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Abstract

The International Committee of Medical Journal Editors ICMJE) published a statement in September
2004 making clinical trial registration obligatory for paper submission to its journals. Because of this,
many Japanese medical researchers wished to establish a clinical trial registry, where Japanese data
entry can be made using Japanese instructions. Thus, the University hospital Medical Information
Network (UMIN) created and began operating the first clinical trial site in Japan, the UMIN Clinical
Trial Registry (CTR), in June 2005. UMIN CTR was designed to accommodate data items and operation
methods designated by ICMJE, and it became one of the five ICM]JE-accredited clinical trial sites in the
world and was recognized as an international clinical trial registry site for world researchers. UMIN CTR
also accommodates data items designated by the World Health Organization (WHO), and it sends its
clinical trial information to the worldwide clinical trials portal site, International Clinical Trials Registry
Platform (ICTRP), operated by WHO via Japan Primary Registry Network (JPRN). The number of
clinical trials registered to UMIN CTR has been increasing and is now more than 17,000. In Japan, UMIN
CTR is a de facto standard site for registration of academic, nonprofit clinical trials.

In November 2013, UMIN Individual Case Data Repository (ICDR) function was added to other clinical
trial registry functions. Anonymous individual case data of each clinical trial can be deposited with ICDR.
Accordingly, ICDR enables the following: (1) long term preservation of anonymous clinical trials data, (2)
quality management of clinical data for check and inspection, and (3) reuse of data for other statistical
analyses than those done in the original research.

As for sponsors, funding sources, and clinical conditions for clinical trial registration items, no master
nomenclature databases are used to dissolve variations of string expressions. We are currently preparing
master nomenclature databases for sponsors and funding sources and will complete them in fiscal year
2015. We have currently no plan to prepare a master nomenclature database for clinical conditions.

Clinical Data Interchange Standard Consortium (CDISC) standardizes the content and format of
clinical trial registration data. In the future, it would be desirable for UMIN CTR to deal with CDISC-
based clinical trial registration data.
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