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Hypercare 

Initial Marketing Authorisation Application

Enabling publication of clinical data (IRIS CDP)

› SIAMED 
decomm.

Enhancing Committee Secretariat functionalities and post-
authorisation procedures

Maintenance

• Marketing authorisation (H/V); MRL (V); Accelerated assessment request (H/V)
• Eligibility request (H/V); Intent to submit (H/V); Pre-submission meeting and support (H/V); 

Notification of change (H/V), Transfer and withdrawal of eligibility (H/V)
• Fees: iMAA, pre-submission processes, art. 58, re-examination, devices, CD, MRL

Improvements for variations case registration

Eligibility request (H/V); Intent to submit (H/V); 

Pre-submission meeting and support (H/V); 
Notification of change  

Accelerated assessment request, 
MRL

ATMP processes 
(certification)

Reports with PA procedures Reports with pre-submission and initials 

UI-UX improvements

Transfer and 
withdrawal of 

eligibility (H/V) 

Fees for PASS, PMSS

Increased improvements on post-authorisation procedures

2025 2026 2027

Q2 Q3 Q4 Q1 Q2 Q3 Q4 Q1 Q2

Name review group, Signals, 
Follow-up for CD 

Acronyms

• CDP: Clinical data publication 

• PA: Post Authorisation

• ATMP: Advanced Therapy Medicinal Products

• CD: Companion Diagnostic

• MRL: Maximum Residue Limits

Legend

Dev. 

activities

Go-live Milestone

Maintainance/

Hypercare
Enabler

Fees for 
line extension

Proposed 
activities for 
after Epic 3


	Diapositiva 1: Regulatory Procedure Management in IRIS roadmap (Epic 3) – 18/11/2025  

