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Part VI: Summary of the risk management plan 

Summary of risk management plan for Abiraterone 

 

This is a summary of the risk management plan (RMP) for Abiraterone. The RMP details important 

risks of Abiraterone, how these risks can be minimised, and how more information will be obtained 

about Abiraterone’s risks and uncertainties (missing information). 

Abiraterone’s summary of product characteristics (SmPC) and its package leaflet give essential 

information to healthcare professionals and patients on how Abiraterone should be used.  

Important new concerns or changes to the current ones will be included in updates of Abiraterone’s 

RMP. 

I. The medicine and what it is used for 

The Applicant’s Abiraterone is authorised with prednisone or prednisolone for (i) the treatment of 

newly diagnosed high risk metastatic hormone sensitive prostate cancer in adult men in combination 

with androgen deprivation therapy, (ii) the treatment of metastatic resistant prostate cancer in adult 

men who are asymptomatic or mildly symptomatic after failure of androgen deprivation therapy in 

whom chemotherapy is not yet clinically indicated, and (iii) the treatment of metastatic castration-

resistant prostate cancer in adult men whose disease has progressed on or after a docetaxel-based 

chemotherapy regimen. It contains abiraterone as the active substance and it is given orally.   






