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Practice of master management in the pharmaceutical field
to utilize RealWorldData

Atsushi Takada™
*1 Kyushu University Hospital Medical Information Center

In drug development, as part of GCP renovation, the ICH guidelines are being revised. The ICH guideline is an
international drug development agreement, and revision is required to raise the quality of clinical research. For that
purpose, a policy is adopted to incorporate the method realized in the production field, to manage the research
process itself and to improve the quality. At the sametime, not only clinical research prior to manufacturing and
marketing approval, but also drug safety management after approval of manufacturing and marketing are
emphasized. The meaning of clinical research using RealWorldData in actual clinical sites is thought to be more
important than ever, and the result will also affect administrative decisions. What kind of management do the
medicine master need in the era when the clinical trial and clinical research seamlessly interact? I would like to
discuss it through efforts at Kyushu University Hospital. As one of the cooperative medical institutions in MID-NET,
our hospital has been working on elaborating drug master to reflect on RealWorldData. In the pharmaceutical master,
it is necessary to mapping standard code as HOT code, YJ code to the local code. It is important to follow these code
mappings not only at the time of new introduction of medicines but also with code modifications accompanying
name change and manufacturer name change. The outcome of this effort is not limited to MID-NET, but it raises the
quality of our clinical practice data at our hospital. It is important to promote further utilization of RealWorldData in
order to promote proper use of medicines, and I am convinced that such efforts will lead to better medical care.
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