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In order to educate sound scientific clinical trial biostatisticians, we have developed lecture curriculum in
the Clinical Biostatistics Course, Kyoto University School of Public Health, and in-hospital training curricula at
the Kyoto University Hospital and the National Cerebral and Cardiovascular Center.

For the lecture curriculum, we have developed a draft course completion scheme to complete the following
areas; 5 core areas, and basic medicine and clinical medicine required for Master of Public Health; basic statistics
and clinical biostatistics areas, clinical development and post marketing studies, legal regulations and ethics,
and other areas required for clinical biostatistics course. We have made draft syllabi of basic statistics, such as
“Fundamentals of Statistical Inference,” “Survival Analysis,” and “Statistical Models and their Application,”
and “Statistical Methods in Clinical Trials,” “Statisticians Standard of Conducts,” which will be given in 2017.

As for the open to public courses, we have developed contents of “Biostatistics for Clinical Researchers,”
and gave two lectures of them. We also have developed e-learning contents of “Introduction to Statistics for
Undergraduate Students.” We conducted the kick-off symposium of the Kyoto University Clinical Biostatistics
Course on March 3rd, 2017.

At the Kyoto University Hospital, we have prepared for educational curriculum development aiming at
training clinical biostatisticians. We have also prepared Standard Operating Procedures and working manuals to
create study protocols and statistical analysis plans. We started developing e-learning contents for trial designing
and result reporting. We have employed an assistant professor who is dedicated to this program. We have
completed the improvement of infrastructure such as personal computers.

At the National Cerebral and Cardiovascular Center, the core competencies for biostatisticians working in
clinical trials have been discussed and drafted. The draft core competencies include the capability to apply or
use a set of related knowledge, skills, and abilities required to successful work as a biostatistician in clinical
trials. The core competencies consist of the seven categories including clinical trial, cardiovascular diseases,
ethics in clinical trials, statistical analysis, trial monitoring and data management, project management, and
communication which are expected to serve as the basis for skill standards that specify the level of knowledge,
skills, and abilities required for success in clinical trial planning, conducting and closing as well as potential
measurement criteria for assessing competency attainment. Learning objectives and contents in training program
that are related to the draft competencies were discussed. Self e-learning tools for data management (electronic

data capture system) has been developed. The list of candidate clinical trials used for the training was drafted.
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The Graduate School of Medicine, Kyoto University, set a new bylaw for “Department of Clinical
Biostatistics, Support Program for Biostatisticians Conducted in Graduate School of Medicine, Kyoto
University,” and established Department of Clinical Biostatistics. Departments of Biostatistics, Health
Informatics, Healthcare Economics and Quality Management, Pharmacoepidemiology, and Biomedical
Statistics and Bioinformatics were chosen as its Steering Committee. Dr. Shiro Tanaka was selected as the
professor of Clinical Biostatistics.

The homepage of Department of Clinical Biostatistics was opened on Feb. 1st, 2017, and we started
recruiting future students. We made a poster and a brochure for recruitment, and distributed them to about 50
university faculties of medicine, dentistry, pharmacy, science, agriculture, informatics, and economics located
in Kansai area. We published an article on our Master of Public Health program and clinical biostatistics course
in a booklet for job hunting. We posted a poster at 50 train stations near each university faculty. We also
conducted public relations of clinical biostatistics course through social networking service, such as twitter,
facebook and so on.

We conducted two research projects of Research and Development of Statistical Methods in Healthcare
Database and Statistical Methods for Missing Data in Clinical Trials. For Research and Development of
Statistical Methods in Healthcare Database, we introduced the REDCap, which is developed by Vanderbilt
University as the basis for clinical research. We set an internal rule for its use based on the Personal Information
Protection Law and Ethics Guideline for Biomedical Research for Human on February, 2017. Between
December, 2016, and February, 2017, we conducted three seminars on the advanced skills for the use REDCap.

In the research for healthcare database, confounding and competing risk are two important problems. To
resolve these problems, we developed a new statistical method. We conducted theoretical and simulation studies
to find statistical performance of the proposed method. We applied the proposed method to the JDCS study,
which was a cohort study of type 2 diabetes patients. For statistical methods for missing data in clinical trials,
we conducted a series of simulation studies to confirm reproducibility of the previous results of linear regressions

and newly developed doubly robust methods.
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