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Purity Factor X Concentrate (FACTOR X)
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INTRODUCTION . -

Figure 1: Prothrombin Time Results
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FACTOR X is a high purity factor X concentrate developed for the
treatment of hereditary factor X deficiency. The high factor X potency
and low thrombogenic potential of FACTOR X hypothetically make it a
nossible candidate for use in reversal of direct Xa inhibitors. The PT
assay has been used to investigate this possibility in vitro.
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Table 2: Comparison of Prothrombin Time assays

RecombiPlasTin 2G Neoplastine Cl Plus
Sample (NPP +) time 1 time 2 |
METHODS (sec) INR % (sec) INR %
Study 1 0.1% DMSO + buffer 113 | 099 101 | 123 | 1.02 102
Commercially available rivaroxaban calibration plasmas (Hyphen Rivaroxaban+ buffer 257 | 2.27 29 264 | 2.85 32
Biomed) were spiked with FACTOR X or a PCC and the PT measured Rivaroxaban+ FX 0.2 1U/mL 539 | 505 33 560 | 279 25
using Neoplastine Cl Plus (Stago) on the ST4.
Rivaroxaban+ FX 4.5 IU/mL 22.3 1.97 35 25 2.64 34,
Study 2 Rivaroxaban+ FX 0,75 1U/mL 221 | 195 36 248 | 262 35
A 10mg Xarelto® tablet was crushed and dissolved in DMSO and then Rivaroxaban+ FX 1.0 IU/mL 215 | 1.90 37 244 | 2.56 35
diluted in HEPES buffer to approximately 250ng/mL. This was then Rivaroxaban+ FX 2.5 IU/mL 06 | 182 36 saa | 256 -
added to a normal pooled plasma (1/100 dilution). The rivaroxaban
plasma was then spiked with FACTOR X and the PT measured using HIBTLOL T2 5 .34
Neoplastine Cl Plus (Stago) or RecombiPlasTin 2G (Instrumentation
aboratory) on an ACL9000. Figure 2: Comparison of Prothrombin Time assays
PT assay of Rivaroxaban spiked plasma with addition of factor X
RESULTS 2
26
Rivaroxaban showed a concentration dependent increase in the PT 25
times. Addition of FACTOR X reduced the PT times of the Rivaroxaban g
plasma ( Table 1 and Figure 1). -}Zri |
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Above 1 IU/mL added factor X there was a poor dose response, 19
however a dose response was seen at lower doses of factor X (Table 2 18 : o i - : - :
and Figure 2). There was also a visible difference in the measured Factor X added (1U/mL)
response between the two PT assays. This difference was similar to b1 - Recombiolastin T - Neoblastin

reported effects (Hillarp 2011).

CONCLUSIONS

Table 1: Prothrombin Time Results FACTOR X reduced the PT of the rivaroxaban plasma. Partial

Rivaroxaban o FACTOR X FACTOR X FACTOR X PCC correction to the normal range was achieved using these FACTOR X
umer . .
(ng/mL) 11U/mL 2.5 1U/mL 5 1U/mL 1.9 1U/mL doses, confirming the outcomes reported for FVila and PCC reversal of
0 15.6 14.8 14.2 14.6 12.7 edoxaban (Fukuda 2012).
250 33.9 29.2 26.3 28.7 23.4
The clinical significance of the PT dose response has yet to be
480 51.6 42.1 394 41.3 32.9
demonstrated in patients anti-coagulated with factor Xa inhibitors.
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