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Pharmacological Characteristics and Clinical Outcomes of
Inhaled Treprostinil (TREPROST® Inhalation Solution 1.74 mg)

Takashi Oripo ",/ Keisuke Kipo”,”Hiromi MATSUBARA?

1) Medical Affairs Division, Mochida Pharmaceutical Co., Ltd.
2) Department of Cardiology, National Hospital Organization Okayama Medical Center

Summary

Treprostinil is a prostacyclin (PGl:) analogue with improved stability by modifying the chemical
structure of PGl.. In Japan, parenteral treprostinil has already been approved for pulmonary
arterial hypertension (PAH), and as a new formulation, inhaled treprostinil (TREPROST®
Inhalation Solution 1.74 mg) was approved in December 2022. Based on the particle size of the
drug atomized by the dedicated nebulizer and the pulmonary drug delivery rate, inhaled
treprostinil has been shown to be delivered directly to the lungs. Non-clinical studies
demonstrated its efficacy against PAH via inhaled administration in model animals. In a Japanese
phase II/III study which included 17 Japanese patients with PAH, pulmonary vascular resistance
index (PVRI) significantly decreased by -39.4% = 25.5% (95% confidence interval : -52.6 to
-26.3) from baseline at week 12, and inhaled treprostinil also showed good tolerability. In an
overseas phase III study involving 235 patients with PAH, the change from baseline in 6-minute
walking distance (6MWD) at week 12 was significantly increased in inhaled treprostinil group,
compared with placebo group. Inhaled treprostinil is convenient for administration with less
concern for adverse reactions associated with parenteral PGI:, and thus is expected to be a new
treatment option for Japanese patients with PAH.
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