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Human Variations electronic Application Form (eAF) Timeline (Apr 2023)

Incremental release of functionalities

required for mandatory use

Use of variations
web-form only **

* Using CAPs and NAPs data in PMS sourced from 

EMA’s internal database and XEVMPD

** Scenario with minor findings from User 

Acceptance Testing (UAT)

Analysis & development of web forms (Marketing Authorisation Applications, Veterinary variations, Renewals)

• The detailed roadmap for the other forms is not reflected on this roadmap

Addressing UAT 

findings

Regular releases with additional 
functionality and structured data support

Load for CAPs 
& NAPs in eAF

PMS product 

load

External UAT on released
functionalities required 

for mandatory use

UAT Transition period

Possibility to use interactive
PDF eAF as a backup

Start of 
transition 
period **

Confirmation 
announcement of 
transition period 

start **

All CAPs & 
NAPs in eAF *

Aug 2023

Go-live of human 
variation eAF

supporting CAPs 
only

4 Nov 2022

Acronyms Legend

Milestone

User Acceptance 

Testing (UAT)

Activities for 

other eAFs

Dev activities for 

Human variation eAF

Migration / 

transition activities
CAPs: Centrally Authorised Products

NAPs: Nationally Authorised Products

XEVMPD:  eXtended EudraVigilance Medicinal Product Dictionary
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Human Variations eAF Timeline (Apr 2023) - Focus on Impacts for Users

Start of optional use of 

web-based human 

variation eAFs for NAPs 

as these products 

become available on 

PLM Portal

Use of variations
web-form only **

* Using CAPs and NAPs data in PMS sourced from 

EMA’s internal database and XEVMPD

** Scenario with minor findings from User 

Acceptance Testing (UAT)

Industry and 

NCAs 

participants 

involved in 

UAT

Primary use of web-
based human variation 

eAFs for NAPs and 
CAPs, using Interactive 

PDF as backup

PMS product 

load
UAT Transition period

Start of 
transition 
period **

Confirmation 
announcement of 
transition period 

start **

All CAPs & 
NAPs in eAF *

Aug 2023

Go-live of human 
variation eAF

supporting CAPs 
only

4 Nov 2022

Acronyms

CAPs: Centrally Authorised Products

NAPs: Nationally Authorised Products

XEVMPD:  eXtended EudraVigilance Medicinal Product Dictionary

Start of 

optional use 

of web-based 

human 

variation eAFs

for CAPs

Start of mandatory 
use of web-based 
human variation 

eAFs for NAPs and 
CAPs

Legend

Milestone

User Acceptance 

Testing (UAT)

Activities for 

other eAFs

Dev activities for 

Human variation eAF

Migration / 

transition activities

Impacts on 

Human variation 

eAF users
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