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PMDA

In an aging society, the prevalence of hearing loss patients is increasing year by year. Hearing loss can lead
to the onset of dementia. People with hearing loss are more than three times more likely to develop dementia
than those without hearing loss. Early screening for hearing loss and treatment with an otolaryngologist can
reduce the risk of developing dementia. However, screening for hearing loss is not performed in elderly people
with high risk of hearing loss.

As an existing hearing loss screening for adults, hearing loss screening is performed using a conventional
audiometer (hardware- auriometry). Since hearing loss screening is an easy test, the cost of the test is set
low for insurance purposes and for workplace health checkups. Conventional audiometers are hardware, and
the pricing of the devices includes manufacturing cost and transportation cost. Conventional audiometry is
not profitable unless tests are consolidated. Therefore, family doctors does not buy conventional audiometry,

and does not conduct hearing screening for middle and elderly patients.



This project aims to solve this problem by developing smartphone-based audiometer. Compared with
hardware-audiometry, smartphone-based audiometer can reduce duplication costs and transportation costs.
Therefore, it is possible to market the product as a cheaper product than conventional products, and it is

possible to develop a product that is in line with the profitability of family physicians.

During this project period, we coordinated the non-clinical and clinical tests. PMDA consultation
confirmed the sufficiency of the non-clinical study items. Additionally, we were able to reach a consensus on
the performance goals to be achieved in the clinical trials. In this project, we finalized a roadmap for
regulatory approval and commercialization of this developed product. In 2025, we will complete non-clinical

and clinical testing of this developed product.



