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Abstract in English comes here (200words).

Digital therapeutics (DTx) is an emerging therapy in Japan after Japanese Pharmaceuticals, and Medical Devices Act regulations
included software as a medical device (SaMD) programs in 2014. A medical device program is defined as "an application or software
installed on a general-purpose computer or a mobile device that is intended to be used for the diagnosis, treatment, or prevention of
human diseases or to affect the structure or function of the human body." Among such medical device programs, DTx are intended to
"treat" diseases and use the apps downloaded to mobile devices. The apps provide "digital interventions" to the users via mobile devices.
They can be used anywhere and anytime with a mobile device and can treat and strengthen the management of diseases outside of regular
clinic visits. Many DTx apps have already been cleared of regulations, especially in the US and Europe, and are used in clinical settings
for disease assistance, management, and treatment of patients. In Japan, CureApp-SC, an application for smoking cessation, received
regulatory approval and was reimbursed in 2020. We believe that DTx could become an innovative treatment method to satisfy unmet
medical needs and reduce medical costs.
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