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Risk Assessment & Management
in Clinical Trials

Patient Safety  •  Risk Identification  •  Continuous Review  •  Acceptance Criteria  •  Mitigation  •  Best Practices 
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Patient
Safety

Ensures participant wellbeing
by proactively identifying

and mitigating health risks.

Regulatory
Compliance

Meets regulatory
requirements,ensuring

trial validity and
avoiding penalties.

Data
Integrity

Maintains accurate and
reliable data, critical for

sound study conclusions.

Resource
Optimization

Streamlines resource
allocation,minimizing waste
and maximizing operational

efficiency.
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Identifying Key Risks in Clinical Trials

PROTOCOL

PARTICIPANTS

DATA MGMT

COMPLIANCE

Ensure strict adherence to the trial protocol and all
its requirements.

Evaluate participant diversity and eligibility criteria on
a regular basis.

Assess the integrity and accuracy of all collected trial
data continuously.

Verify regulatory compliance and guideline adherence
throughout the trial.

MONITORING Implement continuous monitoring of trial progress,
risks, and challenges.

Continuous Risk Review Process

IDENTIFY

ASSESS

CONTROL

REVIEW

REPORT

Recognize and document potential risks within the clinical trial.

Evaluate the impact and likelihood of each identified risk.

Implement strategies to mitigate and manage identified risks.

Regularly revisit risks and current management measures in place.

Document findings and communicate outcomes to all stakeholders.

ADJUST Modify risk strategies based on new data, insights, and feedback.

Principles of Quality Risk Management

RISK MITIGATION

QUALITY ASSURANCE

STAKEHOLDERS

IMPROVEMENT

Effective strategies minimize adverse
impacts on the study.
Ensures high integrity in all clinical
research processes.
Involves key players for a comprehensive
risk understanding.
Continuous feedback loops enhance risk
management efficacy.

Risk Acceptance Criteria

IMPACT LEVEL

REGULATORY

MITIGATION

MONITORING PLAN

Assess potential impact on patient safety and
data integrity.
Ensure alignment with all applicable regulatory
requirements.
Evaluate available mitigation strategies to minimize
exposure.
Establish a robust monitoring plan for ongoing risk
assessment.

Challenges & Best Practices

•  Ensure adequate data collection and broad stakeholder involvement in 
risk identification.

•  Apply standardized evaluation criteria to accurately quantify risk 
impact and severity.

•  Establish clear objectives, foster open communication, and schedule 
regular follow-up reviews.

  •  Train staff on risk protocols; use tracking tools and document all 
decisions and actions.


