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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 

terminology started in the 1970õs with sterility 

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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Where we went from there

ÂFDA and industry applied the same validation 

principles to processes other than sterilization, 

such as blending and granulation

ÂThe reasoning is the same; quality cannot be 

tested into the product or assured by end 

product testing alone
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