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Post-marketing data collection of medical devices is important for proper use of medical
devices and safety measures. In Japan, the relevant regulations have been changing. For example,
the Pharmaceutical Affairs Law was revised to Act on Securing Quality, Efficacy and Safety of
Products Including Pharmaceuticals and Medical Devices in 2014. In the European Union,
introduction of the Regulation (EU) 2017/745 on medical devices (MDR) and the Regulation (EU)
2017/746 on in vitro diagnostic medical devices (IVDR) is ongoing. In this way, the related
regulations are being changed in response to changes in the technology and environment
surrounding medical devices.

In this research, we conducted a survey on the latest regulations related to post-marketing
data collection of medical devices in Japan, the U.S.A., and the EU (and the UK), a survey on the
performance of the Survey on the Results of Usage system in Japan and the Post-Approval Studies
(PAS) system in the U.S.A. We also conducted interviews on the operation of the related
regulations. These survies and interviews aimed at contributing to further measures related to post-
marketing data collection and discussions on international harmonization.

As a result, it was confirmed that a malfunction reporting system has been established in each
country/region that specifies the necessity and due date of reporting depending on the details of
malfunctions, and that a system requiring companies to conduct post-marketing studies has been
introduced. We believe that the systems that require these studies have/may be different in
operation. Also, it should be noted that only the EU has a mechanism for requesting Periodic Safety
Update Reports (PSURs) according to the class of medical devices.

Then, it was shown that the Results of Usage system is being operated in line with the purpose



of its introduction. However, in the Results of Usage system, clarifying the criteria for all-patient
surveillance is considered essential is an ongoing challenge. In addition, by confirming the
performance of the PAS system in the U.S.A, it was confirmed that non-clinical studies have not
been required since 2015, and that the similar data collection method as that in the Results of
Usage system in Japan has been adopted in the PAS system. On the other hand, there are also
randomized studies and studies that utilize registries in PAS. Therefore, the possibility of expanding
the selection of study designs and data sources according to the study purpose should be
considered in the Results of Usage system.

Furthermore, we interviewed experts in industry, government, and academia who have
experience in the development and implementation of regulations related to post-marketing data
collection of medical devices. Based on the interview results, it was confirmed that post-marketing
data collection related regulations in Japan have shown certain positive results. On the other hand,
the following challenges were pointed out; the unclear purpose of the Results of Usage system
(including all-patient surveillance); reliability assurance in database surveys; inefficiency of
conducting the Results of Usage studies, PASs, and PMCF/PMPF studies separately.

Based on this research, we hope that further discussions will be held on how regulations
related to post-marketing data collection for medical devices should be, reflecting the voices of the
field.
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