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Next steps

EU level
• 18 implementing acts
• 9 delegated acts
• Development of databases
• Rework existing procedures & guidance documents
• Development of procedures & guidance for new tasks
• Coordination of discretionary powers

National level
• Complete new national regulatory framework for VMPs
• Discretionary powers
• Inform/prepare all stakeholders
• IT: align internal databases with new EU databases 

(timeframe!)
• Rework of existing procedures & guidance documents
• Development of procedures & guidance for new tasks
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Next Steps

Implementing & Delegated acts

4 packages of IA/DA foreseen:

o 1st package: legal deadline before date of application

o 2nd package: legal deadline by the date of application

o 3th package: legal deadlines after the date of application (work will 

start in 2022)

o 4th package: no legal deadline

 4 consultation phases foreseen for each act

Information on IA&DA and scientific advices: 

EC website https://europa.eu/!rJ63kT

https://europa.eu/!rJ63kT
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Next Steps

CMDv 
Legislation WG

Variations

SPC 
harmonisation

MA 
procedures/

legal basis

Revision of 
documents

Re-
examination

/Review

Pharmaco-
vigilance

Limited 
market & 

exceptional
circumstances

Labelling & 
Packaging

Borderline



5

SPC Harmonisation / Symposium 19-11-20219
FAMHP - DG PRE Authorisation / Medicines for Veterinary Use Division

Next Steps

Approximative timelines for the CMDv legislation WG
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• www.fagg.be/nl/presentaties
www.afmps.be/fr/presentations

Read todays presentations and NVR text 
again?

Thank you for your attention! 

http://www.fagg.be/nl/presentaties
http://www.afmps.be/fr/presentations
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Keep calm

And prepare for the NVR
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Discussion


