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P
Research on implementation of international standards for identification of medicinal products and its

application to drug safety in Japan

The ISO IDMP (Identification of Medicinal Products) standards developed by the International Organization for
Standardization (ISO) are a set of five standards that specify data items and structures for the identification of medicinal
products, which are important for international drug regulation and the exchange of safety information. Currently,
infrastructure for the implementation of ISO IDMP is being developed mainly in Europe and the United States, and
efforts for international harmonization have also been progressing. The International Conference on Harmonization of
Pharmaceutical Regulations (ICH) has agreed to use ISO IDMP for drug information in Individual Case Safety Reports
(ICSR) in accordance with ICH E2B (R3). In Japan, one of standards (unit of measurement) has already been
implemented and the regulatory authority has started to consider implementation of some standards (administration
route, dosage form for use in ICSR. However, the specific implementation policies for the other standards (MPID, PhPID
and Substance ID) are still under consideration. As the era of real world data utilization, benefit of ISO IDMP is expected
not only for use in ICSR but also in application to real world data to promote pharmacovigilance activity. For
implementation of ISO IDMP in Japan, it is necessary to consider the interoperation of various existing drug codes and
development of the management system of those codes.

In this study, in order to support the domestic implementation of ISO IDMP by regulatory authorities, we investigated
the trends of international discussions and addressed the following issues (1) to (3), and based on these results, (4) we
proposed the manner of infrastructure for domestic implementation of ISO IDMP and how it should be used for
pharmacovigilance throughout the life cycle of pharmaceutical products, as an era of real world data utilization.

(1) International activity of ISO IDMP implementation: we investigated discussions on the revision of ISO IDMP,
implementation efforts in Europe and the United States, and the development status of global PhPID by the Global IDMP
Working Group (GIDWG). Based on these international trends, we also examined issues in the application of global
PhPID to Japanese pharmaceutical products.

(2) Development of Infrastructure for Utilization of Drug Identification Information: we investigated the global
activities for application of Fast Healthcare Interoperability Resources (FHIR) to utilize exchange of drug identification
information, including Health Level Seven (HL7) Vulcan, and connectivity testing in FHIR Connectathon, and standards
and systemization for National Health Service (NHS) Digital and Australian standards. Through discussions on the latest
trends in Japan and medical DX, YJ code was considered appropriate as a drug code for real world data (RWD) to be
utilized in clinical research. The database development at the national level, its distribution to medical information
systems, and its systemization based on international standards are discussed as future medical DX infrastructure.

(3) Use of Drug Identification Information in Clinical Trials and Post-marketing pharmacovigilance: we
investigated the discussions on ICSR and ISO IDMP at the Clinical Data Interchange Standards Consortium (CDISC)
and HL7. In addition, based on the progress of PhPID development and its integration with WHODrug Global, we
considered how drug identification information can be mutually utilized in clinical trials and post-marketing ICSRs.

(4) Proposal: based on the above studies (1) to (3), we prepared a proposal for the phased implementation of ISO IDMP
in Japan for use in clinical trials and post-marketing pharmacovigilance, and submitted it to the Ministry of Health,

Labour and Welfare.



