EUROPEAN MEDICINES AGENCY

SCIENCE MEDICILNES HEALTH

Information Management

Agenda: Refresher training webinar on post-authorisation

procedure management in IRIS for MAHs
30 September 2025, 10:00 - 12:00 (CEST)
Webinar: WebEx meeting

The aims of this webinar are to provide marketing authorisation holders with a refresher training
session on post-authorisation procedure management, including:

e updates on future IRIS developments;
e showcasing the IRIS system;
e a questions and answers session.

The registration form is available here.

Registration is open until the start of the meeting.

# Item Speaker Duration

Madalina Duta-Mare
Regulatory Procedure Management (RPM) 10:00 - 10:10
for Product Lifecycle Management (PLM) 5 min
Product Owner

1. Welcome & introduction

Context, roadmap overview

Simona Griniene 10:10 - 10:35
2. and key changes recap . .
_ ) RPM for PLM Subject Matter Expert 25 min
(including Q&A)
I IRI
ndustry S account Simona Griniene 10:35-11:00
3. management & roles recap , .
_ } RPM for PLM Subject Matter Expert 25 min
(including Q&A)
4 IRIS current functionalities Madalina Duta-Mare 11:00 - 11:20
' & demo RPM for PLM Product Owner 20 min
Madalina Duta-Mare 11:20 - 11:25
5. Next steps .
RPM for PLM Product Owner 5 min
M tor:
_ oderator _ 11:25 - 11:55
6. Q&A session Irene Mumeni Urbani 30 min
RPM for PLM Change Management Team
. Madalina Duta-Mare 11:55 -12:00
7. Closing .
RPM for PLM Product Owner 5 min
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