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T-1067 - Clinical Trial Risk Assessment Tool
Section 1: Trial Overview
	Field
	Details

	Trial Title
	

	Protocol Number
	

	Sponsor
	

	Chief Investigator
	

	Trial Phase
	

	Trial Type
	☐ CTIMP ☐ Device ☐ Other

	IMP Risk Category
	☐ Type A ☐ Type B ☐ Type C

	Date of Assessment
	

	Version
	






Section 2: Critical to Quality (CtQ) Factors
Identify aspects of the trial that are essential to participant safety and data integrity.
	CtQ Category
	Description

	Participant Safety
	

	Data Integrity
	

	Critical Processes
	

	Operational Delivery
	



All CtQ factors identified here must be explicitly addressed within the Risk Register (Section 3) and reflected in the monitoring approach (Section 5).

Section 3: Risk Identification and Assessment
When identifying risks, consider the following questions:
· Participant Safety: Could any procedure, IMP administration, or population factors cause harm? Are there vulnerable participants or high-risk interventions?
· Data Integrity: Are there critical data points that could be missed, entered incorrectly, or corrupted? Is source data complete and verifiable?
· Trial Operations: Could recruitment, staffing, IMP supply, or location capacity cause delays or errors? Are procedures complex or resource-intensive?
· Regulatory / Compliance: Are approvals, reporting, or protocol adherence at risk? Could deviations or breaches occur?
· Critical to Quality (CtQ): Which trial elements are essential to protect participants or ensure reliable data? Are these risks identified and mitigated?
· Safety Reporting: Are SAE, SUSAR, and DSUR processes clearly defined, resourced, and time‑compliant?

	Risk ID
	Risk Description
	Category
	CtQ (Y/N)
	Likelihood (1–5)*
	Impact (1–5)**
	Risk Score
	Risk Level (Low/Med/High)
	Mitigation
	Residual Risk

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	



*  Likelihood: where 1 is rare and 5 is almost certain 
** Impact: where 1 is minimal and 5 is severe

Section 4: IMP-Specific Risk Assessment (if applicable)
	Area
	Risk Identified
	Mitigation

	Dosing / Administration
	
	

	Storage / Handling
	
	

	Accountability
	
	

	Blinding
	
	



Section 5: Risk-Based Monitoring (RBM) Plan
Describe how identified risks will inform monitoring and oversight.
	Risk Area
	Monitoring Approach
	Type
(On-location / Central / Remote)

	
	
	

	
	
	

	
	
	


Summary Statement: Monitoring is proportionate to risk and focused on Critical to Quality (CtQ) factors.

Section 6: Risk Ownership
	Risk
	Owner
	Escalation Pathway

	
	
	

	
	
	

	
	
	



Section 7: Ongoing Risk Review
	Review Frequency
	Trigger Events

	☐ Monthly ☐ Quarterly ☐ Milestone-based
	Modifications/ Safety signals/ Monitoring findings/ Breaches







Section 8: Linked Documents
Tick as applicable:
· ☐ Monitoring Plan
· ☐ Data Management Plan
· ☐ Safety Monitoring Plan
· ☐ CAPA Plan

Section 9: Approval
	Role
	Name
	Signature
	Date [DD/MMM/YYYY]

	Chief Investigator
	
	
	

	Sponsor Representative
	
	
	

	Trial Manager
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