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Abstract

Introduction and objective : The immediate reversal of the effects of vitamin K an-

tagonists (VKAs) is required in patients with acute major bleeding or when surgi-

cal/invasive procedures are urgently needed. A post-marketing surveillance study
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was conducted to evaluate the safety and effectiveness of four-factor prothrombin
complex concentrate (4F-PCC) in Japan.

Methods : This study included patients who were administered 4F-PCC between
September 2017 and August 2018. The cut-off date for this interim analysis was Sep-
tember 2018. The following data were collected : baseline demographic characteris-
tics, adverse events (AEs), and physicians’ assessment of overall effectiveness based
on the prothrombin time-international normalized ratio and hemostatic effectiveness.

Results : Among 251 patients who were administered 4F-PCC, 59.0% of the patients
were male, and the mean age was 74.7 years. A total of 240 patients (95.6%) were
being treated with VKAs, and the most common reason of 4F-PCC administration
was intracranial hemorrhage (66.3%). AEs were reported in 44 patients (17.5%)
and adverse drug reactions were reported in eight patients (3.2%), including three
patients with thromboembolic events. 4F-PCC was decided as effective in 93.3% of
the patients who had received VKAs ; 63.4% of the patients had an international nor-
malized ratio of <1.3 at the first post 4F-PCC measurement.

Conclusions : The results from this post-marketing surveillance study indicated the
safety of 4F-PCC and revealed that 4F-PCC was effective in more than 90% of the pa-

tients in real-world clinical practice.

Key words : 4F-PCC, safety, effectiveness, post-marketing surveillance
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