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Safety concern Routine risk minimisation 
measures

Additional risk minimisation 
measures

VI.2 Elements for a Public Summary

VI.2.1 Overview of disease epidemiology 
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VI.2.2 Summary of treatment benefits

VI.2.3 Unknowns relating to treatment benefits 

VI.2.4 Summary of safety concerns

Important identified risks

Table 6

Risk What is known Preventability
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Risk What is known Preventability
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Risk What is known Preventability

Important potential risks

Risk What is known (Including reason why it is considered a potential risk)

Missing information

Risk What is known
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VI.2.5 Summary of risk minimisation measures by safety concern

VI.2.6 Planned post authorisation development plan

VI.2.7 Summary of changes to the Risk Management Plan over time


