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Post-authorisation procedures on IRIS

» Post-authorisation procedures were moved to IRIS in 2024
and 2025

« Post-go-live, we are focusing on improvements

« Ongoing enhancements keep IRIS evolving in line with
business and regulatory needs

EMA



Upcoming Procedures on IRIS

Complete the migration of all SIAMED processes to IRIS by mid-2026, ensuring a single
system and readiness for future NPL implementation.

Roadmap

Pre-submission activities (H/V),

Initial Marketing authorisation (H/V),
Maximum residue limit (V),
Accelerated assessment request,

CDP for initial marketing authorization,
& ATMP classification and certification (H)

(Bi-weekly) requirements gathering and testing with Industry SMEs

Milestone/ go-live ‘ Input needed from industry EMA
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