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In Japan, Medical Information Database NETwork (MID-NET®) is a database that collects and
analyzes medical information, such as electronic medical records, on a large scale to promote
advanced safety measures for pharmaceuticals and other products using medical big data. It
is managed and operated by the Pharmaceuticals and Medical Devices Agency. In this study, we
examined the problems encountered by each medical institution along with their solutions,
focusing on activities related to “data standardization” and “data quality control,”

which are needed for extensive usage of medical information, including MID-NET® data.

(1) Comparison of real-time validation methods among institutions

We focused on some masters of electronic medical record at each medical institution and
determined differences in the names of drugs, laboratory tests, and injuries/diseases and
their related masters. Next, we validated the masters against these differences. This method
enables real-time validation because these differences, not the entire masters, are the
targets of the validation process, which contributes to labor—saving in this validation
process. In particular, a difference extraction tool was created for 11 electronic medical
record masters, including drug-related masters (drugs, route of administration, dosage, and
drug units), test-related masters (specimen tests, drug blood level, and bacterial tests)
and masters related to names of injuries and diseases (names of diseases, posting of disease
names, and medical departments). Four electronic medical record vendors were employed by the
cooperating medical institutions, and each vendor developed a tool with equivalent output
specifications. Because this tool was designed to provide output in a batch file, no additional
work was required at the cooperating medical institutions, and the burden of difference file

output was minimal.



Ultimately, the tool was introduced to 9 of 10 MID-NET® cooperating medical institutions and

operated once a week, leading to master governance by the Governance Center.

(2) Organization of system operation and data quality issues arising after the full-scale
launch of MID-NET® and study improvement measures

Each medical institution should focus on specific items for handling large—scale medical
information; these items are summarized in a teaching material entitled “Research on Problem
Solving for Data Quality Management for Expanding Utilization of Large-Scale Medical

Information for Safety Measures,” which is based on the results of previous research.

(3) Research on the use of SS-MIX2 extended storage

To obtain large—scale medical information from clinical sites, it is crucial to use SS-MIX2
extended storage in addition to SS-MIX2 standardized storage. In this study, we requested the
SS-MIX2 Promotion Consortium to collaborate with us to conduct a nationwide survey on SS-MIX2
extended storage.

Up to March 2021, it was found that 1,214 facilities (73.5% of the facilities with SS-MIX2)
used standardized storage, and 1,131 facilities (68.5%) used extended storage. The data
related to their use in several initiatives, such as regional medical networks (Seishu Link,
MMWIN Minna no Miyagi-net) and eClinicalBase Medical Innovation Promotion Center, were also

collected.

(4) Conducting workshops on data—driven medical research

Research using large—-scale medical information that uses the results of daily medical
treatment is attracting attention in the field of regulatory science, as represented by MID—
NET®. After expanding its base, more researchers will participate in this field. To this end
we have continued to conduct research meetings on data—driven medical research.

Because of this research, we planned and conducted seven workshops in FY2019, three workshops
in FY2020, and twelve workshops in FY2021, although we were unable to conduct these workshops

as scheduled due to changes in social conditions, such as the spread of the novel coronavirus.



