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Research Summary of
Study of CDISC standards implementation in academia

1. Background and Objectives

This research and development project aimed to reduce academic research burdens by promoting Clinical Data Interchange
Standards Consortium (CDISC) standards. The goals were to accelerate clinical research, evidence generation, and
regulatory approvals, ultimately speeding the deployment of new medical technologies. Japan sought to lead academic
CDISC adoption and its application to Real-World Data (RWD). Key strategies involved enhancing an information-sharing
portal (aCRF.jp) and providing comprehensive educational resources.

2. Research Achievements and Significance
2.1. Portal Site Enhancement and Operation

The CDISC information-sharing portal, aCRF.jp, was significantly improved with multilingual support via browser
translation and enhanced user interface (Ul) elements. Content was expanded with 12 new clinical trials. Crucially, SAS and
R programs for automated generation of clinical trial graphics (e.g., laboratory value graphs, RECIST summaries, case
listings) were developed and provided, offering practical tools and incentivizing CDISC adoption.

2.2. Provision of Educational Content and Related Tools

Educational resources were substantially increased. A total of 63 new CDISC educational videos were created (up from zero
at project start), through collaborations with NHO Nagoya Medical Center (7 videos), CJUG-SDTM (19 videos), and Neko
Channel (37 videos). To support this, video production manuals and templates were developed. Additionally, CDISC-
compliant demo datasets and Case Report Form (CRF) templates were created to provide practical learning examples.

2.3. Contribution to Guideline Development

The project team, including 4 core members (Saito, Hamano, Nagai, Yamamoto), actively contributed to a CDISC
international guideline development project, proposing solutions for applying Study Data Tabulation Model (SDTM)
standards to observational studies and RWD.

2.4. Dissemination Activities and Collaboration

Research findings were disseminated through 4 publications and 8 presentations at 6 national and international conferences
(including Precision Medicine, Japan Society of Clinical Trials and Research, and CDISC US Interchange). Online hands-
on seminars engaged 33 participants from 23 institutions, while on-site seminars attracted approximately 80 attendees from
10 institutions. A collaboration with J3C provided Japanese academia with free access to translated lecture videos from
international speakers at the CDISC Academic Workshop.

2.5. Survey and Analysis

A survey of 91 Japanese academic institutions, with a 92% response rate, revealed that 76% had not yet adopted CDISC.
The primary barriers identified were cost, lack of resources, and insufficient specialized knowledge. The survey also
confirmed a high demand for educational materials, particularly for beginners.

3. Overall Summary of Achievements

A major achievement was the creation and provision of over 60 Japanese-language educational videos, significantly
boosting CDISC knowledge dissemination. The successful piloting of online and on-site hands-on seminars, an outcome
exceeding initial plans, established a foundation for practical technical training. The development of SAS and R programs
represents a key technological contribution, reducing researcher burden and promoting CDISC uptake. Effective project
management and robust collaborations with domestic organizations like CJUG and J3C were central to these successes.

4. Future Outlook and Recommendations

Future efforts will focus on developing disease-specific standardization models to maximize CDISC adoption benefits
across various fields. A high priority is to further promote the application of CDISC standards to RWD, such as data from
Electronic Health Records (EHRS), to expand the utility of medical data in clinical research and evidence generation.



