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[Background] The Japanese Pharmaceutical Affairs Act has got a drastic change statistically dividing the drug part,
medical device part and regenerative medical techniques part. The new law will make us exert more effort for safety. We
compared adverse event (AE) reports from manufacturers and/or medical institutions and field safety corrective actions
(FSCA) information, using text mining techniques.

[Subject and Method] We got AE reports which are 25,554 cases from the website of Ministry of Health, Labour and
Welfare, safety corrective actions’ information which are 405 cases from Pharmaceuticals and Medical Devices Agency
(PMDA). Both of them are obtained in 2013. The information of AE reports are divided into [medical device name (based
on Japanese medical device nomenclature)], [company name], [device problem], [human problem], analyzed to get
statistical information. The FSCA information have [corrective action], [reason of correction], [expected human problem]
which are described narrative. We used “Text Mining Studio 5.1” to analyze them with Japanese language morphological
analysis method. We imported “Medical Device AE terminologies” which are available on PMDA website.

[Result] The most frequent device name are “intravascular ultrasound (I\VUS) catheter” in AE report, “linear accelerator
system” in FSCA information. With other items, we could not find many same terms between two information.

[Discussion] We concluded that AEs cannot lead FSCA directly, with example of IVUS system. However IVUS has a lot
of AE of “Poor Quality Image”, the AE can be resolved quickly with the device replacement. On the other hand, we should
consider the relation of the events between AE and expected human problem because they sometime the potential risks need
to be corrected.
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