[image: A logo with a black background

Description automatically generated]


Risk Assessment Report

ACCORD Pandemic Contingency Planning

Attendees: 

Date / Version: 

	Context

	 



















Quality Assurance

	Risk Factor
	ID of Risks
	Likelihood
	Impact
	Mitigation
	Management Strategy Comment

	Impact to processes 
- Deviation reporting (SOP / study)
- Audit schedule 
- Oversight of vendors
- Reporting timelines (deviations / violations, serious breaches)
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	



Monitoring 

	Risk Factor
	ID of Risks
	Likelihood
	Impact
	Mitigation
	Management Strategy Comment

	Impact to processes 
- Sponsor oversight
- Patient safety
- Monitoring team safety
- Site / study team resources
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	



Sponsorship

	Risk Factor
	ID of Risks
	Likelihood
	Impact
	Mitigation
	Management Strategy Comment

	Impact to processes 
- Research proposals / set-up
- Grant deadlines
-IMP Management
- Amendments
- Urgent Safety Measures
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	



Pharmacovigilance

	Risk Factor
	ID of Risks
	Likelihood
	Impact
	Mitigation
	Management Strategy Comment

	Impact to processes 
- Safety Reporting
- Reporting timelines (SAE, SUSAR, DSUR)
- DMC / TSC meetings
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	





Research & Development

	Risk Factor
	ID of Risks
	Likelihood
	Impact
	Mitigation
	Management Strategy Comment

	Impact to processes 
- MA approval
- Support departments / Head of service sign off
- Finance
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	



Other

	Risk Factor
	ID of Risks
	Likelihood
	Impact
	Mitigation
	Management Strategy Comment

	Impact to processes 
- Wet ink signatures
- Departmental staff shortages
- Home working IT
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	





Combined Risk Assessment Contributor Signatures


Sponsor Representative (UoE):						Print Name:					Date:


Sponsor Representative (NHSL):					Print Name:					Date:


QA Representative:							Print Name:					Date:


Monitoring Representative:						Print Name:					Date:
	

Pharmacovigilance Representative:					Print Name:					Date:


SMT Representative:							Print Name:					Date:












1
Page 1
Document No: POL009-T02 v2.0
Effective Date: 24 JUL 2026


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

ANV of EDINBURGH Lothian

Academic and Clinical Central Office ey
for Research and Development





