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In this research, we discussed maintenance and management of adverse event (AE) terminology of
medical device. The discussion consists 2 points, one was how to develop system for the maintenance,
the other was how to build framework of terminology management. We also have been researching
secondary usage of the AE terminology by questionnaire to safety management staffs in
manufacturers. The questionnaire will reveal not only a way of handling of open AE information, but
also what kind of additional information they need.

In 2016, we developed the systems for AE term selection from the terminology, reviewed a
performance of mapping support system. The AE terminology has been divided into almost 90 sub-
groups for fitting medical devices category (i.e. catheter, endoscope, radiology device). Each category
can consist same expression of term because the sub-group will be used independently for AE report.
We found some differences between terms’ definition which have same expression of term.

International Medical Device Regulators Forum (IMDRF) developed AE terminology for
international harmonization. AE terminology working group in The Japan Federation of Medical
Devices Associations (JFMDA) translated the IMDRF AE terminology written in English into
Japanese, mapped to Japanese AE terminology. They recognized several difference between the policy
of two terminology.

For framework of terminology management, the JEFMDA WG members already developed
standard operating procedures of AE terminology maintenance and management in last year, and

we updated it to fit to recent situation.
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