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The issue of single use device in Japan
—~Government, market, and ethics—

Daiichi Morii

In the medical practice, there is medical devices called single use device (SUD), which has to be
discarded after being used once according to the attached documents. Reuse of this medical device
has long been a problem in Japan. However, such regulations have no legal basis. Reuse is not illegal,
but patients trust that single use is being adhered to, and medical institutions face social criticism
when this trust is compromised. And there is a judicial doctrine that physician negligence is presumed
when an adverse event occurs. In addition, the legal nature of attached documents is that they provide
information from marketing authorization holders to end-users (medical professionals), and the
content of such information is left to the discretion of marketing authorization holders. Therefore,
the government is not legally responsible for the contents of the report, nor is it required to consult
medical professionals. Under these circumstances, the rule that “a device that has been used once
must not be reused” has become effective as a social norm in an extremely ambiguous way. In this
paper, after explaining the actual situation of SUD, the legal system, the social reaction to it, and the
behavior of the healthcare providers, I will consider the government's involvement and the ideal form

of regulation.
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