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In the treatment of diabetes, self-management of diet, exercise, and medication is important
There has been no inexpensive, minimally invasive method to evaluate changes in average blood
glucose over a short period, such as a few days or a week.

HbAlc is an indicator that reflects average blood glucose over about one to two months and is
unlikely to reflect short—-term changes in blood glucose, such as over a week. In this project,
we developed a system to visualize short—term changes in average blood glucose by measuring
weekly GA (glycated albumin) at home, which dynamically fluctuates according to average blood
glucose for several days to about a week, and to induce behavioral change in conjunction with
coaching by an application.

First, we developed a fingertip blood self-collection kit and a mailing kit suitable for
stable GA measurement. In addition, to reduce the burden on users, we changed the mailing
method from cool courier service to room temperature mailing. Furthermore, we developed a
proprietary technology that made it possible to conduct mailing tests during the summer season.
For measurement, we have developed a technology that enables the measurement of GA values with
high accuracy by HPLC even for small amounts of blood samples hemolyzed by mail. The ability to
measure GA at home has transformed GA into an indicator to monitor weekly fluctuations in
average blood glucose.

Next, we made several modifications to the application. In the first year, we modified the
application in preparation for the pilot clinical study. The functions of the application were
limited to very simple ones, such as displaying a graph of GA trends

In the second year, the application was substantially modified for a private hospital clinical
study. Goal settings, simple daily records, etc. were added. In addition, we developed a
physician application.

In the third year, we modified the application to obtain regulatory approval and insurance
coverage as SaMD. We redesigned the app with the participation of user interface (UI) and user
experience (UX) specialists. In this project, we used the adjustment cost to automate user
support with AI.

We conducted two clinical studies, a pilot clinical study in the first year and a clinical
study in a private hospital in the second year, and demonstrated that GA monitoring by
fingertip blood collection at home is a continuously practical method for most patients and
that it can improve blood sugar as much as oral medication when combined with the application.

These results opened up the prospect of submitting a regulatory application for SaMD and
conducting a pilot clinical trial in the United States

In the third year, we consulted at the PMDA’ s central contact point (PMDA Review Management
Division) to obtain regulatory approval and insurance coverage as a SaMD.

We are meeting with the key opinion leaders in diabetes behavior change and technology in the
US in this project. We have established a rough implementation plan and drafted a protocol
synopsis for a pilot clinical trial in the U.S. based on the KOL’ s input, and have begun

consultation with a U.S. FDA consultant regarding the FDA approval process.



