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	Study Details

	Study Title
	


	REC Ref #
	


	Lothian R&D Ref #
	

	Chief Investigator Name
	

	Date checklist received 
· Please update “Covid19 Restart Tracker” tab in Monitoring Tracker 2020 on Sharepoint
	



	Restart Risk Assessment Checklist Review

	()
	Yes
	No
	N/A
	Comments

	Study details are correct 
	
	
	
	

	Restart risk assessment checklist has been fully completed 
-Please note version of checklist completed in “comments section” and confirm version is current

	
	
	
	

	CI has signed and dated the restart risk assessment checklist
- During COVID-19 situation, scanned electronic signature or email confirmation from CI is accepted

	
	
	
	

	Does study restart comply with current Scottish and UK Government instructions and guidance
	
	
	
	

	All required approvals are in place for the study
	
	
	
	

	Verified that there has been discussion regarding funding and that Funder(s) have agreed to restart and necessary research funding is confirmed
-Please detail what has been agreed and what evidence was provided

	
	
	
	

	Were any amendments submitted during COVID-19 recruitment halt?
-If yes, please provide details

	
	
	
	

	Are any amendments required to restart the study (i.e. to accommodate remote visits or to revert any changes made previously due to Covid-19 situation)?
-If a non-substantial amendment was submitted to temporarily halt the study, a non-substantial amendment will now be needed to revert this

	
	
	
	

	Confirm database/CRF is updated in line with any protocol changes made during COVID-19 outbreak
	
	
	
	

	Plans for IMP accountability reviewed: if deemed not critical, verify that this has been discussed and agreed with Sponsor/Pharmacy. If deemed critical, verify that accountability can be performed as appropriate
	
	
	
	

	NHSL Pharmacy Only: option for managing IMP returns has been agreed and documented in email or equivalent
-Please confirm the option agreed in the comments field (see Pharmacy Policy for options available)
	
	
	
	

	Review collection of study primary and secondary endpoint data against proposed plans for participant study visits
	
	
	
	

	Confirm whether lab samples require further discussion with study team
-if yes, provide details
- it is essential to ask the COVID-19 status of participants if taking samples (blood, sputum, etc)
	
	
	
	

	Confirm whether further discussion/escalation required with other ACCORD departments and/or Senior Management Team
-if yes, provide details
	
	
	
	

	Are there any study/site specific actions required prior to restart (please refer to the Monitoring Oversight Risk Summary document)
	
	
	
	

	Will study re-start increase the risk category assigned based on completed COVID-19 Risk Assessment(s)
-If yes, Monitor to update “COVID-19 Monitoring Risk Reviews” tracker on sharepoint
	
	
	
	

	Monitor satisfied that study can restart following review 
	
	
	
	



	Review Completion

	Name of Reviewer
	


	Date review completed
	




	Post Review

	Date of Sponsor approval for study/site restart (via Sponsor Restart Letter)
· Ensure to CC  accord@nhslothian.scot.nhs.uk in approval email
· Ensure to CC Sponsor Reps
	


	Study Protocol version and date at time of restart
	


	Study Patient information sheet and consent form version and date at time of restart
	

	Monitor has reminded study team to prepare a file note to document the lift of the halt to recruitment and file in the TMF/ISF
	

	Monitor to update “Covid19 Restart Tracker” tab in Monitoring Tracker 2020 on Sharepoint to confirm study/site restart
	

	Save relevant documents to S drive and Sharepoint – including completed checklists, approval email, relevant correspondence
	

	File relevant documents in SF/TMF - including completed checklists, approval email, relevant correspondence
	








1
Page 1
Document No: POL009-T04 v4.0
Effective Date:  24 JUL 2026
Document No: QA001 v13.0
Effective Date: DD/MM/YYYY


image1.png
AQCCO rd €9 THE UNIVERSITY \E\H’_S/

ANV of EDINBURGH Lothian

Academic and Clinical Central Office ey
for Research and Development





