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*Time Topic Speaker
10.00 Welcome & Introductions to Workshop
10.15 Regulatory framework for selection and SPC harmonisation for Dries Minne
reference VMPs FAMHP Belgium
e Products selection process for SPC harmonisation
e SPC harmonisation of the reference VMP
e National phase and part II harmonisation
10.55 Industry - originators Marco Hoyer
e Position of the industry on the regulatory framework MSD
e Potential advantages and disadvantages
11.30 Break
11.45 Regulatory framework for SPC harmonisation for generic and hybrids | Dries Minne
e Harmonisation procedure for generic and hybrids FAMHP Belgium
e Selection of the RMS
e National phase and part II harmonisation
12.10 Industry - Generics and hybrids Elsa Vecino
e Generic and hybrid industry position on the regulatory framework Access VetMed
e Potential advantages and disadvantages
12.40 Panel discussion Dries Minne
Marco Hoyer
Elsa Vecino

Erik Waterdrinker

13.15

End of session




