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Amendment of the
Delegated Regulation

(11/03/2024)
Transitional period

In parallel, preparation
of the amendments in

the Variations
guideline 

January 2025 
Entry into force of

Delegated Regulation

Q2/2025 – Q3/2025
Publishing of New

Variations guideline

2026 – 2027 (?) 
Revision of the

Pharmaceutical
legislation 

Full revision of the
variation framework
after adoption of the

revision of the
pharmaceutical

legislation

1  stepst

2    step
nd

3  steprd

     Key changes related to the
new Variations Regulation:
•Type IA annual update
•Mandatory Worksharing
•Super-grouping


