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Revision of Information System Operations Management Stipulation
based on the Ministry of Health, Labour and Welfare Guideline for

Medical Information Systems ver.5
and Information System Audit Implementation
Hideki Fukuda®', Kazumi F uj ioka™', Tomohiro Hirai * , Katsuhiko Ozaki"'
*1 Tokushukai Information System Inc., *2 Kishiwada Tokushukai hospital

Ministry of Health, Labour and Welfare of Japan has published the Safety Administration Guidelines for Medical
Information Systems ver.5 in May 2017. Since 2018, medical corporations above certain size have been obligated
to conduct an accounting audit. With this change, hospitals turn to manage patient information on their inner
hospital servers more cautiously and properly. Tokushukai Information System Inc., therefore, has revised the
Information System Operations Management Stipulation covering 65 hospitals of Tokushukai medical group in
November 2018. We made this stipulation in cooperation of few system engineers of Tokushukai hospitals,
Medical IT Security Forum and PricewaterhouseCoopers Aarata LLC to reduce the risk of information security in
the hospital. We also aspire to ensure that hospitals have become able to work out the accountability and
responsibility for information management by this new stipulation. However, there exist some hospitals hard to
comply with this new stipulation. Hence, we have started an information system auditing for those hospitals since
April 2019. We interview and check the status of handling of information systems operation and patient
information, define the specific concerns and issues by means of the hearings with related personnel, and provide
operational support for the improvement.

Keywords: Information System Operations Management Stipulation, System audit, Guidelines for
Medical Information Systems
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