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This research is academic and technological approach to terminology management for medical device
adverse event (AE) report.
[Background] The team has been supporting device AE terminology development and maintenance in
Japan. Japan Federation of Medical Devices Associations (JFMDA) has been developing device AE
terminology more than 10 years ago, published first version of AE terminology in 2015.
Internationally, International Medical Device Regulators Forum (IMDRF) published all AE terminology
until 2020. With the situation, JFMDA has regarded an importance of harmonization, continuously
making mapping between IMDRF terminology (written in English) and JFMDA terminology (written in
Japanese). JFMDA also need to maintain JFMDA terminology because many Japanese staffs reporting AE
to Pharmaceuticals and Medical Devices Agency (PMDA) are facing difficulty of using English
terminology and JFMDA terminology has been used by Japanese companies. To reduce the huge efforts
of JFMDA terminology development and maintenance, we have supported them by our informatics
knowledge especially terminology management method. [Methods] In this research, the team of this
research set 4 items which will be done in 3 years. [1] Change proposal for the new adverse event
report system for medical device in Japan [2] Developing terminology handling system and use it for
terminology management supporting [3] Academic research for terminology management [4]
International harmonization and maintenance of AE terminology with academic and technological
approach.
[Results] Our change proposal was implemented in the new AE report system and started running 1n
2020 Apr. Our proposal of terminology file format (based on Classification Markup Language (ClaML)
which is ISO standard) has also been used in the new system. Terminology handling system has been
used for maintenance of JFMDA terminology and converting to ClaML file. Academic research team made
handling system linking to mapping supporting tools with natural language processing such as edit
distance, cosine similarity calculated by distributed representation. Mapping is an important issue
for international harmonization which is connecting terminologies of multiple languages
International terminology mapping needs translation. In this research, we evaluated several machine
translation models. In these 3 years research, we found that each translation system is not
sufficient for actual regulatory activity. However, we got some ideas of fine tuning to machine
learning system and it seemed to improve translation accuracy. After the implementation of new AE
report system, we experienced some small troubles while we are using JFMDA terminology ver. 3
however big trouble occurred because of difference cord digits between Ver.3 and Ver. 4.
[Pending problem and Future work]
The research team have been considering new way of continuous using terminology. JFMDA terminology
Ver.4 include modified IMDRF terminology in it. The modification was for adapting to Japanese AE
report form, some terms needed to remove. It means JFMDA need to edit Japanese AE terminology, to
translate IMDRF AE terminology into Japanese, to modify it, and combine them. The methods are
almost fixed to document a specification of terminology maintenance supporting system. It would be

used by PMDA and JFMDA staffs to establish maintenance system for Japanese AE terminology.



