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RISK

RISK STATEMENT

KRI & THRESHOLDS



RISK ASSESSMENT

RISK MITIGATION & CONTROL

ISSUE MANAGEMENT

Gather data for risk identification

Assess study to identify risks

Quantify risks

Take actions to reduce risks

Define KRIs & set tolerance limits

Develop issue mitigation plans

Monitor KRIs for issues

Manage events / conditions

Conduct protocol assessment

Archive risk management results
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Metric results

Lessons learned

RISK HISTORY
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