
IRIS Epic 3 Transition Plan

Industry



End of July

IRIS guide for applicants 
updated for iMAAs and pre-

submission

End of June

Communication on new 
application process for 

notified bodies 

End of April

E2E testing for pre-
submission with Industry 

SMEs

Mid-June

• Testing for product 
contact change with 
Industry SMEs

• Webinar on 
automation of 
contact management 
on IRIS

End of July

Communication on data 
migration from SIAMED to 
IRIS for closed & open pre-

submission procedures

End of June

Quarterly System Demo 
Opportunity for questions

1 September

Go—live

iMAAs

➢ Post go-live support 
(e.g., walk in clinics)

18 August

Go-live

Eligibility (H&V), Letter of Intent 
(H&V), Accelerated assessment 

(H&V), Pre-submission 
interactions (H)

21 August

Go-live

Pre-submission 
interactions (V)

Mid-June

Communication on 
mandatory RPI for 
Eligibility and LoI

15 June

Go-live

Industry Contact Management 
for Authorisation Products

Q3 2026

Q4 2026

Biweekly engagement with Industry SMEs 
for Epic 3 procedures

Ad hoc updates to the Industry FAQ 

Walk-in clinics (from September, 2 times 
per week)

Additional support as needed

Engagement

Testing activities

Training/ Guidance materials  

Legend

Support Ecosystem

Communication

IRIS Guide for Applicants

Discover how to work with IRIS

FAQ Document

Find answers to the most common questions

Key resources at your fingertip

EMA Service Desk

Raise a ticket to request technical assistance 

Q2 2026

Getting Ready for IRIS Epic 3
Transition Roadmap for Industry users

https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/iris-guide-applicants-how-create-submit-scientific-applications-industry-individual-applicants_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/iris-guide-applicants-how-create-submit-scientific-applications-industry-individual-applicants_en.pdf
https://www.ema.europa.eu/en/documents/other/regulatory-procedure-management-rpm-product-lifecycle-management-plm-frequently-asked-questions_en.pdf
https://www.ema.europa.eu/en/documents/other/regulatory-procedure-management-rpm-product-lifecycle-management-plm-frequently-asked-questions_en.pdf
https://support.ema.europa.eu/esc
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