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Research on issues of the International Standards of “Identification of Medicinal Products” implementation in Japan

With recent globalization of drug development and supply chain, international exchange of regulatory and safety
information of medicinal products has become much more important. In November 2012, five standards by International
Organization for Standardization (ISO) for Identification of Medicinal Products (IDMP) have been published, which define
data elements and structures for identification of medicinal products. In Japan, according to the ICH E2B (R3) guideline,
application of ISO IDMP to Individual Case Safety Report (ICSR) is under consideration. Currently, activities for
implementing ISO IDMP are ongoing mainly in western countries, but there are many issues to be considered in advance
for its implementation in Japan.

This study was aimed to identify issues in implementation of ISO IDMP in Japan for facilitating international exchange
of drug safety information and to propose the way of efficient utilization of the standards with existing drug codes. For this
purpose, we investigated international activities for implementation of ISO IDMP and current issues for coexistence of a
variety of drug codes in Japan.

Our investigations revealed that implementation activity is advancing mainly in Europe and USA. US-
FDA will use existing coding systems complying with ISO IDMP. EMA had initiated four kinds of master
data management system (SPOR) and started a phased implementation of ISO IDMP. UNICOM project
supported by European Commission is also in progress. Currently, discussion is ongoing in ISO on revisions of ISO
IDMP and issues raised by UNICOM project, which are important for global harmonization in implementation of these
standards. EMA and US-FDA are also exploring the feasibility of Health Level 7 Fast Healthcare Interoperability Resources
for exchanging IDMP message. Uppsala Monitoring Centre is proposed to become a maintenance organization of global
PhPID and has started its pilot study of PhPID generation.

We also found that more than ten drug codes exist in Japan for respective purposes, but currently there is
no comprehensive drug code master is available. We examined the status and role of drug code for supply
chain in regulation and considered a framework for utilizing many existing drug codes in real world.

Further investigation is needed for smooth introduction of ISO IDMP in Japan, considering not only the
international harmonization for ICSR purpose, but also efficient usage of existing drug codes in real world to

secure drug safety in Japan.



