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This project established an integrated graduate and post-graduate education program enabling students to obtain certification
as Japanese Biometric Society—accredited practical trial statisticians within about three years. The program combined graduate
coursework at Kyoto University, practical training at the partner institutions A (Kyoto University Hospital and the National
Cerebral and Cardiovascular Center Hospital), internships at the partner institutions B (Hokkaido University Hospital and
Osaka University Hospital), and one year of post-graduate education at the partner institutions C. Continued support was
provided beyond the one-year post-graduate program.

At the Kyoto University Graduate School, multiple cohorts of students were trained in collaboration with the Institute of
Statistical Mathematics. Most graduates started working at academia clinical research centers. The partner institutions A
implemented hands-on training such as database construction and SAS programming. Programs were refined through PDCA
cycles with advice from the expert advisory board. The partner institutions B standardized training programs and conducted
internships.

Post-graduate education engaged at the several partner institutions C each year, offering SAS training, seminars, lectures, and
workshops on EDC systems, quality management, and monitoring. Monthly hub meetings ensured continuous improvement.
Kyoto University guided graduates to present and publish project research. In collaboration with the University of Tokyo
biostatistics and bioinformatics course, we established the “Young Biostatisticians’ Forum” for networking and follow-up
graduates. Certification milestones were achieved, with several graduates already accredited as practical trial statisticians.
To strengthen expertise, weekly and monthly seminars were held, and students participated in national research exchanges
called Biostatistics Network. Public e-learning courses such as “Biostatistics for Clinical Researchers” reached over one
million views. Annual Clinical Biostatistics Symposia addressed topics including career paths, cost-effectiveness evaluation,
external controls, and surrogate endpoints, with future symposia planned on competing risks. International experts were
invited to deliver specialized seminars.

In addition to education, research outcomes included publications on survival analysis (interval-censored causal inference,
cure rate estimation, rare-event competing risks), methods for handling missing data, causal graphs in cancer trials, borrowing
controls in master protocols, graphical display of endpoints using Bayes factors, and quantitative evaluation of risks in

pharmaceutical risk management plans.



