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NAME COMPANY TYPE CLINICAL TRIALS DESCRIPTION 

CB 2679d/ISU304 
(dalcininacog) 

Catalyst Biosciences, Inc. 
& ISU Abxis 

Recombinant factor IX, injected 
subcutaneously 

In February 2020, Catalyst reported 
results from its Phase 2b trial, 
NCT03995784. Six patients with 
hemophilia B received subcutaneous daily 
doses for 28 days. Stable and protective 
FIX levels between 16% and 27% were 
obtained. Half-life ranged from 84 to 112 
hours. One subject withdrew from the 
study after six days due to redness and 
swelling at the injection site. No bleeds, 
inhibitors or other serious adverse events 
were reported.  

The company claims that CB 
2679d/ISU304, a highly potent next-
generation coagulation factor IX variant, 
has demonstrated the potential to raise 
factor IX levels to the upper range of 
mild hemophilia or the normal range 
with a daily subcutaneous injection in 
Phase 1/2 studies.  

Coagadex 
(Factor X) 

Bio Products Laboratory 
(BPL) 

A plasma-derived factor X 
concentrate to treat hereditary 
factor X deficiency 

In April 2015, BPL announced results from 
its pivotal Phase 3 trial. Control of 
bleeding was excellent or good in 98% of 
bleeding episodes in 16 patients. No 
adverse events caused withdrawal from 
the trial.  

In October 2015, the U.S. FDA approved 
Coagadex for use.  

In February 2016, the European Medicines 
Agency recommended to grant market 
authorization.  

Human coagulation factor X is a protein 
derived from human plasma. 

BIVV001 
Factor VIII – Fc –  
Von Willebrand 
factor - XTEN Fusion 
Protein (rFVIIIFc-
VWF-XTEN) 

Sobi and Sanofi 
(previously Bioverativ 
Therapeutics Inc.) 

An extended half-life 
recombinant factor VIII 
concentrate to treat 
hemophilia A 

In December 2019, Sobi/Sanofi announced 
results from its Phase 1 open-label, study 
(NCT03205163) to determine the safety, 
tolerability and pharmacokinetics of 
rFVIIIFc-VWF-XTEN (BIVV001) in 
previously treated adults with severe 
hemophilia A. 

Patients received 4 once-weekly doses of 
BIVV001 (days 1, 8, 15, and 22) at either 
50 IU/kg (cohort 1) or 65 IU/kg (cohort 2). 
The mean (range) half-life for 50 IU/kg 
and 65 IU/kg BIVV001 was 41.3 (34.2-
50.1) hours and 37.3 (28.9-43.8) hours, 
respectively. At 5 and 7 days after the 
final BIVV001 infusion, mean steady-state 
FVIII activity was 22% and 10% for cohort 
1 and 27% and 12% for cohort 2, 
respectively.  

In December 2019, Sobi and Sanofi 
announced that the first patient had been 
dosed in its Phase 3 XTEND-1 study. The 
trial will last 52 weeks.  

BIVV001 combines four different 
proteins (rFVIII, a Fc fusion molecule, 
XTEN polypeptides and a region of the 
von Willebrand factor) together to 
increase half-life of FVIII. Early results 
show a tripling of the normal half-life to 
close to 40 hours.  

 


