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The purpose of this study investigates whether the bioabsorbable stent (IGAKI-TAMAI STENT®)
is safe and efficient for the lesions resident to the pulmonary angioplasty in percutaneous
transluminal pulmonary angioplasty (PTPA or BPA) for chronic thromboembolic pulmonary
hypertension (CTEPH). After the duration of this research project, the pharmaceutical approval for
this bioabsorbable stent is the final purpose.

CTEPH is the disease in which organic thrombi cause stenosis or obstruction in the pulmonary
arteries. When it progresses, developing pulmonary hypertension and the patients died due to right
heart failure. PTPA is the epoch-making novel strategy that has been established mainly in Japan,
and is a therapy to dilate the stenosis lesions of pulmonary arteries with balloon catheter.
Importantly, the rigid lesions in pulmonary arterial proximal segments are easy to cause the
restenosis. The patients having those lesions are difficult to treat with balloon angioplasty, and their
pulmonary artery pressure cannot be sufficiently improved, leading to the poor prognosis. It is
necessary to create a novel strategy for the lesions resident to balloon angioplasty. Therefore, we

planned the novel strategy that is implanting the bioabsorbable stent for those lesions. This novel
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strategy should have the potentialities to reduce some restenosis and dramatically improve the
prognosis and symptoms of the patients with CTEPH. The bioabsorbable stent was generated by the
Japanese company (KYOTO MEDICAL PLANNING Co., Ltd.), which consists of polylactic acid and
is completely absorbed in the body within 2-3 years. It is thought that the bioabsorbable stent was
safer than metallic stent and we selected the bioabsorbable stent.

We have acquired a study fund of the AMED for incurable disease from FY 2015 to FY 2016 before
starting the physician-led clinical trial. We have accomplished the agreement between the partner
companies, the planning of project, the development of bioabsorbable stent that is specific for
pulmonary arteries based on IGAKI-TAMAI STENT® under QMS compliance, and pre-interview
with PMDA, demonstrating the definite progression of road map before the physician-led clinical
trial. As a next step, we are going to carry out the exploratory physician-led clinical research
(feasibility study), following the physician-led clinical trial (pivotal study), and the clinical trial will
be completed by FY 2019.
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