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Clinical and post-marketing trials/research -the present and future-
(Joint workshop with Japan Association for Medical Informatics
(JAMI), Japanese Society for Pharmacoepidemiology (JSPE),
Japanese Society of Clinical Pharmacology and Therapeutics

(JSCPT), and Japan Society of Clinical Trials and Research (JSCTR))

Koide Daisuke” Kimura Michio™
"Dept. of Clinical Epidemiology and Systems, Grad. School of Med., Univ. of Tokyo
“Dept. of Medical Informatics, Hamamatsu Medical University

In recent years, decreasing the number of clinical trials has become a social problem. Our country issued "the five-year
plan for activation of research and clinical trials in 2012" this March and further use of information technology (IT) has been
taken up in it. Also, implementation of Electronic Data Capture (EDC) is expected to further efficiency of clinical trials. At
present, re-entering the data for each system is required in most cases. However, the country's IT Strategic Headquarters and
the Ministry of Health, Labor and Welfare (MHLW) published “the promotion of safety measures through the use of
medical database”. As the Japanese version of the Sentinel project, “development of the infrastructure for medical database”
has officially started from FY 2011. In this project, the cooperating medical institutions will implement the standard format
of clinical data which is named “SS-MIX". This infrastructure will enable the direct collection of clinical data in the way of
EDC without re-entering them, and contribute to the improving process of safety/effectiveness assessment of pharmaceutical
products in both of pre and post-marketing clinical trials, research, and 0bservat10nal studies. In this workshop, the progress

of this infrastructure or perspechves will be presented by each parties.

Keywords: medical informatics,pharmacoepidemiology,database,safety
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Activities of Infrastructure Working Groups of ISO TC215

Okada Mihoko" Hasegawa Hideshige™

Inaoka Noriko™ Kimura Michio™

Miyohara Hideyuki"
"Kawasa}u University of Medical Welfare “Object Management Group “IBM Japan Ltd.

“Hamamatsu University School of Medicine
"Japane,sev Association of Healthcare Information Systems Industry

ISO Technical Committee (TC) 215 “Health Informatics” develops standards in Health Informatics through the following
working groups (WGs): WG 1 Data Structure, WG 2 Data Interchange, WG 3 Semantic Content, WG 4 Security, WG 6
Pharmacy and Medication Business, WG 7 Devices, WG 8 Business Requirements for Electronic Health Records (EHRs),
and WG9 SDO Harmonization. Among them, WG1 through WG4 are the infrastructure working groups, and WG8 closely
works with WG1. The activities of WG1/8, WG2, and WG4, including the published standards and the standards currently
under development are presented.The activities of WG3 will be presented in another symposmm in the 32th JCML

Keywords: ISO/TC215, WG1, WG2, WG4, WG8
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To develop standards that establishes the structure
of health information in order to facilitate the
sharing of information and data among enterprises,
organizations, and information systems. These
standards ~establish the definitions, context,
frameworks and models, relationships, ~and
constrained data structures for health information
and associated data groups.
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3. WG2 Data Interchange
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The means to accomplish messaging and
communication in health informatics such that
electronic exchange of information between
individual systems (clinical and administrative)
and organizations (clinical and administrative) is
facilitated.
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Defining health informatics security and privacy
protection standards to 1) protect and enhance the
confidentiality, availability, and integrity of health
information; 2) prevent health information systems
from adversely affecting patient safety;, 3) protect
privacy in relation to personal information; and 4)
ensure the accountability of users of health
information systems.
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International Standard of Identification of Medicinal Products (IDMP) for International
Exchange of Regulated Medicinal Product Information : Sai K*

To improve pharmacovigilance or drug safety measures, it is important to facilitate international
exchange of medicinal product information which is reported to each regulatory authority. However,
in the current individual caée safety report systems, the items and narﬁes used in describing

- medicinal products are different among the countries/jurisdictions, and, thus, this makes it difficult
to promote the smooth and prompt intefnational information exchange on medicinal products. To
solve this issue, the International Conference on Harmonisation of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) had initiated a topic referred to as “Data
Elements and Standérds for Drug'Dictionéries" which was aimed to support the identification of
medicinal products in all ICH regions, and considered the requirements for five medicinal dictionaries.
Based on these reQuirements presented by ICH, in November 2012, the five international standards

of electronic transmission model system for medicinal product information have been @tablished by

“ E 7 RS AETRT EREZEH SR *1Division of Medicinal Safety Science, National
T 158-8501 HHBER EHE 1-181 Institute of Health Sciences
E-mail : sai@nihs.gojp 1-18-1 Kamiyoga, Setagaya-ku, Tokyo, 158-8501,
%f+H : 2014438 7H Japan

PIRE 1 20144648 26 H
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a project of International Organization for Standardization (ISO), referred to as “ISO-IDMP”. This
tutorial paper overviews the international standards of ISO-IDMP, including the backgrounds and the

current international activities for implementation, and discusses the particular issues that should be

considered in Japan.

Key words : International standard, Medicinal dlctlonary Pharmacovigilance, ISO, ICH
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IDMP: Identification of Medicinal Product
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