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In this project, our objectives are to develop the best educational program for biostatisticians,
and contribute greatly qualified biostatisticians to medical institutions in Japan. The followings

are the results in 2016.

1. Development for establishing and maintaining of biostatistics and bioinformatics course
Professor Yutaka Matsuyama (Graduate School of Medicine, the University of Tokyo) who is
the principal investigator of this project is in charge of establishing the new course of biostatistics
and bioinformatics and increasing the number of entrants. This mission was approved by the
main committee of Interfaculty Initiative in Information Studies (III) and Graduate School of
Interdisciplinary Information Studies (GSII) in the University of Tokyo. Then, we were
interviewed by the president and board members in the University of Tokyo. We conducted
“Needs Survey on Master’s Course for Biostatisticians”. Out of 82 juniors’ respondents at near 4
universities, potential applicants were 29 (35%). On the other hand, we carried out the web
survey for national university hospitals. The respondents counted for 26 hospitals. All
respondents answered such Master’s course are necessary, and 22 hospitals (85%) expressed the
high demands to hire graduates who complete this course. If we consider private university

hospitals and other large hospitals, the social demands were much more.

2. Development of integral curriculum and syllabus for the educational program of
biostatisticians

Professor Yutaka Matsuyama (Graduate School of Medicine, the University of Tokyo) who is the
principal investigator of this project for biostatisticians, worked with project professor Daisuke
Koide (Graduate School of Medicine, the University of Tokyo) who is the co-investigator of this
project to harmonize the timing and contents of curriculum and syllabus based on the levels of
classroom lectures in the University of Tokyo and on-the-job training in the affiliated hospital

and National Cancer Center.

3. Establishing and maintaining the department of biostatistics and bioinformatics

Project professor Daisuke Koide (Graduate School of Medicine, the University of Tokyo) who is
the co-investigator of this project, is in charge of establishing the department of biostatistics and
bioinformatics. Then finally the department was set up on the 1st of March, 2017. On the same
day, the project professor and the instructor were assigned. Although it usually takes about half
year to establish an endowed department, our researchers and staffs provided the maximum
collaboration to set up this new department in the fiscal year 2017, and this met the requirement
of this project. And we finally obtained the best place as planned, because it is adjacent to Clinical

Research Support Center and Department of Clinical Research Governance.

4. Development of open courses
Professor Yutaka Matsuyama (Graduate School of Medicine, the University of Tokyo) who is the
principal investigator of this project, worked with project professor Daisuke Koide (Graduate
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School of Medicine, the University of Tokyo) who is the co-investigator of this project to develop
open courses. This project hosted 6 seminars and supported 8. At the symposium on launching
the new department, we tried webinar which will be used in the near future, and confirmed its
effective availability. In order to learn the revised privacy law and the ethical guideline, we
discuss with the e-learning (distance learning) company and planed two structures, one is

focusing on simple and speedy, and the other is easy plus high-end development framework.

5. Development of an introductory educational curriculum for biostatisticians
Professor Tsutomu Yamazaki (the University of Tokyo Hospital) who is the co-investigator of this
project to have discussed and implemented the following initiatives.
1) The following points were discussed at the co-investigator’s meeting (4 times)
a) Revision of core elements of the OJT curriculum and scheduling for master course
b) Recruitment of the administrative staff and clinical research analyst and their job
responsibilities
¢) Building new video library and improvement of existing learning management system
2) Co-sponsored lecture: Collection and analysis of questionnaire as a test case to investigate if the

content was appropriate and useful for the introductory curriculum for students

6. Development and preparation of online contents
Professor Tsutomu Yamazaki (the University of Tokyo Hospital) who is the co-investigator of this
project to set new “video library for biostatistician” within CREDITS, learning management
system, and creation of library contents. Recorded and edited first video library lecture
“Introduction to Biostatistics” offered by the Clinical Research Support Center, the University
of Tokyo hospital.
Title: An Overview of the ICH E6 Guideline on Good Clinical Practice (GCP) and on newly added

item “Quality Management System.”

7. Development of OJT curriculum and considering the structure of implementation

Chief Taro Shibata (National Cancer Center) who is the co-investigator of this project to
investigate and clarify contents of OJT to make sure the relation between textbooks and lectures
in order to objective, methods, plan and contents for more effective. Also, totally 15 themes are
included in the syllabus (draft). Then the system has been built for trainers to confirm the status
of students’ learning, and developed the 15 themes and 4 courses based on online contents.
Moreover, we tested the feasibility of recruiting 14 observers from outside to attend the protocol

review committee and the data and safety monitoring committee.

8. Study on the contents of lectures and OJT for clinical research planning and others
Chief Taro Shibata (National Cancer Center) who is the co-investigator of this project to develop
the syllabus for lectures and OJT, according to the progress of the whole project. His group also

planned OJT to complement class-room lectures for providing the cancer specific knowledge of
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research planning as well as to train the practice at the stage of the detailed research planning.

