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}Brief History of the FDA

}FDA Goals for 21 Century

}FDAs Current Approach to GMPs
ƁPart 11

ƁModernization Act

ƁPAT
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}Summary
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}1820 ðUS Pharmacopoeia formed
}1848 ðDrug Importation  Act
}1902 ðBiologics Control Act
}1906 ðFD&C Act
}1914 ðHarrison Narcotic Act
}1937 ðSulfanilamide Disaster
}1938 ðFD&C Revised
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}1941 ðInsulin Amendment

}1944 ðPublic Health Service Act

}1945 ðPenicillin Amendment

}1953 ðFactory Inspections

}1958 ðFood Additives

}1960 ðColor Additives
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}1962 ðThalidomide

ƁKefauver - Harris Amendment

}1968 ðDrug Efficacy Study 
Implementation

}1970 ðPatient Package Insert

}1978 ðRevised CGMP Regulations

}1982 ðTamper Resistant Packaging

6OAI



}May 3, 1996
ƁRevised GMPs published in Federal Register

}21 CFR Part 11
ƁAugust 20, 1997

}FDA Modernization Act - 1997
ƁQSIT for CDRH Introduced

}2000+ PAT, QSIT, and RISK Management
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}Risk- Based Orientation

}Science- Based policies and standards

}Integrated quality systems orientation

}International Cooperation

}Strong Public Health Protection
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}Equipment
ƁMachine Failure
ƁCleaning

}Ingredients
¶API

¶Excipients

}People
¶Operator skills

¶Maintenance

¶Cleaning

}Understanding
ƁTraining
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}IS
ƁHow severe is it?  

¶Production ðEnvironment - Personnel

ƁHow often CAN it occur?

ƁHow will it be detected ?

ƁHow will the PATIENT be affected?

}IS NOT
ƁThe possibility of getting caught
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}PATðProcess Analytical Technology

}ICH Q9 ðRisk Management

}QSITðQuality Systems 
Inspections Technique

}The Quality System Approach
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}Aseptic Process Guideline

}PAT Guidance

}Comparability Protocols Protein Drug 
Products é
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}Quality Management System (QSIT)

}ICH Harmonization

}Process Validation Guideline
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