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Abstract

Cases showing resistance to existing treatments for peripheral artery disease (PAD) demonstrate
an upward trend, and many of such cases lead to lower-limb amputation caused with the exacerbation of
an ischemia. Critical limb ischemia (CLI) is a terminal stage of PAD, Buerger disease and connective
tissue disease. The number of patients with CLI is increasing, and CLI has a major impact on a quality
of life and poor prognosis. Therapeutic angiogenesis with Autologous Bone-Marrow Mononuclear Cells
(BMMNCs) is a term that has become widely used in the last decade. Safety and feasibility of
therapeutic angiogenesis using autologous BMMNCs had been almost confirmed by the pilot study and
Japan Trial for Therapeutic Angiogenesis using Cell Trans-plantation study (J-TACT). The urgent issue
in treatment of CLI is conducting treatment more simply and effectively. Therefore, we are planning the
clinical study towards the advanced medical treatment. Clinical randomizing multicenter study is starting
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for the evaluation of the safety and feasibility of therapeutic angiogenesis using autologous BMMNCs in
CLI with Buerger disease. Finally, we discuss the indication and future direction of therapeutic

angiogenesis.
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