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The Challenges of Medicinal Product Identification in the Use of Clinical

Data: International and Domestic Trends, Ways and Means
- Overview of the symposium and the current state in Japan -
Mihoko Okada™
*1 Institute of Health Data Infrastructure for All

Abstract:

In Japan, as well as other countries, many clinical databases or patient registries including MID-NET aimed at
post marketing safety measures have been developed by academic associations, research groups, or other
organizations or bodies. Internationally, ICH Reflection on “GCP Renovation” published in January 2017 states
that there has been a further shift to leverage the large amounts of available data from the “real world” that could
inform regulatory decision-making, but there are no universally accepted standards currently in use for formatting
data from different real-world sources, and this is probably the single biggest impediment to large-scale use of
existing health care records in clinical trials. The identification of medicinal products is one of the issues in use of
the read-world data. More than ten drug code systems exist in Japan for respective purposes, including one for
National Health Insurance Drug Price Standard, one for re-review, one for medical bills to be settled by health
insurance societies, and for healthcare institutions, YJ-code and JAN or GS1 are used in general. Further
HOT-number was established to align various codes in use in healthcare. Within a single clinical institution,
different codes are used for distribution, medical fee bills, order-entries. Further, HOT-number is designated as a
standard by MHLW. For Clinical trials, WHO-DD is adopted, and for Individual case safety reports. And that
different sets of codes are used for healthcare and regulatory affairs. In this symposium, current state of the drug
code use will be represented from academic, industry and regulatory sides. 1SO IDMP (ldentification of
Medicinal Product) will be introduced. We will discuss share the current states in different sectors and discuss

how we could improve drug information interoperability over healthcare and pharmaceutical affairs.

Keywords: medicinal product identification, drug code, real world data, pharmaceutical affairs, data

interoperability
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