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“The evaluation of the risk to quality
should be based on scientific knowledge
and ultimately link to the protection of
the patient”
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Failure Mode Effects Analysis
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Failure Mode Effects & Criticality
Analysis (FMECA)
Fault Tree Analysis (FTA)
Hazard Analysis and Critical Control
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Hazard Operability Analysis
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Preliminary Hazard Analysis (PHA)
Risk Ranking and Filtering
Supporting Statistical Tools (e.g. Con-
trol charts, Process Capability Analysis)
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“FDA solution (21st century) is to
move away from the uniform procedure
of complex plant qualification & proce-
dure validation toward risk assessment,
which is given a key role but which is

easier to inspect”
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