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Hypercare for post-authorisation procedures

Initial Marketing Authorisation Application 
Eligibility request (H/V); Intent to submit (H/V); Pre-submission meeting 
and support (H/V); Notification of change / Withdrawal (H/V)

Enabling publication of clinical data (IRIS CDP); 

Improvements for registration (IRIS / AVS)

• AVS: Assisted Validation System

• CDP: Clinical data publication 

• iMAA: initial Marketing Authorisation Application

iMAA roll-out

› SIAMED decommissioning

Development

Milestone

2024 2025

Q4 Q1 Q2 Q3 Q4

Post-authorisation
procedures roll-out

Pre

roll-out

Enhancing Committee Secretariat 

functionalities
Maintenance

Maintenance/ 

Hypercare

Please note the ongoing development of Regulatory Procedure Management in IRIS will happen in stages, with incremental improvements across the entire regulatory procedure 
management landscape.
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