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Development of Medical Devices through Collaboration between Medicine and

Industry
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The development of the FMD test device with greatly reduced inspection

time and the oversea market
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According to a recent report from the World Health Organization (WHO), 30% of deaths are
attributed to Cardio Vascular Disease (CVD) worldwide. The economic loss due to CVD has been
analyzed and is projected to reach 600 trillion JPY this year and expected to increase
exponentially thereafter. It is no surprise that prevention of CVD has become a major concern
among not only the developed countries but the emerging countries as well. It is expected that
the “Prevention” market will grow to 14.5 trillion JPY size by 2020.

A healthy vascular system is critical in avoiding CVD and begins with maintaining a healthy
vascular endothelial function; as this plays the vital role and acts as a sensor and controls the
vascular system. The endothelium plays an additional central role in vascular homeostasis.
Endothelial dysfunction is characterized by reduced bioavailability of nitric oxide (NO) and has

been observed in patients with Lifestyle-related diseases prior to the cardiovascular events.

Though the clinical application of a FMD test was presented in England (1992), the first
semi-automated device specifically designed for FMD testing was developed in Japan in 2005.
This device has been sold extensively in Japan for medical research and now clinical practice
due in large part to receiving medical reimbursement in Japan. This is the world’s first
country to reimburse and places Japan at an advantage in this expanding field allowing

Japanese clinicians to emerge as global Key Opinion Leaders (KOL) in this field.

The focus of the large International market outside of Japan has been trending towards the use
of “Prevention” rather than just medical practice alone. This growing and large marketplace in
healthcare demands that new devices and test equipment be extremely easy to use and be able
to provide the information quickly. To this end, this technology has been recently modified for
Prevention market so that the normal 15 minute test can be reduced to around 3 minutes. The
ability and effectiveness of shortening this measurement time and finding best test conditions
was theoretically analyzed and tested at Nagoya University. UNEX developed this new device
and offered it to Hiroshima University to validate “proof of concept” and to compare it with the
normal industry standard. UNEX has also submitted this new device for domestic Japan
medical approval. The test marketing of this product will be begun first in Japan but will be
done in International markets in the near future. Additionally, Toyota Tsusho has confirmed the

current FMD technology developed by UNEX can be extremely competitive in the foreign
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international markets. The global network among the researchers in this field has been
studied and reviewed and identified. We are currently engaged in developing relationships
with these global KOL’s and has made progress by turning some of them into actual customers
and open the markets in the US and the EU.
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