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Advertisements, Labels and Instructions for product safety
- Medical Device -

Minako Ito!

Abstract:  In order for consumers to live a life with product safety, it is important that advertisement,
label and the instructions of the product are equal to the rule of the industry. As the result that
advertisements, labels and instruction are not appropriate, you may choose and use a product mistakenly
and be involved in the trouble without a product design fault. As for the medical device, the document
to attach to medical device as a label or an instruction is very important for the user to understand how
to use the device adequately. So as to use medical device safely and quickly, and promote practical use
of the medical device, safety measures should be strengthen. In addition, by the revision of the recent
law, the positioning of the attached document was reviewed. As a result, the reinforcement of safety
measures to affect medical device is promoted and the medical device distributors have to make an
attached document based on the latest knowledge and the document must be reported to the Minister of
Health, Labor and Welfare. Further, about the advertisement, the law was also revised, and the
guidelines on industry was prepared, which explains how to use words or sentences for the
advertisements in detail. Under the situation, the guideline instructed how to prepare the attached
document for the uses to understand it easily. After the law updated, when attached document has a
problem, recall of medical device is carried out based on a rule with or without healthy damage. The
revised law should be recognized precisely still more, and guidelines must penetrate in the industry, then,
I believe, medical device would be utilized quickly more safely.

Keywords: product safety, medical device, Pharmaceutical and Medical Device Act (PMD
Act) label, advertisement, instruction
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