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Abstract

1) Regarding the status of the registry, since the CIN promotion project adopted at the same time
(AMED Kokudo group) has begun investigation, we cooperated with them to organize the situation
of registry in Japan. For information about the underlying infrastructure of database use, it
compares the Hadoop and RDB.

2) Since there are many registry construction and operation in the field of medical equipment
(treatment equipment), I have comprehensively investigated the literature search for these cases
as an example and organized the key points of the utilization of registry data. We also organized
the problems related to the possibility of international registry utilization based on IMDRF
registry working group . Participated in the IDEAL conference, the actual registry construction of
the surgical area, and, touch the attempts of industry, government, and academia of discussion
and practices that lead to approval while the basic registry, and governance of clinical experts and
regulatory authorities (FDA) The importance of standardization became clear.

3) We organized the latest discussions on the quality of the database we are targeting, examined
heterogeneity and extrapolation possibilities in registry cooperation, and also clarified the analysis
method.In addition, we compare the results of InterMACS and J-MACS that have already been
published, presented at MDEpiNet -PPP.

4)[Discussion] Since the registry is created for various purposes, its quality is originally disjointed
from the decision-making of the regulatory authorities (application of approval, consideration of
safety), such as tracking the trend with uniqueness. In addition, since data collection over time is
required, maintenance must be made so that the database will not become obsolete. Registry of
definition, that in accordance with the purpose as "signal detection", "action" is successful, a but,
the case is not a lot of it has been fulfilled. Registry quality assessment and analysis methods have
recently been announced several methodologies and international collaboration is being promoted
by organizations such as IMDRF / MDEpiNet . It is no doubt that standardization will be a key to

enhancing sustainability, but at the same time it will be necessary to further understand the new

infrastructure and to increase cost effectiveness.
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