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(GMP)
(REMS/RMP)

/ (ADR)

GLPU Good Laboratory Practice ( )
GTPU Good Tissue Practice( )
GCPU Good Clinical Practice ( )

IRBU Institutional Review Board ( )
GMPU Good Manufacturing Practice  ( )
ADRU Adverse Drug/Device Reactions (
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1960s, Thalidomide and Dr. Frances Kelsey
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See the whole story on YouTube: hitp://youtu.be/bIJSKxUTK3cA
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Quality, Efficacy, Safety
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Improve health by ensuring thejuality, efficacy, safety
and rational use of medicines, including traditional
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] Phase I\¢lincaltrials

(well controlled process)
(quality system)
(stability protocol)







USFDA

B SUPA(Scaleup and post approval changes)
guidelines
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B SUPAAR (Immediate-Release Solid Or&dosafeforms): CMCs, In
Vitro Dissolution Testing, and In Vivo Bioequivalence
Documentation
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(Pharmacovigilance)
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US REMS (Risk Evaluation and Mitigation Strategy)
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