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[Abstract] Objective To evaluate the in vivo recovery (IVR) of coagulation factors (F) II , VI, IX and X, and the effica-
cy and safety of a four—factor prothrombin complex concentrate (PCC) in treating hemophilia B (HB) patients. Methods  Pa-
tients with moderate or severe HB with minor hemorrhage and enrolled in a multiple—center, open—label PCC clinical trial in
Peking Union Medical College Hospital during October 2016 to June 2017 were given intravenous injection of 20-40 U/kg
PCC for the treatment. Blood samples were obtained before and 15 min after PCC infusion, to determine the immediate IVRs of
FIL, FVI, FIX, FX. Clinical responses were recorded. Results  Sixty—nine male patients (median age 33 years, range 18-65
years) were enrolled. The average dose infused was (22.1+2.4) U/Kg, and the IVR was F Il (1.77+0.52), FVI (1.63+
0.85), FIX (1.82+0.52), and FX (1.80+0.61) U/dL per U/kg. Excellent response (ER) rate plus good response (GR) rate
was 88.4% (ER 45 casest GR 16 cases) at 8—hour and 100% (ER 47 cases+GR 22 cases) at 72—hour. No severe adverse

events (SAE) including venous or arterial thrombosis, hemolysis, allergic reactions, and inhibitor to 4 factors were reported.
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Conclusion This studied PCC was safe and effective for HB. The high IVR of the four factors made this PCC a potential role in

other indications.
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