDLING (IF APPLICABLE)

	Sample collection
· Details of samples to be collected incl. time-points
· Provision of consumables
	|_|
	|_|
	|_|
	

	Sample processing
· Handling requirement overview (refer to sample handling manual)
· Labelling requirements
· Local laboratory use (if applicable) 
	|_|
	|_|
	|_|
	

	Sample storage and onward shipping arrangements
· Central laboratory contact
· Frequency and requirements for shipping
· Accountability / tracking documentation
	|_|
	|_|
	|_|
	

	STUDY EQUIPMENT (IF APPLICABLE)

	Study equipment and consumables provided
	|_|
	|_|
	|_|
	

	Instructions for handling and maintenance of equipment
· Refer to relevant study manual / equipment instructions
· QC instructions (if applicable)
	|_|
	|_|
	|_|
	

	STUDY QUESTIONNAIRES (if applicable)

	Questionnaires to be used and any specific instructions for completion
	|_|
	|_|
	|_|
	

	SAFETY REPORTING

	How to report SAEs
	|_|
	|_|
	|_|
	

	Medically important events and non-reportable events as per protocol
	|_|
	|_|
	|_|
	

	MONITORING 

	Monitoring requirements (if applicable)
· Frequency of visits and monitoring tasks
· SDV form and definition of ‘source’
· Monitor access requirements
· Common findings / issues
	|_|
	|_|
	|_|
	

	How to report protocol deviations
	|_|
	|_|
	|_|
	

	ESSENTIAL DOCUMENTATION

	Green for Go Process overview
	|_|
	|_|
	|_|
	

	ISF and maintenance documents (study logs and expectations in relation to the ISF)
	|_|
	|_|
	|_|
	

	Delegation of responsibilities
	|_|
	|_|
	|_|
	

	Process for handling modifications
	|_|
	|_|
	|_|
	

	Training requirements for new members of the location team
	|_|
	|_|
	|_|
	

	Trial Website Information (Link, QR Code), if applicable
	|_|
	|_|
	|_|
	

	Archiving arrangements (retention period, Sponsor approval required)
	|_|
	|_|
	|_|
	

	DATA COLLECTION

	Overview of data collection tools (eCRF, device uploads, expectations in relation to data entry timelines)
	|_|
	|_|
	|_|
	

	Training requirements for access to the live eCRF
	|_|
	|_|
	|_|
	

	eCRF use (initiating a patient, consent upload, how to make changes and how these are tracked, Query resolution, recording withdrawals)
	|_|
	|_|
	|_|
	

	Drug supply management system (DSM) use, if applicable
	|_|
	|_|
	|_|
	

	SUBSTUDY INFORMATION (IF APPLICABLE)

	Include any specific instructions in relation to the sub-study (additional eligibility, assessments or sampling etc.)
	|_|
	|_|
	|_|
	

	

	Slides prepared by

	Date Prepared

	Slide set circulated to the TMG members for review and V1.0 dated ______________ agreed at the TMG meeting ________________ (insert date of TMG meeting)

	PM name
	
	PM Signature
	






SLIDE REVIEW (to be completed if the SIV slides are reviewed and updated)
	Slides reviewed by

	Date Reviewed

	Reason for review (protocol amendment or other, please specify)


	Slide set circulated to the TMG members for review and VX.0 dated ______________ agreed at the TMG meeting ________________ (insert date of TMG meeting)

	PM name
	
	PM Signature
	



	Slides reviewed by

	Date Reviewed

	Reason for review (protocol amendment or other, please specify)


	Slide set circulated to the TMG members for review and VX.0 dated ______________ agreed at the TMG meeting ________________ (insert date of TMG meeting)

	PM name
	
	PM Signature
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