PLM portal - Human variations electronic Application Form (eAF) Timeline (November 2026)

2022 - 2024 2027 and beyond (TBC)

@ Nov 2022 Mandatory* use of Human
Go-live of Human variations eAF for variations eAF for CAPs
CAPs 1 September 2026

@ July 2024
Strongly recommended use of UAT minus 2 2 months after 2 months after 6 months after
Human variations eAF for CAPs months UAT confirmation transition start
° (o) (o) (- ©O) - ® .
UAT Confirmation of  Start of transition = Mandatory use
m announcement transition period period of the Human
Q1 2025 ("Transition start date** variations web-
Milestones from 2025 shown in green Go-live for non-CAPs ready” web-form form only
on the timeline available) (legacy PDF
forms retired)

Analysis & development of web forms (TBC)

Human and Veterinary Marketing Authorisation Applications (MAA),
Veterinary variations, Renewals

Strongly recommended use of

Human variations eAF for non-CAPs
September 2025

* Interactive PDF eAF accepted exceptionally (see details) ** On the condition that no major issues are identified during final testing

Legend Acronyms CAPs: Centrally Authorised Products UAT: User Acceptance Testing
@ CAPs milestone Non-CAPs: non-Centrally Authorised Products TBC: To be confirmed; more precise information will be
@ Non-CAPs milestone (NAPs, MRP, DCP) communicated in due time

@ Transition steps (TBC) E M


https://plm-portal.ema.europa.eu/guidance-and-help/article/?artid=KA-02896
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