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Introduction: 

In the year 2014 and 2015, Japanese society was stunned at the series of media publicity on high mortality rate in patients who underwent novel and risky laparoscopic 

surgery conducted by a single surgeon in a prestigious university hospital. The investigation committee was swiftly launched and published in-depth report that 

demonstrated that there was little or no review process before implementing the surgery which was not well established in terms of evidence on safety. Therefore, the 

procedures provided was not covered by the public healthcare insurance which has a scope of wide range of cares evidenced as safe and effective through body of 

research. The central government subsequently revised the ministerial ordinance to mandate university hospitals to install with internal review system for novel and risky 

surgeries and procedures. We have run the review system in Kyushu University Hospital (KUH) since 2016. Here, in this study, type of surgeries, review comments in 

implementing novel and risky procedure, challenges and opportunities are analyzed and presented.

Methods:

The internal review and follow-up system was embedded in KUH in 2016. Division of patient safety requested all the clinical departments to submit implementation plan of 

novel and risky procedure according to definition generated by the Ministry of Health (MoH). It is defined “Surgery or procedure that has never been conducted in the 

institution and could possibly cause devastating consequences such as death or serious conditions”. Records on the review during 2017-2022 including submitted 

documents and comments made by the committee were analyzed. In order to assess status quo of the review system of KUH, it underwent peer-review through on-site 

visit program of the National University Hospital Alliance on Patient Safety (JANUHA-PS). Concurrently, it was also a subject to hospital accreditation survey in 2023 

provided by the Japan Council for Quality Health Care (JQ). Therefore, assessment by those external evaluations were also incorporated in the analysis.
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