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eCTD 4.0 Implementation Timeline

2026
    Voluntary for 
    MRP/DCP/NP

2025 4Q
Technical Pilot

2026 Voluntary

2026 1Q
    Production Pilot

2024
    Voluntary

2025
Technical Pilot

2026
    Voluntary

2027 
    Voluntary

TBD 
    Mandatory

April 2022
    Voluntary

2026
    Technical Pilot

2027
    Voluntary

2025 4Q
Technical Pilot

2026 
    Voluntary

2024 - 2025
    Technical Pilot
    CAPS

2025 
Voluntary for         
CAPs

2028 
    Mandatory

2030
    Mandatory

TBD
    Mandatory

2029
    Mandatory

TBC
    Mandatory for 
    MRP/DCP/NP

2027
    Mandatory for CAPs

2022 - 2023 2Q
    Technical Pilot

April 2026
    Mandatory

20302021Region

2021 2Q    

    Technical Pilot