9. Study on the training situation using online contents

Chief Taro Shibata (National Cancer Center) who is the co-investigator of this project to build up

the system to setup the contents of curriculum and manage the status of learning. Aldo, his group

newly added three contents (missing data which occurs often in the real cancer research, how to

analyze longitudinal observational study, applying DPC data for statistical assessment of drugs

and clinical procedures).
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In this project, we develop practical biostatisticians who have high ethical mind, and that is
indispensable for maintain the quality of clinical research. For this reason, the University of
Tokyo and hospitals closely collaborate and conduct appropriate education and training. Through
this process of performing the PDCA cycle based on obtained knowledge, our objectives are to
develop the best educational program for biostatisticians, and contribute greatly qualified

biostatisticians to medical institutions in Japan. The followings are the results in 2016.

1. Development for establishing and maintaining of biostatistics and bioinformatics course
Professor Yutaka Matsuyama (Graduate School of Medicine, the University of Tokyo) who is
the principal investigator of this support program for biostatisticians is in charge of establishing
the new course of biostatistics and bioinformatics and increasing the number of entrants. This
mission was approved by the main committee of Interfaculty Initiative in Information Studies
(ITI) and Graduate School of Interdisciplinary Information Studies (GSII) in the University of
Tokyo. Then, in order to establish this new course in the fiscal year 2018, we were interviewed by
the president and board members in the University of Tokyo on the 9tt of February 2017
regarding our budgetary request for organizational restructure of faculty and graduate school in
2018 as scheduled. Also, the materials for submitting to the Ministry of Education, Culture,
Sports, Science and Technology (MEXT) were prepared. We conducted “Needs Survey on Master’s

Course for Biostatisticians”. Subjects were 85 juniors who belongs to any of 7 laboratories at 4
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universities in near area. These laboratories focus on statistics, information science, and data
science. Out of 82 respondents, applicants for admission were 29 (35%). On the other hand, we
carried out the web survey for national university hospitals to clarify the demands in the period
from the 5th to 15th of January, 2017. The subjects were 39 representatives in the topic group 3
(ARO/Data Center) in “National University Hospital Clinical Research Promotion Initiative”. The
respondents counted for 26 (67%). The average of full-time biostatisticians were 1.2 persons. And
eight hospitals (31%) answered none. All respondents thought such Master’s course for
Biostatisticians are necessary, and 22 hospitals (85%) expressed the high demands to hire
graduates who had completed this course. Since this result was only from national university
hospitals. If we consider private university hospitals and other large hospitals, the social
demands were much more. As evidence of the high needs, we decided to submit our request of the
new course to the MEXT.

In addition, we reached the stage of harmonizing mandatory subjects and credits for curriculum

of classroom lectures between graduate school of medicine and GSII.

2. Development of integral curriculum and syllabus for the educational program of
biostatisticians

Professor Yutaka Matsuyama (Graduate School of Medicine, the University of Tokyo) who is the
principal investigator of this support program for biostatisticians, worked with project professor
Daisuke Koide (Graduate School of Medicine, the University of Tokyo) who is the co-investigator
of this support program to harmonize the timing and contents of curriculum and syllabus based
on the levels of classroom lectures in the University of Tokyo and on-the-job training in the

affiliated hospital and National Cancer Center.

3. Establishing and maintaining the department of biostatistics and bioinformatics

Project professor Daisuke Koide (Graduate School of Medicine, the University of Tokyo) who is
the co-investigator of this support program, is in charge of establishing the department of
biostatistics and bioinformatics. Then finally the department was set up on the 1st of March,
2017. On the same day, the project professor and the instructor were assigned. Although it usually
takes about half year to establish an endowed department, our researchers and staffs provided
the maximum collaboration to set up this new department in the fiscal year 2017, and this met
the requirement of this support program. We estimated to obtain the space for the new
department on 1st of December, 2016. However, it took more time. The reasons were no precedent
of establishing an endowed department by AMED project, and conflict of the same space by other
department because it was open application system. But we finally obtained the best place as
planned, because it is adjacent to Clinical Research Support Center and Department of Clinical

Research Governance.

4. Development of open courses
Professor Yutaka Matsuyama (Graduate School of Medicine, the University of Tokyo) who is the
4



principal investigator of this support program for biostatisticians, worked with project professor
Daisuke Koide (Graduate School of Medicine, the University of Tokyo) who is the co-investigator
of this support program to develop open courses. The first, “Basics of Biostatistics for Clinical
Research” was held on the 14th of February in 2017 as the part of “introduction of data analysis
for clinical research.” Following the symposium on launching the new department of biostatistics
and bioinformatics on the 27tk of February, the first seminar of biostatistics — perspective design
and analysis in the field of biostatistics- on the 28 of February, “Issues and concerns of some
conventional analytic methods — Moving beyond the comfort zone —” at the Tokyo society of
medical science on the 1st of March, another seminar on “Drug Safety Evidence that is Fit For
Purpose with National Healthcare Databases” on the 2nd of March, the 2rd of “introduction of data
analysis for clinical research” on the 6th of March. At the symposium on launching the new
department, we tried webinar which will be used in the near future, and confirmed its effective
availability. In order to learn the revised privacy law and the ethical guideline, we discuss with
the e-learning (distance learning) company and planed two structures, one is focusing on simple

and speedy, and the other is easy plus high-end development framework.
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