
routine risk minimisation



II.A List of important risks and missing information 



Annex 1 – EudraVigilance Interface 

Annex 2 – Tabulated summary of planned, ongoing, and completed pharmacovigilance 
study programme  

Annex 3 - Protocols for proposed, on-going and completed studies in the pharmacovigilance 
plan

Annex 4 - Specific adverse drug reaction follow-up forms 

Annex 5 - Protocols for proposed and on-going studies in RMP part IV 

Annex 6 - Details of proposed additional risk minimisation activities (if applicable) 

Annex 7 - Other supporting data (including referenced material) 

Annex 8 – Summary of changes to the risk management plan over time 


