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A Case study of Problems and Solutions on joining two multi-center
Clinical Database projects based on SS-MIX2 data linkage

Yoshinori Yamanouchi™, Taishi Nakamura™2, Hiroyuki Motoshima™ ,
Kenichi Tsujita™ , Eiichi Araki*, Koichiro Usuku™2
*1 Department of Clinical Investigation, Kumamoto University Hospital,

*2 Department of Medical Informatics and Administration Planning, Kumamoto University Hospital,
*3 Department of Cardiovascular Medicine, Kumamoto University Hospital,

*4 Department of Metabolic Medicine, Kumamoto University Hospital

In recent years, researches using real world data normally generated from medical care are increasing. These
studies collect clinical data from multiple facilities via SS-MIX2 data linkage and are often started up to establish
clinical databases. Our hospital has participated in the Diabetes Clinical Database Project "J-DREAMS" since
2015 and in the Cardiovascular Clinical Database Project "J-ImPACT" since 2018. We now summarize problems
and solutions during implementation process of the Clinical Research Systems (CRS) as a participating facility
and touch the future perspectives. When we participated in the project, we enhanced our own research system by
organizing the Clinical Intervention Data Management Center (DMC) department in addition to the clinical
department and the medical information department. We aimed to facilitate data linkage between our Hospital
Information System (HIS) and the CRS. Since each data format in our HIS and the CRS and the required data
were not always the same, the DMC was responsible to convert the data for many tasks. We also have started
meetings between the DMC and the clinical departments which structured by the data management officers who
are familiar with data exchange processes. We thereby reduced the burden on respective clinical departments and
the medical information department. In addition, our data quality was able to satisfy the requirements from the
research executive office of these 2 projects. Our experiences have shown that a system for continuous quality
control is necessary to build a high-quality clinical database. Since a medical information department in a hospital
has usually focused on to solve problems from clinical works, the activity of solving problems in clinical
databases might result in a low priority. This makes the department difficult to operate smoothly to respond
requirements from clinical databases. It is important to establish a system or a department to maintain continuous
data quality by collaborating not only with research executive offices but also with multiple departments within
the participating facilities, which thereby enables to discover new seeds from analyses of real world data.

Keywords: SS-M1X2, Clinical Data Registry, Real World Data, Data Management
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