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Development of Medical Devices through Collaboration between Medicine and

Industry
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Development and international distribution of the simplified kidney disease

diagnostic devices aiming at introducing high cost—effective therapy
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Early diagnostic is effective to prevent chronic kidney disease. Especially in overseas,
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prevention of serious condition by using simplified test with high cost—effectiveness is
requested policy due to the difficulty in accessing advanced or high cost medical care.

In this project, we develop and distribute the simplified diagnostic device for urinary L-FABP
In Vitro Diagnostic for kidney disease, which has already been approved by Ministry of Health,
Labour and Welfare in Japan, to the market in Europe and Asia prior to domestic market. We
could expect earlier market expansion of this sort of simplified diagnostic method in Europe
where family medicine practice is developed or in Asia where patients has difficulty to access
medical care compared to Japan where central clinical laboratories and laboratories in a
hospitals are advanced, by prioritizing clinical development in those countries. Especially
in 2017, we made a progress of on—going clinical performance evaluation study of POC kit
conducted in the UK and obtain clinical data as European data. In parallel, we prepared the
necessary documents and applied CE self-declaration and aiming at registering POC kit as IVD
product in each countries in Europe. As for the Intelligent imaging device, we finalized the
assay development as companion device to POC kits. We also developed an application to manage
the condition of kidney disease for doctors in Vietnam collaborate with Japan Society of

Nephrology and Juntendo University and conducted feasible evaluation locally.
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# A ~JL : Performance evaluation of a urinary L-FABP point of care device and its
potential utility in Chronic Kidney Disease
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