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CAPs and Non-CAPs in web-based eAF -
Q&A Clinic

30 September 2025, 15:00 – 16:00 (CEST)

Webinar: WebEx
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Welcome
Kristiina Puusaari, eAF Product 
Owner, EMA 

Join at www.slido.com #EAFQA30
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1 Welcome
15:00 – 15:05

Kristiina Puusaari
eAF Product Owner, EMA

3 Next steps & Closing
15:55 – 16:00

Agenda

2 Q&A Session
15:05 – 15:55

Kristiina Puusaari
eAF Product Owner, EMA

Moderator: 
Pedon Isabella

eAF Change Management Team

For Questions: www.slido.com  code: #EAFQA30
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Q&A Session
Isabella Pedon, eAF Change 
Management Team

Join at www.slido.com #EAFQA30
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Send your questions via Slido

Interaction via Slido is voluntary, and you may opt to remain anonymous. If you choose to use 
Slido, you consent to the processing of your personal data as explained in the EMA Data Privacy 
Statement for Slido.

The session is recorded and will be shared 

1. Join via the QR code or link

2. Send or upvote the questions you want 
to hear answered

3. Questions will be shown on the screen and 
managed live in the Q&A session

https://www.ema.europa.eu/en/documents/other/european-medicines-agencys-privacy-statement-use-audience-interaction-tool-slido_en.pdf
https://www.ema.europa.eu/en/documents/other/european-medicines-agencys-privacy-statement-use-audience-interaction-tool-slido_en.pdf
https://www.ema.europa.eu/en/documents/other/european-medicines-agencys-privacy-statement-use-audience-interaction-tool-slido_en.pdf
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• The PLM Portal web-based variation form has been in Strongly 
Recommended use for all CAP variations since May 2024. 

• Issues, concerns, bugs should be reported via the EMA ServiceNow tool – 
please pay attention to the correct category.

Note: Strongly Recommended Use =The web-based eAF should be used 
in most cases. The interactive PDF should only be used if specific 
constraints prevent the use of the web-based eAF (e.g., technical issues or 
missing features).

The PLM Portal web-based variation form will be in Strongly Recommended use 
for all non-CAP variations from Wednesday 29 September 2025.

Human variations eAF – Strongly Recommended 
use for all Variations

For Questions: www.slido.com  code: #EAFQA30
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Product selection – DEMO of the updated 
functionality

For Questions: www.slido.com  code: #EAFQA30

• When new form is created, the product selection page opens without a 
need to click to enter the product selection page

• Adding and deleting products is now easier and more intuitive

Further improvements coming 2 weeks time:
• Default search will be updated from 10 products to 50 products
• The number of products shown/selected will be displayed

Known limitation: multiselection using the highlevel button is currently not 
available in ‘View selected products’ and ‘View added products’
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For Questions: www.slido.com  code: #EAFQA30

• When multiple sections are added in the pdf form, they can now be 
organised to reflect the order applicant wishes to display them on the pdf 
output following the deployment of the new FHIR and pdf versions on 25th 
September

• Other improvements are also now visible in the pdf export e.g.order or 
products is now based on the NCA country

Present and Proposed – reordering of sections now 
reflected in the pdf
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Type IA Annual updates (annual notification)

For Questions: www.slido.com  code: #EAFQA30
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Upcoming features 

For Questions: www.slido.com  code: #EAFQA30

Organisation Deletion 

Reference MAH Name (OMS Update)

Versioning to support the new variation classification
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Next Steps & Closing
Kristiina Puusaari, eAF Product 
Owner, EMA

Join at www.slido.com #EAFQA30
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eAF Q3 events 

Q&A Clinic on web-based electronic application form functionalities

30 September 2025 (Link to the Event Page) 

Q&A Clinic on web-based electronic application form functionalities

 09 October 2025 (Link to the Event Page) 

eAF Training on web-based electronic application form functionalities for CAPs 

15 September 2025 (Link to the Event Page) 

Quarterly System Demo – Q3 2025

17 September 2025 (Link to the Event Page) 

Q&A clinic on web-based electronic Application Form (eAF) functionalities 

08 July 2025 (Link to the Event Page) 

Training session on Human variations web-based electronic Application Form 
(eAF) for non-CAPs 01 July 2025 (Link to the Event Page) 

eAF Training on web-based electronic application form functionalities for CAPs 

10 September 2025 (Link to the Event Page) 

https://www.ema.europa.eu/en/events/qa-clinic-web-based-electronic-application-form-eaf-functionalities-caps-non-caps
https://www.ema.europa.eu/en/events/qa-clinic-web-based-application-form-functionalities-caps-non-caps
https://www.ema.europa.eu/en/events/training-session-human-variations-web-based-electronic-application-form-eaf-caps
https://www.ema.europa.eu/en/events/quarterly-system-demo-q3-2025
https://www.ema.europa.eu/en/events/qa-clinic-web-based-electronic-application-form-eaf-functionalities-caps-non-caps-variations-1
https://www.ema.europa.eu/en/events/training-session-human-variations-web-based-electronic-application-form-eaf-non-caps-0
https://www.ema.europa.eu/en/events/training-session-human-variations-web-based-electronic-application-form-eaf-non-caps-1
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eAF Useful Resources

