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therapy was generally well tolerated The most common side effects are nausea, diarrhoea, and 

pyrexia. Some patients developed infusion related reactions, some of which were reminiscent of 

hypersensitivity reactions. The mechanism of action of Benlysta could increase the potential risk for the 

development of infections including opportunistic infections. Also, as an immunomodulating drug, a 

potential risk for malignancies cannot be ruled out. 

A pharmacovigilance plan for Benlysta will be implemented as part of the marketing authorisation.  
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The active substance of Benlysta is belimumab, a monoclonal antibody (ATC code:

for soluble human B Lymphocyte Stimulator protein (BLyS, also referred to a

Benlysta blocks the binding of soluble BLyS, a B cell survival factor, to its rece
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1 Summaries of positive opinion are published without prejudice to the commission decision, which will normally be issued 
67 days from adoption of the opinion. 
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The CHMP, on the basis of quality, safety and efficacy data submitted, considers there to be a 

favourable benefit to risk balance for Benlysta and therefore recommends the granting of the 

marketing authorisation. 

 

The approved indication is: add-on therapy in adult patients with active autoanti

lupus erythematosus (SLE) with a high degree of disease activity (e.g. positi

experienced in the diagnosis and treatment of SLE. 

Detailed recommendations for the use of this product will be described in the sum
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will be available in all official European Union languages after the marketing

granted by the European Commission. 


