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NCBN (National Center Biobank Network)
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HBD (Harmonization by Doing)
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GHWPAM NS

GHWP = Global Harmonization Working Party #J& [ZAHWP (Asian Harmonization Working Party)
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GHWP Organization Structure

GHWP
Chair (Regutatory Authority)
Vice-Chalr (Regulatory Authority)
Vice-Chair (Industry)
Capacity Building Secretariat Team
Technical Committee (TC) GHWP Administration Services
Limited (ASL)
TC Chaw (Regulatory Authority)
1C Co-Chair (Regutatory Authority)
1C Co-Chair (Industry)
Advisory Panel to TC
Working Groups (WGs)

Work Group 1 (WG1) -Pre-market: General MD

Work Group 2 (WG2) Pre-market: IVDD

Work Group 3 (WG3) -Pre.market: Software as 2 Medical Device

Work Group 4 (WG4) -Post-market

Work Group 5 (WG5) Clinical Evadence for Performance and Safety

Work Group 6 (WG6) -Quality Management Systermn: Audit & Assessment

Work Group 7 (WG7) -Quality Management System: Operation & implementation
Work Group 8 (WGS) -Standards

Work Group 9 (WG9) -UDI & Nomenclature
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