Risk Assessment Workshop
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Risk Severity
No or negligible harm/ quality alert
Loss of product activity/ drug appearance or package damage
Injury to patient/ batch loss

Death or extremely serious injury to patient/ product recall or regulatory

action

Risk Probability

Not observed, extremely unlikely to occur/ proactive control

Not anticipated, but possible/ passive control

Failure observed occasionally, likely to occur/ no control/ passive control
with harsh environmental effect

Very likely to occur, almost certain/ no control with harsh environmental
effect

Risk Detectability

Almost certain- Failure detected in every instance (i.e. automatic detection)
Very likely detection ( i.e. checked by multiple personnel)
Moderate chance of detection (i.e. detected by one personnel)

Essentially Undetectable
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Risk Level |RPN Range
PRN <30

30 <RPN <90
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