EUROPEAN MEDICINES AGENCY

IRIS Epic 3 Transition Plan



Getting ready for iMAAs & pre-
submission activities go-live

Discover the key milestones, activities and support available for each stakeholder group by selecting the
relevant button below.

.
“
“
*
4
-
o

5
. . .
N R e, R
* * * *
* 4 * *
CS Q . Q
. 4 . 4
. Q . g
. D . D
L . L O . L
u . u . u
» . » . »
L L] L L] L
" " " M "
. . . ﬁ (—\‘ . .
- : - : - O
- » . . -
. [d . . Ly() . .
. L \J L .
. g . g .
* L2 * L2 *
* L * L *
*e o *e - .
* B - o
"agpguun® "agpguun®

EMA Staff

EMA

Classified as internal/staff & contractors by the European Medicines Agency



I Key resources at your fingertip

Getting Ready for IRIS Epic 3 Discover what IRIS is all about

Transition Roadmap for EMA users @ IRIS Intranet Page
Q2 2026
Mid-April - End of May - See what’s going on with the system
Early April Mid-May Early May Early June Early June @ IT Mainteinance Calendar
® Learn how to manage procedures in IRIS
E2E testing with E2E testing for SRD Overview & - E2E testing for pre- * SRD Training ) _
SMEs Kick-Off iMAAs Process Alignment submission (H-Div) % IRIS CRM user guide for RPM
session (H-Div) . IRIS User manual » Post-authorisation

refresher training Find answers to the most common questions

updated for iMAAs

sessions .
@& EMA FAQ Document
Q3 2026
Mid-July Early July End of June Mid-June : Support Ecosystem = s 7
® o Weekly IRIS Office hours
Lunch time Talk Quarterly meeting + Update of iMAAs and pre- Change Enablers’ Walk-in clinics (from September, 2 times
Ask questions and clarify any with managers submission procedural Kick off i per week)
aspects of the transition Share updates and guidance* Biweekly interaction with iMAAs process
gather feedback +  Closing session for E2E owners
testing for iMAAs & pre- Quarterly IRIS updates dissemination via
submission 04 2026 dept/office meetings
: Bi-weekly engagement with Epic 3 CEs
18 August 21 August 1 September End of (from early July)
Early September September T
lo‘ - 10‘ - 1.‘ I - _
‘I " \’ R Legend SAARALLLLL LI L L L LR L LR
Go-live Go-live Go-live Refresher iMAAs Quarterly meeting : |
. . . ith Engagement
Eligibility (H&V), Letter of Intent  Pre-submission iMAAs (H&V) Training (Registration with managers : . _
& Validation) : Testing activities

(H&V), Accelerated assessment interactions (V)

(H&V), Pre-submission
*update by process owner

interactions (H) . Communication
Training on pre-submission activities and iMAAs (Validation and Case Management) will take place from July to September, aligned B .

with the evaluation timeline and business needs

. Training/ Guidance materials


https://intranet.ema.europa.eu/Interact/Pages/Content/Document.aspx?id=2326
https://euema.sharepoint.com/:w:/s/IRISUserGroup/EXnfE4xyG4dJlSAR6XqZzVYBvoz1Ig7RAs-akqAsD1hFFA?e=Rudxvr
https://euema.sharepoint.com/:w:/s/IRISUserGroup/EXnfE4xyG4dJlSAR6XqZzVYBvoz1Ig7RAs-akqAsD1hFFA?e=Rudxvr
https://euema.sharepoint.com/sites/IRISUserGroup/_layouts/15/Doc.aspx?sourcedoc=%7B64E9B224-0790-4952-ABCA-573440F21F74%7D&file=02-IRIS%20CRM%20user%20guide%20for%20regulatory%20procedures%20management%20-%20product%20lifecycle.docx&action=default&mobileredirect=true&DefaultItemOpen=1
https://intranet.ema.europa.eu/Interact/Pages/Modules/Calendar/Month.aspx?subsection=6032
https://intranet.ema.europa.eu/Interact/Pages/Modules/Calendar/Month.aspx?subsection=6032

