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This study consists of Study 1 and Study 2, to develop several indices for the evaluation of lifestyle modifications.
In Study 1, we retrospectively analyzed clinical trial data (conducted between 2019-2020, jRCT2032190148) to
identify the characteristics of patients who significantly responded to digital treatment and to explore indicators for
evaluating its effectiveness. In Study 2, we conducted a prospective study implementing evaluation indicators
developed based on the findings from Study 1 and explored new indicators for assessment of digital therapeutics
(DTx).

[Study 1] The greatest reduction in home blood pressure (BP) was observed in the patients with high
salt intake and high body mass index (BMI) at the start of DTx. Similarly, patients who achieved both
reduced salt intake and weight loss through the DTx intervention also demonstrated the greatest
decrease in home BP (Hypertension Research. 2023; 46:1181-1187). Furthermore, the number of self-
reported daily lifestyle improvement entries recorded in the app—referred to as the Self-reported
Behavioural Efficacy Records (SER)—was significantly associated with reductions in morning home BP,
salt intake score, and body weight. These results suggest that fostering intrinsic motivation and self-
efficacy for behavior change through DTx may contribute to antihypertensive effects (Hypertension

Research. 2024; 47:120-127).

[Study 2] A prospective multicenter single-arm intervention study in hypertensive patients (with and
without hypertension treatment), the “Behavioral Mocification Index Study (B-INDEX study)”,
comprising 6 months of DTx followed by 6 months without it (UMIN000050479). We investigated
predictors of the home BP-lowering effect of DTx, using prospectively collected daily data from digital
devices alongside subjective questionnaire data.

From April 2023 to March 2024, 21 physicians from 18 institutions registered 198 patients for the
study. Older age, salt reduction, and an initial drop in body weight were predictive factors for effective
BP reduction through DTx, independent of baseline BP values. The efficacy prediction score for
hypertension DTx, composed of baseline and initial change components, accurately predicted the effects
on BP reduction over the subsequent 24 weeks. The first 4 weeks were the key period in determining the

antihypertensive effects of DTx.

Through this project (Study 1 and Study 2), we developed a novel indicator, the "B-INDEX Score," to
assess the efficacy of DTx. In addition, our findings suggest that the initial 4 weeks of digital therapy
are critically important for treatment outcomes. These insights are expected to contribute to future

digital therapeutic strategies and the development of related devices.



