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• Countries of interest 

• Risk Communication

• EU Regulation

• GVP Module XV

• DHPC

• Non-EU Countries - regional aspects 

• Take home message 



Take home message

• DHPC processing is well defined by GVP Guidelines and is similar 
in EU and non-EU countries     

• HP are used to this practice 

• For success good cooperation should be achieved between MAHs 

and NCAs

• Joint activity of all MAHs is required and they can share their PV 

experience

• All MAHs – single message delivered

• In near future: Dear patient letter? 


