“When the facts change, | change my mind,” Winston Churchill
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5 - Quality management
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1. Critical process and data identification
Risk identification

Risk evaluation

Risk control (mitigation actions)

Risk communication
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Periodical risk review



7. Risk reporting
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1. Likelihood that a risk or failure mode materializes

2. Impact on subject’s safety, rights and data integrity and reliability
3. Detectability — extent to which such threats or errors are detectable
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5.5 — Trial management, record keeping
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Extent and Nature of Monitoring
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“The sponsor should ensure oversight of any trial-related duties and functions carried out on
its behalf.
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