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eCTD v4.0 Pilot on forward compatibility 

for CAPs (products with existing lifecycle)

Q3 Q4

Go-live Milestone

Release of the 
updated EU IG and 
Validation criteria

eCTD v4.0 Pilot for non-CAPs new MAA

Go-live for 
optional use for 
CAP new MAA

eCTD v4.0 Pilot on forward compatibility for non-CAPs
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Readiness check before CAPs mandatory use
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Q4 - Go-live for optional 
use for non-CAPs forward 

compatibility

December - Go-live 
for mandatory use 

for CAPs

TBC Go-live

Go-live for optional 
use for CAPs forward 

compatibility

Release of the 
updated EU IG and 
Validation criteria

Release of the 
updated EU IG and 
Validation criteria

Readiness check before non-CAPs optional use

Acronyms

CAP: Centrally Authorised Product

Non-CAP: Non- Centrally Authorised Product

IG:  Implementation Guide

TBC: To be confirmed

MAA: Marketing Authorisation Application

UI: User Interface
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Release of 
EURSnext 26.06

Release of 
EURSnext 26.10

Release of the 
updated EU IG and 
Validation criteria

Release of the 
updated EU IG and 
Validation criteria

Readiness check before non-CAPs optional use

Acronyms

CAP: Centrally Authorised Product

Non-CAP: Non- Centrally Authorised Product

IG:  Implementation Guide

TBC: To be confirmed

MAA: Marketing Authorisation Application

UI: User Interface
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