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New generation full length and modified factor IX (FIX) therapeutics are now either li-
censed or close to obtaining market authorisation for use as replacement therapy for 
haemophilia B patients.   

Assay discrepancies have been a focus for debate. Regulators, including the European 
Medicines Agency and the US FDA, and professional organisations such as the Interna-
tional Society on Thrombosis and Haemostasis, are discussing the issues of potency 
labelling and clinical monitoring of these new products.  However, there is no study that 
directly compares all these products in potency assays.   This international collaborative 
study investigated the  comparability of plasma-derived, recombinant and modified re-
combinant FIX products with the 4th IS for FIX concentrate.   

Sample code  

Recombinant product 1 R1 

Recombinant product 2 R2 

Recombinant product 3 R3 

Long acting product 1 L1 

Long acting product 2 L2 

Long acting product 3 L3 
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