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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
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}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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