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The Risk Management Plan (RMP) is a comprehensive document submitted as part of the application dossier for 
market approval of a medicine. The RMP summary contains information on the medicine's safety profile and 

explains the measures that are taken in order to further investigate and follow the risks as well as to prevent or 
minimise them. 

The RMP summary of “FABHALTA” is a concise document and does not claim to be exhaustive.  

As the RMP is an international document, the summary might differ from the “Arzneimittelinformation / Information 
sur le médicament” approved and published in Switzerland, e.g. by mentioning risks occurring in populations or 

indications not included in the Swiss authorization.  

Please note that the reference document which is valid and relevant for the effective and safe use of “FABHALTA” 
in Switzerland is the “Arzneimittelinformation/ Information sur le médicament” (see www.swissmedic.ch) approved 

and authorized by Swissmedic. Novartis Pharma Schweiz AG is fully responsible for the accuracy and 
correctness of the content of the published summary RMP of “FABHALTA”. 
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II. Risks associated with the medicine and activities to minimize or 
further characterize the risks 
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II.A: List of important risks and missing information 

 

Table 1 – List of important risks and missing information 

 

II B: Summary of important risks 

Table 2 – Important identified risk: Infection caused by encapsulated bacteria 
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Table 3 – Important potential risk: Serious haemolysis following discontinuation of 

iptacopan 

 

Table 4 – Important potential risk: Malignancies 
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Table 5 – Important missing information: Use in pregnant patients 

 

Table 6 – Important missing information: Long-term safety (>2 years) 
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II C: Post-authorization development plan 

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

 

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

Table 7 – Other studies in the post-authorization development plan 

 


