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B Good pharmacovigilance practice & governance

" Safety monitoring program (SMP) risk-based approach Thai FDA guidance and

implementation

B Good safety report requirement for medicinal products

B Causality Individual Case assessment

B Pharmaco-epidemiology study for Pharmacovigilance

®  Signal management (detection, identification, management, and communication)

®  Risk management plan

®  Quality assurance - pharmacovigilance audit & inspection
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