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Purpose: The number of cases in which patients directly use medical devices like real-time CGM
is increasing, and patient participation in treatment is increasingly attracting attention. However,
there has been no discussion in the medical device industry on how appropriate information
provision to patients and the general public should be. The purpose of this study was to examine
how medical device companies in Japan should interact with patients and the general public by
reviewing the regulations and actual conditions of information provided to patients and the general
public by medical device companies in Western countries.

Methods: The research was conducted by combining three research methods targeting the United
States, United Kingdom, Australia, and Japan, to understand the regulations and actual conditions
in each country. The first was regulatory research, which investigated regulations regarding
advertising, provision of information to the public, and direct communication with patients by
medical device companies. The second was research on actual conditions, which examined TV
ads and company websites in each country. For the TV ads, AdForum was used to extract medical
device ads related to diabetes and heart disease. Third, patient interviews were conducted to
understand the information needs and challenges of Japanese patients. Patients were selected
from the domains of heart disease, diabetes, and kidney disease using snowball sampling.

Results: Advertising of medical devices for the public were regulated by law in the United States,
Australia, and Japan, and by an independent code in the United Kingdom. In all countries,
advertising broadly meant product information and covered all types of media. Except for the
United States, advertising of medical devices for the public was restricted in the United Kingdom,
Australia, and Japan, and television advertising of medical devices was found only in the United
States. In the United States and the United Kingdom, product information on medical devices was
presented on company websites, and in Australia, product information was presented after
showing warnings in some cases. In Japan, product information was not presented, and in some
cases, it was presented only to existing users. In interviews, some patients have sought product
information when facing treatment choices, and perceived access to product information as a



challenge. In the diabetes area, lack of information disclosure led to the dissemination of
inappropriate/inaccurate information on social networking services (SNS), which was also
presented as a problem.

Conclusion: Japanese patients sought product information on medical devices when facing
treatment choices. Regulatory and actual condition research in each country implied that Japanese
patients may have the most difficulty in accessing product information compared to patients in the
United States, the United Kingdom, and Australia. In the future, it is desirable to investigate how
the line between promotion and information provision is drawn and practiced in each country
through content analysis of materials and interviews with legal experts.
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