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Abstract
An overview of China pharmacovigilance:
· Annual report of China national ADR monitoring
· China PV concept
· PV development in China
· Competent authorities
· National systems introduction
China GVP 2021 introduction and requirements:
· Quality management: PV system, quality objective, QA system, QC indicators
· Organizational structure, personnel, resources: RPPV (QPPV), PV department
· Monitor and report: data collection, ICSR case processing, report submission, literature search
· Risk identification and evaluation: incl. PSUR/PBRER, post marketing safety study
· Risk control: risk control measures, risk communication, PV plan (RMP)
· Documentation, record and data management: incl. PSMF
· PV annual report
· Brief introduction of clinical PV requirements
Best practices for compliance with China’s GVP requirements: 
· 4 key tips
· 4 key pitfalls
· Authority inspection key points 
· Q&A
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