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Table 1. Status of EMA and FDA approval of the EHL recombinant FVIII and FIX products. 

 

  

Product Modification 
Approval year 

EMA 

Approval year 

FDA 

FVIII        

  
Eloctate; Elocta (rFVIII-

Fc) (Efmoroctocog alfa) 
Fc-fusion 2015 2014 

  

Adynovate/Adynovi 

(BAX855) (Rurioctocog 

alfa Pegol) 
PEGylated January 2018 2015 

  
N8-GP 

(Turoctocog Alfa Pegol) 
PEGylated Pending Pending 

  

Jivi (BAY94-9027)  

(Damoctocog alfa Pegol) 
PEGylated November 2018 2018 

FIX          

  Alprolix (rFIX-Fc) 

(Eftrenonacog alfa) 
Fc-fusion 2016 2014 

  

Rebinyn/Refixia (N9-GP) 

(Nanocog beta Pegol) 
PEGylated June 2017 2017 

  
Idelvion (rIX-FP) 

(Albutrepenonacog alfa) 
Albumin-

fusion 
2016 2016 

 


