Proposed roadmap for eCTD v4.0 implementation in the EU

EUROPEAN MEDICINES AGENCY

2023 2024 2026*
o o Mandatory use
for CAPS and
. Initial pilots ' Optional use optional use for
! for CAPs ! for CAPs NAPs

o A &

.Main period _of Optional use Mandatory use
implementation for MRP/DCP for MRP/DCP
of system
changes

* Other regions plan mandatory use between 2026 - 2028
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