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Agenda

ÂHistorical Basis for Validation

ÂReview of key points in FDA new Process 

Validation Guidance

ÂUse of Statistical Tools for Validation 

throughout the Product Life Cycle
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Where we started

ÂThe basis of Process validation in FDA GMP 
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assurance

ÂThe need for validation is based on the inability to 

test enough samples to provide adequate assurance 

of quality when destructive testing is required (i.e. 

Sterility Testing)

ÂThe requirement for sterility is less than one failure 

per 1,000,000 units (SAL = 106)
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