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General Summary

The Clinical Research Support Center was founded in April 2014 to promote the proper
conduct of clinical research. The center has the following functions: protocol planning,
statistical analysis, data management, monitoring, support for clinical research conduct,
and education. We started consulting for clinical research in September 2014 and had 64
protocols of consultation from April 2018 through March 2019. The number of protocols
the center consulted on was as follows: research planning, 16; protocol planning and sta-
tistics, 25; protocol for randomization/allocation/concealment of emergency key, 4; statis-
tical analyses, 24; preparation of articles, 10; response to reviewers after the submission
of articles (including additional analyses), 5; application for the Agency for Medical
Research and Development or the Ministry of Education, Culture, Sports, Science and
Technology, 10; transition to specified clinical research, 5; and conducting statistical anal-
ysis, 7. Consultations were requested by the Departments of Endoscopy, Otorhinolaryn-
gology, Biochemistry, Urology, Neurosurgery, Clinical Oncology/Hematology, Surgery,
Orthopaedic Surgery, Anesthesiology, Rehabilitation Medicine, Psychiatry, Cardiovascu-
lar Surgery, Pediatrics, Radiology, Breast Endocrinology Surgery, Obstetrics and Gyne-
cology, Pathology, and Emergency Medicine; the Research Center for Medical Sciences;
and by the Divisions of Nephrology and Hypertension, Digestive Surgery, Gastroenterol-
ogy and Hepatology, Regenerative Medicine, Neurology, Respiratory Diseases, and Dia-
betes, Metabolism and Endocrinology.

In cooperation with the Division of Clinical Pharmacology and Therapeutics we held a
“Clinical Trial Seminar” to improve literacy about clinical trials among researchers. The
theme was “Big data in cardiovascular diseases and the Clinical Innovation Network”
(October 2018). We also held a “Biostatistics Seminar for Tomorrow” consisting of 2
basic courses and 1 advanced course to promote appropriate trial designs and the applica-
tion of biostatistical methods.

Ethical guidelines for medical and health research involving human subjects have been
implemented since April 2015. In addition, the Clinical Trials Act has been enforced since
April 2018, after which a certified review board was established at The Jikei University.
To meet these requirements, we prepared common forms of protocol, an informed consent
form, a standard operating procedure for monitoring, and other documents. For monitor-
ing, clinical research coordinators supported investigators to conduct clinical trials prop-
erly.

We introduced a clinical research liaison system to facilitate clinical research. We
requested departments that are conducting many clinical trials to assign liaison physi-
cians. Liaison physicians are invited to participate with priority in the “Biostatistics Semi-
nar for Tomorrow” and are expected to act as liaisons between departments to which they
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belong and the Clinical Research Support Center.

As a measure against disasters, a clinical data extraction system from electronic health
records was introduced in the 4 affiliated hospitals of The Jikei University by using the
Standardized Structured Medical record Information eXchange (SS-MIX). We have
started to establish a disease registry based on this system in cooperation with medical
departments.

Research Activities

Owing to the nature of our center, we collaborate with researchers to conduct various
types of clinical studies. In cooperation with the Division of Diabetes, Metabolism and
Endocrinology, Department of Internal Medicine, we showed that HbA1c, blood pressure,
the body mass index, body weight, and levels of high-density and low-density lipoprotein
cholesterol have certain circannual rhythms in patients with type 2 diabetes. Evaluating
the variability or absolute value of HbA ¢, taking circannual rhythms into consideration,
will likely improve the accuracy and precision of risk prediction. However, measuring
HbA 1c every month in general practice seems difficult because of medical costs.

In our research, we designed population pharmacodynamics models in patients with type
2 diabetes with sparse sampling data to reflect circannual rhythms under real world condi-
tions. As part of the Japan Diabetes Clinical Data Management Study Group, we used

patient records from scientific activities to create and validate a model.
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