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Safety concern Risk minimisation measures Pharmacovigilance 
activities

Safety concern Risk minimisation measures Pharmacovigilance 
activities

Safety concern Risk minimisation measures Pharmacovigilance 
activities

Part VI: Summary of the risk management plan  
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I. The medicine and what it is used for 

II. Risks associated with the medicine and activities to minimise or further characterise 
the risks  

routine risk minimisation

Summary of safety concerns
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Important Identified Risks: HIV-1 acquisition, including infection resulting from non-
adherence

Important Identified Risks: Development of resistance in patients with unrecognized or 
acute HIV-1 infection
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Important Identified Risks: Renal toxicity

II.C.1 Studies which are conditions of the marketing authorisation 

II.C.2 Other studies in post-authorisation development plan 


