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Medical Application Software on Medical Devices
N. lijima® T. Yamamoto®, S. Jikumaru®, E. Oshida®
& Japan Industries Association of Radiological Systems

Abstract: Recently, software has an important role in hospitals and clinics. However, the concept of “medical
device” in Japanese law is limited on the form of instruments. Therefore, software as a stand-alone type is not
recognized as “medical devices”. This paper discusses several points of problems on medical device software
which arises from the point that medical device software as a stand-alone type is not recognized as “medical
devices” in Japan, from the view point of patient safety related to the medical application software.
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