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International Trends and Domestic Issues for Implementation of ISO
IDMP (ldentification of Medicinal Products) Standards

Kimie Sai™
*1 National Institute of Health Sciences

Abstract

To promote international exchange of regulated medicinal product information, five ISO-IDMP (ISO-Identification
of Medicinal Products) standards have been developed, which define data elements for identification of medicinal
products. Requirements for five standards were initially established by ICH to support identification of medicinal
products in individual case safety reports (ICSR). Currently, regulatory authorities in western countries have
initiated activities for ISO-IDMP implementation, not only for ICSR, pharmacovigilance purpose, but also other

various regulatory processes.

In Japan, although a variety of medicinal product identification codes are currently
available, these codes do not meet the requirements of ISO-IDMP standards.

In addition, there is no

comprehensive coding system which links those existing codes, therefore, healthcare data is not utilized efficiently

in Japan.

In this symposium, the current international activities for ISO-IDMP implementation will be

overviewed to discuss the possible benefits and practical issues for its implementation in Japan.

Keywords: international standard, ISO-IDMP, medicinal product code, pharmacovigilance
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2) 1SO 11615:2017: Health informatics -- Identification of
medicinal products -- Data elements and structures for the
unique identification and exchange of regulated medicinal
product information [https://www.iso.org/standard/70150.html]

3) ISO 11616:2017: Health informatics -- Identification of
medicinal products -- Data elements and structures for unique
identification and exchange of regulated pharmaceutical product
information [https://www.iso.org/standard/70044.html]

4) ISO 11238:2018: Health informatics -- Identification of
medicinal products -- Data elements and structures for the
unique identification and exchange of regulated information on
substances [https://www.iso.org/standard/69697.html]

5) ISO 11239:2012: Health informatics -- Identification of
medicinal products -- Data elements and structures for the
unique identification and exchange of regulated information on
pharmaceutical dose forms, units of presentation, routes of
administration and packaging

8)

11)

12)

13)

[https://www.iso.org/standard/55032.html]

ISO 11240:2012: Health informatics -- Identification of
medicinal products -- Data elements and structures for the
unique identification and exchange of units of measurement
[https://www.iso.org/standard/55033.html]

ISO/TS 20440:2016: Health informatics -- Identification of
medicinal products -- Implementation guide for ISO 11239 data
elements and structures for the unique identification and
exchange of regulated information on pharmaceutical dose
forms, units of presentation, routes of administration and
packaging [[https://www.iso.org/standard/68040.html]

ISO/TS 20443:2017: Health informatics -- Identification of
medicinal products -- Implementation guidelines for 1ISO 11615
data elements and structures for the unique identification and
exchange of regulated medicinal product information.
[https://www.iso.org/standard/68041.html]

ISO/TS 20451:2017: Health informatics -- ldentification of
medicinal products -- Implementation guidelines for 1ISO 11616
data elements and structures for the unique identification and
exchange of regulated pharmaceutical product information
[https://www.iso.org/standard/68086.html]

ISO/TS 19844:2018: Health informatics -- ldentification of
medicinal products (IDMP) -- Implementation guidelines for
ISO 11238 for data elements and structures for the unique
identification and exchange of regulated information on
substances [https://www.iso.org/standard/71965.html]
Substance, product, organisation and referential (SPOR)
master data [http://www.ema.europa.eu/ema/index.jsp?curl=
pages/regulation/general/general_content_001850.jsp&mid=
WCO0b01ac0580bf732a]

Data on medicines (ISO IDMP standards)
[http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulati
on/general/general_content_001849.jsp&mid=WC0b01ac0580
bf85bb]

Identification of Medicinal Products (IDMP)
[https://www.fda.gov/ForIndustry/DataStandards/ucm612442.
htm]

The Ginas Project [https://tripod.nih.gov/ginas/#]/]
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