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Background and Purpose

Atopic dermatitis (AD) features impaired skin barrier function, largely maintained by the stratum
corneum. Currently, no simple, accurate medical devices exist to evaluate barrier function or monitor
the thickness of the skin stratum corneum (TSSC) in routine practice, especially from the newborn
period. Furthermore, topical corticosteroids (TCS), the standard treatment, can cause stratum corneum
thinning. Thus, a non—invasive, portable device to monitor barrier functions and prevent such side
effects is highly needed.

ALCARE Co. Ltd. is developing a Skin Barrier Meter (SBM), a non—invasive portable electrical
impedance device. In healthy adults, it safely and accurately measures estimated transepidermal water
loss (e-TEWL), water content of the skin stratum corneum (WCSC), and TSSC simultaneously in about 5
seconds. We aim to accelerate its pediatric application, as newborn barrier evaluation could predict
AD onset. This study aims to establish a clinical research protocol to assess if monitoring these
parameters can detect early signs of pediatric AD flare—ups and to verify its clinical validity before

trials.

Achievements
Investigated clinical positioning and held PMDA consultations, receiving feedback to classify
the device under the general name “body composition analyzer” (improved medical device) intended
to “evaluate the therapeutic effect of AD and support treatment decisions”
Initiated a strategic reconsideration (pivot study) to shift the regulatory strategy toward a
two—stage approval system (Stage 1: Measurement, Stage 2: Treatment support) based on PSPO
comments received during a site visit
Redefined evaluation indices and continued basic data collection at the collaborating research
institution. Due to this process, the creation of a clinical research protocol to establish
reference values for well-controlled pediatric AD is currently pending.
Advancing preparations for commercialization, including the evaluation of clinical research and

business plans

Significance
The SBM uniquely measures e-TEWL, TSSC, and WCSC simultaneously in about 5 seconds minimally

invasively. Existing highly accurate devices are often sensitive to environments, large, expensive,
or time—consuming, making them difficult to use for restless children. By supporting AD treatment
decisions, the SBM is expected to become widely adopted in local pediatric and dermatology clinics,
with potential for overseas expansion.

With approximately 510,000 AD patients in Japan and an economic burden exceeding 74 billion yen, AD
treatment support targets a large unmet medical need. The commercialization of this device addresses

a substantial market opportunity and is expected to contribute to reducing medical economic losses



