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1. Development of full operation procedure of MID-NET

* Development of a unified operation procedure in full operation

We formulated the first version of the operational procedure. The procedure manual is easy to
understand for MID-NET beneficiaries and there is no confusion or excessive burden for collaborative
medical institutions. It can contribute to safety management of pharmaceuticals. Specifically, we
described procedures between PMDA and collaborative medical institutions; request, review, approval,
analysis and disclosure. In addition, we described unified operational procedures about daily
operation of departments in collaborative medical institutions. This procedure manual consists of
regular maintenance, validation project, quality control project, trial utilization and role of
department.

In the next fiscal year, we aim to develop a unified operational procedure that can be referred to in

other projects of multiple medical databases. We plan to revise in response to the new policy such as
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the revised Personal Information Protection Act. We will propose the final version of the operational

procedure in collaboration with conference on MID-NET operation.

+ Trial of a unified operation procedure in full operation

Draft procedure manual consists of daily operation and trial operation in validation project and data
management project in collaboration with PMDA. Daily operations include real-time updating of
Mapping Table A, cooperation with updating of Mapping Table B, confirmation of device and storing
the receipt data and DPC files. We tried some procedures of the cooperation procedure of quality
management and the confirmation procedure of application for utilization of MID-NET.

In the next fiscal year, the tasks extracted based on results from actual or trial operation will feed

back to the manual.

2. Development of procedure for unified management of JLAC

- Establishment of governance center

To precisely continue data quality management of coding new standard codes in multiple medical
databases and plan master management, we have established a governance center. We discussed
standardization of master with PMDA and defined the standard mapping table based on Mapping
Table A which used in the MID-NET project. In March 2017, a governance center was established at
Kyushu University Hospital. The master data of each medical institution was collected by the center.
We organized operation of management master with each medical institution, specifications of
hospital information systems and status of granting standard codes. We found that operations and
hospital information systems of each medical institution have a big effect on mapping the standard
code. We need to grasp them for standardization.

In the next fiscal year, the governance center will organize the operation of mapping standard code

in each medical institution. Then, we will manage the mapping for standardization.

* Problems in JLAC10 mapping

The problems to be solved for JLAC10 mapping are as follows; 1) multiple codes can be assigned to
one laboratory test name, 2) granularity or sorting size of measurement codes is not enough, 3) no
codes for units. First approach to the above problems is to use the “JLAC10 code model table”
prepared by the Association for standard master codes for clinical laboratory tests. Items which are
not listed in the table should be coded and mapped by a central organization. JLAC11 may be useful

for solving the problems.

* Procedures from JLAC10 to 11

JLACI11 has been designed as a laboratory test code system available in the next generation
medical ICT project and MID-NET. JLAC 10 and 11 have different sorting elements and
granularity, which principally makes impossible to one to one code matching between the two
systems. However, a new JLAC11 code can be given to an individual laboratory test with a J LAC10

code based on its product document or its laboratory test name and unit in the mapping A table. To
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know problems in conversion of JLAC10 to 11, we need to run in parallel the two systems for a

limited number of laboratory test items.

3. Development on Procedures to Cooperate with Other Databases
+ Understanding of the target databases and creation of an attribute comparison table

In order to understand the MID-NET system, we held a meeting with the Ministry of Health,
Labour and Welfare / PMDA. Next, in order to understand the information collection system of
pediatric care DB (hereinafter referred to as the “Pediatric Care DB), we held a meeting with the
Center for Child Health and Development who had engaged in the development. As the deliverables,
we created a standard attribute comparison system applicable for not only the MID-NET and the

Pediatric Care DB but also any other existing big medical information databases.

+ About a specific method for cooperation between databases
We discussed three models for the cooperation together with the persons working on the MID-NET
(PMDA / the Ministry of Health, Labour and Welfare) and the Pediatric Care DB (the Center for
Child Health and Development: 1) a type of bringing together arranged comparable data (data
cooperation model), 2) a type of bringing together analyzed data (meta-analysis cooperation model),
and 3) a type of database cooperation (system cooperation model).

Results: We considered the models 1) and 3) are not practical because the commonality of items
accumulated in individual database is too low. These models may not be able to maximize advantages
of each database rather cancel. Accordingly, we selected the model 2). Next year, we will choose specific
themes and validate their usefulness in the model considering the feasibility. Currently candidates
are such as survey on influenza, survey on antibiotics for outpatients, survey on aplastic anemia,

survey on changes before / after issuing a blue letter, and survey on rotavirus and vaccine.
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