	Form Number
	51.004A
	Version 
	5.0

	Title
	Risk Assessment Tool



This risk assessment Tool should be completed using Guideline 51.004A and any Mitigations entered onto the Risk Assessment Mitigations Tracker (Form 51.004E)

	Project Identification 

	Short Title/ACRONYM: 
	

	Sponsor (R&I) Reference Number: 
	

	Study Phase: 
	

	IRAS ID: 
	

	Chief Investigator: 
	

	Sponsor(s):
	

	Date of Risk Assessment Meeting: 
	

	Risk Assessment Co-ordinator:
	

	Protocol Version Reviewed (number/date)
	

	Additional Documents Reviewed:
(include titles and version number/date)
	



Select one box only:

CTIMP				☐
CMID				☐
Combined CTIMP & CMID	☐

	CTIMP:
	Justification for category selection:



	Summary Risk Adaptations: (e.g., CTA submission, IMP management, pharmacovigilance, documentation)



	Notifiable
	☐
	
	

	Authorised
	☐	
	

	N/A CIMD only
	☐	
	

	CIMD:
	Justification for classification selection:
	Applicable Risk Adaptations:

	Device Name:
	
	

	Classification:
	
	

	Class I Low Risk ☐
	
	

	Class IIa – Medium Risk ☐
	
	

	Class IIb – Medium to High risk ☐
	
	

	Class III – High risk ☐
	
	


**Please ensure that only one Risk Mitigation Strategy is entered per row and use a new row when required. All text in each row should align**

	1. Participants

	1.1. Participant Rights: Consent & Eligibility

	[bookmark: _Hlk220509402]Perceived Risk
	Description of Risk, likelihood ( controls in place already) and impact if the risk did manifest

	Likelihood of Hazard/Risk Low/Med/High
	Impact of Hazard/Risk Low/Med/High
	Risk Mitigation Strategy
Where updates are provided, please insert date and initials of owner.
(itemise each mitigation action)

	Is this a CtQ factor?
Y/N

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	1.2. Data Protection
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	1.3. Tissue / Sample Collection & Storage
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	1.4. Safety‑Related Risks
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
1.5. Burden of Participation
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	2. Scientific Integrity

	
2.1. Statistical Justification & Powering
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	2.2.  Endpoints & Data Integrity
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	2.3.  Data Capture, Storage & Analysis
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	2.4.  Enrolment & Randomisation
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	2.5. Study Design
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	2.6. Fraud Risks
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	2.7. 
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	3. Management
	
	

	3.1. Research Teams
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	3.2. Trials Unit & Project Management
	

	
	
	
	
	
	

	3.3. Vendors/ Labs/ Collaborators
	

	
	
	
	
	
	

	
	
	
	
	
	

	3.4. Sample Handling
	

	
	
	
	
	
	

	3.5. Monitoring
	

	
	
	
	
	
	

	3.6. Pharmacovigilance (or Safety Monitoring)
	

	
	
	
	
	
	

	
	
	
	
	
	

	3.7. Sponsor Pharmacy 
	

	
	
	
	
	
	

	
	
	
	
	
	

	3.8. Unlicensed Medical Devices
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	3.9. QA/Non-Compliance
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	3.10. Data Quality
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	3.11. Contractual Risks
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	3.12. End‑of‑Trial / Archiving
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	3.13. Funding & Liability
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	3.14. Support Services
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	Other
	
	

	Perceived Risk
	Description of Risk
	Likelihood of Hazard/Risk Low/Med/High
	Impact of Hazard/Risk Low/Med/High
	Risk Mitigation Strategy
Where updates are provided, please insert date and initials of owner.

	Is this a CtQ factor?
Y/N

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	





Contributors to the Risk Assessment

	Name
	Job title
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Sponsor representative confirmation of completion of risk assessment (Version 1) and mitigation strategies agreed where possible


	
	Signature
	Date

	Sponsor(s) Representative:



	
	




Chief Investigator acknowledgement of the risk assessment and agreement to implement mitigation strategies

	
	Signature
	Date

	Chief Investigator:



	
	




For GMO/FIH trials:

Governance Manager confirmation of additional risks specific to GMO/FIH trial identified and mitigation strategies agreed where possible

	
	Signature
	Date

	Research Governance Manager:
	
	




Sponsor Pharmacist confirmation additional risks specific to GMO/FIH trial identified and mitigation strategies agreed where possible

	
	Signature
	Date

	Sponsor Pharmacist:



	
	



Other Stakeholder(s) confirmation of Risk Assessment and mitigations agreed where possible (repeat signature block as required)


	
	Signature
	Date

	<Enter Role>:
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	This Form is a controlled document. The current version can be viewed on the R&I website, GCTU website and R&I’s Q-Pulse account.

Any copy reproduced from the website may not, at time of reading, be the current version.