Getting Ready for IRIS Epic 3

Transition Roadmap for Industry users

Q2 2026
15 June
End of April Mid-June
4 .'
204
E2E testing for pre- » Testing for product Go-live

submission with Industry
SMEs

contact change with
Industry SMEs

Industry Contact Management
for Authorisation Products

+ Webinar on
automation of
contact management
on IRIS

Q3 2026

End of July

® © ®

IRIS guide for applicants
updated for iMAAs and pre-

End of June

End of June Mid-June

Quarterly System Demo
Opportunity for questions

Communication on
mandatory RPI for

Communication on new
application process for

submission notified bodies Eligibility and Lol
Q4 2026
E f Jul
nd of July 18 August 21 August 1 September > Post go-live support
‘ ‘ ‘ (e.g., walk in clinics)
‘ V & V& £ N_____
Sy Sy Sy
Communication on data Go-live Go-live Go—live
migration from SIAMED to  gigipility (H&V), Letter of Intent Pre-submission iMAAs

IRIS for closed & open pre- (Hgy), Accelerated assessment
submission procedures (H&V), Pre-submission
interactions (H)

interactions (V)

Classified as internal/staff & contractors by the European Medicines Agency

I Key resources at your fingertip

Discover how to work with IRIS

@ IRIS Guide for Applicants

Find answers to the most common questions

@ FAQ Document

Raise a ticket to request technical assistance

@ EMA Service Desk

= Support Ecosystem

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

- Legend

Engagement
Testing activities
. Training/ Guidance materials

. Communication

.
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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

Getting Ready for IRIS Epic 3

Transition Roadmap for Network users

Q2 2026

Mid-May

Mid-June

E2E testing for
iMAAs case overview
with Network SMEs

E2E testing

for

pre-submission
with Network SMEs

Q4 2026

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

Q3 2026
End ofJuly End of]u/y July
User manual updated Communication on data Trainings
for iMAAs and pre- migration from SIAMED to
submission IRIS for closed & open pre-
submission procedures
18 August 21 August 1 September Early
September
V4 0' ~ 0‘ V4 .‘
Ny Ny Ny
Go-live Go-live Go—live Meeting with the EC

Pre-submission

Eligibility (H&V), Letter of
interactions (V)

Intent (H&V), Accelerated
assessment (H&V), Pre-
submission interactions (H)

. on Epic 3 changes
iIMAAS and elements that
remain unchanged

I Key resources at your fingertip

Discover how to work with IRIS

@ IRIS full guide for Network users

Find answers to the most common questions

ﬁ FAQ Document

Raise a ticket to request technical assistance

@ EMA Service Desk

- Support Ecosystem

CETTTTN

Biweekly engagement with Network SMEs
for Epic 3 procedures

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

Additional support as needed

Engagement
Testing activities
. Training/ Guidance materials

. Communication
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https://euema.sharepoint.com/:b:/r/sites/CRM/Committee%20Library/00%20-%20IRIS%20-%20Sharepoint%20general%20folder/User%20guidances%20-%20IRIS%20Network%20portal/02-IRIS%20full%20Guide%20for%20Network%20Users.pdf?csf=1&web=1&e=EubEoE
https://euema.sharepoint.com/:b:/r/sites/CRM/Committee%20Library/00%20-%20IRIS%20-%20Sharepoint%20general%20folder/User%20guidances%20-%20IRIS%20Network%20portal/IRIS%20for%20post-authorisation%20procedures%20-%20Network%20FAQ.pdf?csf=1&web=1&e=etvjsU
https://euema.sharepoint.com/:b:/r/sites/CRM/Committee%20Library/00%20-%20IRIS%20-%20Sharepoint%20general%20folder/User%20guidances%20-%20IRIS%20Network%20portal/IRIS%20for%20post-authorisation%20procedures%20-%20Network%20FAQ.pdf?csf=1&web=1&e=etvjsU
https://support.ema.europa.eu/esc
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