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(I FE) Study on guidance for ensuring interoperability of
medical devices constituting the interoperable system
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(https://masuo0.wixsite.com/rsphsosakauniv/guidline) .

With the recent development of IoT technology, progress in standardization of medical information, and sophistication and
diversification of medical electronic devices, the development of interoperable systems that interconnect medical devices and
integrate and provide information obtained from each device for medical treatment has been accelerated. For interconnection of
medical devices, it is necessary not only to connect devices via electronic interfaces but also to allow appropriate interoperability
by sharing data and information.

Medical devices constituting the interoperable system may not necessarily be from the same marketing authorization holder
and may be connected indirectly to medical devices outside the interoperable system. For this reason, for promotion of the
development and safe use of interoperable medical devices, it is important to clarify the points to be considered for ensuring
interoperability with sufficient considerations for the characteristics of interoperation for sharing data and information among one
or more medical devices via electronic interfaces.

The U.S. Food and Drug Administration has already published “Design Considerations and Pre-market Submission
Recommendations for Interoperable Medical Devices.” In addition, the IEEE, AAMI, ANSI, THE, HL7, HIMSS, DICOM, and
HL7 FHIR are discussing the development of standards for interoperability.

With the background above, the “Study Group for Development of Guidance on Ensuring Interoperability in Development of
Medical Devices with Communication Functions for Data” was established under the research project on harmonization and
evaluation of regulations for pharmaceuticals and medical devices by the Japan Agency for Medical Research and Development.
Subsequently, from FY 2019 to FY 2021, trends in related standards overseas and usage status in Japan were investigated, and
the issues associated with ensuring of interoperability were discussed. The basic principle for ensuring interoperability of medical

devices based on the results of discussions of the study group was summarized (Reference 1).

The basic principle were published on the web site on April 30, 2022 (https://masuo0.wixsite.com/rsphsosakauniv/guidline)



