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Actual State and Challenges of Drug Codes from the Academic
Viewpoint
Daisuke Koide™?

*1 Department of Biostatistics & Bioinformatics, Graduate School of Medicine, The University of Tokyo, *2 Clinical

Support Center, The University of Tokyo Hospital

Abstract in English comes here.

Academic hospitals are expected to conduct clinical research actively. And information systems can enhance such
ability. In order to implement information systems into hospitals, standardization and data quality management are
necessary. There are many kinds of drug codes according to their purpose or situation. However, many medical
institutions still use their own drug codes. From the academic view point, actual state and challenges of drug
codes are summarized in this article.

In pre-marketing of new drugs, in other words, in clinical trials, individual case safety reports (ICSRs) are sent
from pharmaceutical companies to PMDA based on ICH E2B guideline. In such ICSRs, re-examination codes for
drugs are used in Japan. But such codes are not mandate for hospitals. Implementing such codes into university
hospitals would provide benefit of easily identifying drugs, but also that would be the big burden. At the stage of a
new drug application to PMDA, WHO-DD should be used. There is matching relation between re-examination
codes and WHO-DD. But academic hospitals rarely use either of them. In post-marketing, re-examination codes
are also used for ICSRs. Since revised GPSP has been issued, large data bases, such as MID-NET can be used for
research. In the system of MID-NET, HOT code and YJ code are available. Such codes are not valid outside Japan.
This problem is crucial for global clinical research. Since real world data are gaining attention even in academic
research organizations, standardization and data quality management are getting more important. One option is
re-examination codes, or another is enhancing maintenance of HOT codes. Otherwise, we need to rely on the

success of IDMP.

Keywords: Drug Information Services, Chemical Dictionaries, Computational Biology, Biomedical

Research, Academic Medical Centers
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