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Recently, so-called real-world data (RWD) from multiple institutes or multiple databases have
become to be more widely used for data-driven researches. The MID-NET database is the most
representative among them. The MID-NET is constructed by PMDA for early and accurate detection
of side effects of medical drugs. For that purpose, this database was asked to be most accurate ever.
PMDA took seven years to obtain a highest ever quality assurance system for the database and then

started the full-scale operation.

To maintain the accuracy assurance, continuing efforts are required. Then, to study and construct
the organized quality assurance system, a research group has been started using an AMED grant
from 2016. In this study group, three themes were set: (1) making standard operation procedures
(SOP) across multiple medical institutes and hospitals, (2) setting up of a governance center to
assure the data quality of multiple institutes, and (3) looking for actual usefulness of this high

quality RWD other than detection of drug side effects.

(1) Establishing SOP and its revision

This SOP contains 3 chapters and 21 sections. The first version of SOP has been made in 2016
together with the full-scale operation and revised every year. The current version is 1.4. In 2021
fiscal year, the revision was focused on chapter 4 (responsible person), chapter 6 (providing
information), chapter 7 (permission of end-device utilization for data information, chapter 10
(operation of quality assurance), and chapter 19 (utilization of MID-NET data from other than the
MID-NET data center). It is agreed between the study group and PMDA that the revision of the SOP

is continued under co-operation of PMDA and the member institutes from 2022.

(2) Governance center for quality assurance

To survey the data codes used in MID-NET member institutes, “governance center” was set up. For
the surveying (governance), a real-time difference-detection system has been produced, which
periodically (e.g., every two weeks) detects changes of codes in the institutes. Using this detection
system, the governance center picks up code errors and provide correct codes to the institutes. The

governance is operated for the nine member institutes currently.

(3) Utilization of MID-NET data for RWD-driven researches

Currently three topics are studied. (i))A tumor marker CA19-9 measurement is meaningless if
patients are devoid of Lewis antigen. Using MID-NET data, we succeeded in prediction of Lewis-
negative patients. (ii) Japan Society of Clinical Chemistry has changed standard measurement
methods for ALP and LD from Japan originals to IFCC methods. We can easily detect the method
change in each institute using the MID-NET data. (iii) The reference intervals are constructed by

an indirect method, i.e. using patient data of the MID-NET.



