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Research Summary of

Research on inter-institutional collaboration for promoting use of CDISC standard in academia
Sharing clinical research data is essential for the development of medicine, and the introduction of CDISC standards in
academia is expected for that purpose. However, the current situation regarding the spread of CDISC in academia in Japan
has not been surveyed, and the issues have not been clarified. To solve this, the Aim #1 of this project is to organize the
issues and information regarding the introduction of the CDISC standard by a questionnaire survey to a wide range of
stakeholders. The first barrier to the introduction of the CDISC standard is that it is difficult to map the input items on the
case report to the variables and options specified in the CDISC standard correctly. To overcome this obstacle, the Aim #2
of this project is to create a portal site on the Internet to collect and put case report forms annotated with the CDISC

variables used in existing clinical studies.

A questionnaire survey was conducted targeting members of the CDISC expert liaison committee of the Academic Research
Organization (ARO) council, TG3 (Topic Group 3) of National University Hospital Clinical Research Promotion Initiative
(NUH-CRPI), and Metropolitan Academic Research Consortium (MARC). We received valid responses from 41 facilities.
Nineteen-point five percent of the facilities had CDISC data generation experience, and 34.1% had CDISC standard
implementation. On the other hand, more than 70% of the facilities requested to hold a seminar on CDISC standards, OJT,
and provide materials and information. Eighty-five point four percent of facilities answered that "shortage of human
resource and economic resource” as an obstacle to the implementation of the CDISC standard. It was shown that the
implementation of the CDISC standard has not progressed throughout the academia in Japan, with some facilities being
experienced and some not. It is necessary to establish a support system that can support facilities that wish to implement the
CDISC standard.

A questionnaire survey was also conducted targeting pharmaceutical companies and CROs. We received valid responses
from 53 companies. In companies, CDISC standard compliant work was introduced not only for the purpose of application
for approval but also for the purpose of standardization and efficiency of work. This could be one of the grounds for saying
that "the introduction of the CDISC standard is not just for the purpose of applying for approval" in response to the opinion
that "Academia does not apply for approval, so it is not necessary to introduce CDISC standards". Negative opinions about
collaboration with ARO were limited to 13%. On the other hand, most pharmaceutical companies think that the

collaboration with ARO has the advantages of reducing the burden on the company and saving the creation time and cost.

We have created a portal site (http://aCRF.jp) on the Internet to collect and put case report forms annotated with the CDISC
variables used in existing clinical studies. Anyone can freely view and use the annotated case report forms. So far, annotated
case report forms from ten existing clinical studies have been put on the website as of March 2022, along with define.xml
and the link to the clinical trial registries or study protocols. If examples of annotated case reports that have been already
mapped to the correct variables and terminology are fully available, data can be handled with the CDISC standard in all
academia simply by mimicking them. In addition, we created a URL link collection of CDISC standard educational
materials and the collection was linked to the Knowledge Base operated by CDISC. Furthermore, as one of the advantages
of DISC standardization, we started to publish tools using CDISC-standardized data. The adverse event grade frequency

tabulation program was released on the portal site as the first case.