Training Videos on PLM Portal: Link

User Guidance on PLM Portal: Link

Q&A Document on PLM Portal: Link

eAF News on PLM Portal: Link

PLM Newsletter: Subscribe Here

PLM Portal: Link

eSubmission Website: Link

https://plm-portal.ema.europa.eu/Guidance/article/KA-01012/en-us
https://plm-portal.ema.europa.eu/Guidance/article/KA-01012/en-us
https://esubmission.ema.europa.eu/cessp/PLM%20Portal%20eAF%20-%20Q&A%20-%20July%202025.pdf
https://plm-portal.ema.europa.eu/Guidance/article/KA-01006/en-us
https://ec.europa.eu/newsroom/ema/user-subscriptions/3638/create
https://plm-portal.ema.europa.eu/
https://esubmission.ema.europa.eu/cessp/cessp.htm
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Note: Interactive pdf = the ‘old’ eAF 
from eSubmission website vs the PLM 

portal web-based eAF
13

Ask a Question in 
EMA Service Desk

Ask a Question via email: 
plm.valuestream@ema.europa.eu

Consolidated NEW technical 
issues/new feature 
requests/questions on web-based 
eAF functionalities via email: 
plm.valuestream@ema.europa.eu

PMS data issue follow PMS guidance 
(either Service Desk or directly 
submitting corrections to xEVMPD

Report an Incident in 
EMA Service Desk

How can EMA be notified of eAF technical issues?

For issues related to organisational 
data from OMS, report an incident in 
EMA Service Desk

For Questions: www.slido.com  code: #EAF1509

https://support.ema.europa.eu/esc?id=sc_cat_item&sys_id=fb711486c31f55908719596ce00131e2
mailto:plm.valuestream@ema.europa.eu
mailto:plm.valuestream@ema.europa.eu
https://support.ema.europa.eu/esc?id=sc_cat_item&sys_id=994b822a87a94510717f2fce8bbb356d
https://support.ema.europa.eu/esc?id=sc_cat_item&sys_id=415d4806c31b55908719596ce001311f
https://support.ema.europa.eu/esc?id=sc_cat_item&sys_id=415d4806c31b55908719596ce001311f
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Go-live of optional 
use of Human 
variations eAF 

supporting non-CAPs

Nov 2022 May 2024

2026 and beyond (TBC)

UAT minus 2 
months

UAT 
announcement 
(“Transition 
ready” form 
available)

2 months 
after UAT

Confirmation of 
transition period 
start date *

2 months 
after 
confirmation

Start of transition 
period 

6 months 
after 
transition 
start

Use of the 
Human 
variations
web-form only

Exploring structured changes in eAF 

Q1

2025

TBC 

Analysis & 
development 
of web forms

Marketing 
Authorisation 
Applications, 
Veterinary 
variations, 
Renewals

Recommended use 
of Human variations 
eAF for non-CAPs

Q2

Legend

Key 
milestone

Dev activities for 
Human variations eAF

Acronyms

CAPs: Centrally Authorised Products

NAPs: Nationally Authorised Products

XEVMPD:  eXtended EudraVigilance 
Medicinal Product Dictionary

TBC: To be confirmed, more 
precise information will be 
communicated in due time
Note: CAPs and NAPs data in 
PMS are sourced from 
EMA’s internal 
database and XEVMPD 

* on the condition that no major issues are identified

Incremental release of new features, including maintenance and 
optimisation updates and performance improvements 

Q3

Incremental release of the new UX design

2022 – 2024 

Nov 2022

Go-live of 
Human variations 
eAF supporting 
CAPs only

May 2024

Strongly 
recommended use 

of Human 
variations eAF for 

CAPs following 
PMS CAPs release

Q4

Strongly recommended 
use of Human 

variations eAF for non-
CAPs, where 
applicable*

29th September 2025

Human variations eAF – Key steps and milestones

eAF FHIR 2.2.5 
(25 September 2025)
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