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Kazuhiko Ohe, Professor, Department of Healthcare

Information Management, The University of Tokyo Hospital
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Development and validation of diabetes database system at
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Global Health and Medicine,

cooperating system, and consideration about data analysis

formulation of research
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(I FE) Introduction of system for large—size clinical trials and
development and validation of diabetes database system at

Jichi Medical University
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(I FE) Introduction of system for large—size clinical trials and
development and validation of diabetes database system at

Saitama Medical Center, Jichi Medical University
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(I &) Masafumi Kakei, Professor, Department of Endocrinology
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(I FE) Introduction of system for large—-size clinical trials and
development and validation of diabetes database system at

Saitama Medical Center, Jichi Medical University
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Kazuo Hara, Professor, Department of Endocrinology and
Metabolism, Saitama Medical Center Jichi Medical

University
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(I FE&) Introduction of system for large—size clinical trials and
development and validation of diabetes database system at

Kitasato University Kitasato Institute Hospital
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In this study, we aimed to develop a system that efficiently collects information on patients with
diabetes from electronic medical record (EMR), to create a large-scale database of patients with
diabetes, and to build a research hub function of data management and analysis.

As for system development, in the first fiscal year, we developed a pilot system and considered
which items of medical history to collect through template. In the second fiscal year, we developed
the system for actual use based on the experience in the first year. In particular, we developed the
following systems: (1) template function in the EMR (Standard Diabetes Management Template), (2)
a system to extract information on the template into SS-MIX2 extended storage, and (3) a system to
extract data from SS-MIX2 storages and to send (or output in storage media) to the center (MCDRS).
For (1) and (2), we ordered the three largest EMR vendors, whereas we also ordered the same system
to a template software company so that hospitals without the latest template function of the three
vendors can participate in the study in the future. In the last fiscal year, we developed the systems of
(1) and (2) in another EMR vendor, and we examined the situation in the facilities whose laboratory
examination data were not conveyed to the center in the previous data sending, and we greatly
improved the data-collecting function. In addition, in a selected few facilities, we added several items
that were chosen by the researchers in their facilities in the Standard Diabetes Management Template
in order to facilitate their own studies and to increase the proportion of information input in the
template. On the other hand, we improved the system of (3); we developed function to organize data
in the more usable format and function that is needed for use of data from each facility by the
researcher in the facility.

With regard to the number of facilities, in the second fiscal year 32 facilities participated; the
number increased to 35 in the last fiscal year. Physicians in these facilities participated in the data
registration, and the registry included 25,181 patients in August 2016. In May 2017, the registry held
32,167 patients. Using the data as of August 2016, fundamental analysis was conducted for the
mid-term report to AMED, and more detailed analyses were conducted in May 2017 using the latest
data.



In order to clarify the situation of data entry in each facility, we conducted web survey in July and
August 2016. Also, we made manual that is specific for each facility so that physicians can learn to
use the template function quickly after being hired.

As for the relationship with the Japan Diabetes Society (JDS), we established the joint committee
with JDS and held the first joint committee in December 2016. This committee will be held regularly
as the scientific advisory board about data usage.

General meetings were held twice (February 6™ 2016 and February 4™ 2017) to exchange
information among those concerned. Also, we reported the progress of the study to the general
population in the AMED conjoint conference.
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