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P
Although the management of medical devices is recognized as an important area of patient safety, there are still recurrent

medical accidents and near-miss cases related to medical devices. This study was conducted based on the hypothesis that the
cause of recurrent cases is a problem in the system and method of disseminating and sharing information about medical
devices in medical institutions.
@ In “Summary of research, coordination of industry-government-academia collaboration, and provision of information,”
we were able to compile recommendations based on the research team’s results.
@ In “Research on investigation and classification of recurrences in medical accidents and near-miss cases related to medical
devices, among others,” we created a “classification form” using patient safety information issued by the Japan Council for
Quality Health Care and PMDA. We also conducted a questionnaire survey on the necessity of developing medical devices
with certain and fail-safe functions to prevent medical accidents derived from the classification form and compared the results
with the level of desire of medical professionals to clarify the issues.
@ In “Research on the system for dissemination and sharing of information on medical devices in medical institutions and
the method of communication,” we conducted a questionnaire survey and clarified the situation and issues in the field of
medical practice. Regarding medical device safety management work, the respondents felt that the workload was too heavy
with low job satisfaction, despite the heavy responsibility. Additionally, “budget,” “authority,” and “personnel” were cited as
necessary items for medical device safety management operations, showing the same tendency as the items that are barriers
to the promotion of medical device safety management operations.
@ In “Research on the system for information dissemination and sharing and methods of communication in overseas medical
institutions,” it was found that a variety of tangible and intangible incentives are functioning in the U.S. for both individuals
and organizations to take initiatives.
(® In “Research on how to disseminate information on medical devices, among others,” it was found that each medical
institution considers utilization methods. However, when a medical institution checks the information after an incident occurs,
it finds out that similar incidents have occurred in other medical institutions. Further, safety measures and guidelines were
provided and published by information-providing organizations.
©® In “Research on the duties and education/training of patient safety managers and medical device safety managers,” it was
clarified that a system composed of three roles is necessary for the safety management and safe use of medical devices and
that education/training and building a mechanism for this system is essential. These roles include a technician role to manage
and maintain the large number of medical devices commonly used in medical treatment, a specialist role to handle advanced
devices, and a manager role for institution-wide patient safety management, including centralized management of medical
device safety information.

................................./..............

Through this study, we were able to clarify that it is necessary to ensure the dissemination of patient safety information
through the centralization thereof to prevent recurrent and similar cases of medical device-related accidents. Moreover, it is
essential to consider further utilization, including incorporating clinical engineers into the patient safety management system.
Additionally, further consideration will be required depending on the size and specialization of the medical institution, the
number of clinical engineers assigned, and their roles in the facility. Finally, we also concluded that considering the unique
nature of medical institutions, it is necessary to further examine the current status and issues of information sharing in medical
institutions and examine the use of patient safety information related to medical devices.

Future areas of application of the results of this study may include “nursing care and welfare services,” “facilities and
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home-based care,” “other medical accidents and cases,” and “pre-graduate education.” Additionally, these results may
contribute to future studies on how information should be shared for the safe use of medical devices in normal times and

emergencies, including studies on how medical institutions should be organized.



