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This study aimed to establish a comprehensive, high—quality biostatistician training program
by building on existing achievements and implementing PDCA cycles. This program integrates two years
of graduate education with post—graduate training, developed through close collaboration between the
base university and partner institutions C where graduates are employed. The goal is to enhance
graduates’ capabilities as biostatisticians, while also planning to produce at least five graduates
annually for academic research organizations (AROs).

The PDCA cycle was implemented for the syllabus. We recognized the necessity of Al and machine
learning. Therefore, we added “Statistical Machine Learning” and “Healthcare and AI” in 2023
Regarding internships, while the number of facilities varies based on the availability at partner
institutions B, they were conducted annually at 7 to 10 sites

The Entrance exams were conducted every August. The 2021 academic year exam had 27 applicants
and 12 successful; 2022 had 15 applicants and 6 successful; 2023 had 19 applicants and 8 successful;
2024 had 11 applicants and 7 successful; and 2025 had 24 applicants and 10 successful. The decrease
in applicants for the 2024 exam was likely due to the sudden resuming the written exam, but
applications exceeded the enrollment places every year. Regarding admissions and graduations, in 2021,
7 students entered, all 9 second-year master’ s students (M2) graduated, and 8 were employed at AROs
In 2022, 11 students enrolled, all 7 (M2) completed the programs, and 5 were hired at AROs. In 2023,
6 were admitted. All 11 (M2) graduated, with 9 securing ARO positions and 2 joining PMDA. In 2024, 7
entered, but one withdrew immediately due to personal reasons. Among the 6 (M2), one took a leave of
absence. The remaining 5 completed their studies, with 4 hired at AROs and 1 joining PMDA. In 2025,
6 entered. Among the 6 (M2), one took a leave of absence, and 5 are expected to graduate. Four are
supposed to join AROs, and the remaining one is still looking for work. Thus, average of 6 students
per year have joined AROs, exceeding the goal of placing at least 5 in AROs annually. Furthermore,
the annual joint job fairs were held each February. Participants increased year by year: 12
institutions in FY2021, 17 in FY2022, 22 in FY2023, and 23 in FY2024. This growing number of
participating institutions indicates the demand for biostatisticians from AROs remains strong

Annual postgraduate kick—off meetings were held every May to decide the specific schedule and
responsibilities. The alumni community “Young Statisticians’ Gathering” held its annual general
meeting in February each year, attended by faculty members and graduates from the core and affiliated
institutions. At the annual ARO Council meetings, graduates delivered presentation as “Young
Statisticians.”

Open courses were offered to raise the level of knowledge of biostatistics in society. The
“"Biostatistics Informatics Lecture Series” were held successfully every other month with over 160
participants for each session. In addition, with the purpose of increasing the number of applicants
for our course, basic statistics seminars at the Statistical Certification Level 2 are held four
times a year, and these are also fully booked online with approximately 35-50 participants.

Registration for these open courses is handled via the Peatix website, and our courses have attracted



high attention with 3,656 followers as of December 12, 2025

The University of Tokyo Hospital, which is responsible for the OJT tried to develop “Problem-
Solving Training by Disease Area.” In 2021, four tasks were created, with students divided into three
groups, each working on a different task. In 2022, three tasks were created, with students divided
into multiple groups and a discussant system was also incorporated. Three practical training tasks
were created in 2023. In 2024, “task set” and “Guidance Manual Set” were prepared. Also, one new
task was created. In 2025, the final versions are completed and used in practical training. Moreover,
two to four new e—learning contents were created and released each year.

The other participating institution A, the National Cancer Center (NCC), offered practical
and advanced OJT. First, in accordance with the annual curriculum, they provided (1) an introduction
prior to the training (April), (2) practical trainings, (3) identified and addressed issues with the
content of reports and other documents required to submit after various meetings and committees, and
(4) continuously identified and addressed areas for improvement in the participant management system,
administrative procedures, and related procedural manuals. Additionally, NCC created new contents.
Moreover, the center accepted totally 7 students to participate in clinical research activities as
researchers.

As a result, a comprehensive educational program from graduate school through post—graduation
has been established. This provides a mechanism for steadily increasing the number of high—quality
practical biostatisticians and advancing their careers, while also building a foundation to address
the shortage of biostatisticians in academia. We believe that the active participation of these high-—
quality biostatisticians will have a ripple effect, leading to improved quality and activities of
clinical research in academia. Feedback from AROs where provided internship or haired graduates
pointed out such as “staff members find it stimulating” and “it contributes to further activation.”
Moreover, some of the graduates are now pursuing doctoral degrees as their next step, while others
are advancing through promotions or transfers. To accommodate them, it has been decided to establish
a doctoral program starting next year. The doctoral program aims to attract students broadly from
industry, government, and academia, with plans to cultivate talent capable of contributing to the

drug development ecosystem.



