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The Japan Diabetes Optimal Integrated Treatment study for 3 major risk factors of
cardiovascular diseases (J-DOIT3) was started in 2006, as one of the Japan Diabetes
Outcome Intervention Trials sponsored by the MHLW. We recruited patients with type 2
diabetes and allocated them into 2 groups: the intensive therapy group and the
conventional therapy group, and examine the hypothesis that stricter control compared
with the current targets in the Japanese guideline for blood glucose, blood pressure,
and lipids could efficiently and safely reduce cardiovascular disease risk. The
intervention was ended in March, 2016, and statistical analyses are under way.

In order to assess the effects of intensive therapy on prevention of cardiovascular
complications and improved life expectancy, which are the goals of treatment for diabetes,
a long—term follow—up is required, and thus we launched a post—intervention study for 5
years. The primary end point is occurrence of either of myocardial infarction, coronary
bypass surgery, percutaneous transluminal coronary angioplasty, stroke, carotid
endarterectomy, percutaneous transluminal cerebral angioplasty, carotid artery stenting,
or death (irrespective of its causes)

In the first year of the follow-up study, Dr. Kohjiro Ueki (NCGM) and Dr. Mitsuhiko Noda
(Saitama Medical University) were in charge of the following four milestones: first, the

study was set up by releasing the EDC system for registration and collection of clinical
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data, and by promoting the participating institutions to have the protocol of this study
reviewed and approved by the in—house ethics committee. Second, registration of eligible
patients was promoted in the institutions. Third, clinical data at registration were
collected, and forth, the data were analyzed. Dr. Yasuhiko Iwamoto (Japan Diabetes
Foundation) was in charge of the last milestone, and supported the institutions so that
the system to conduct clinical trials could be arranged. The whole study was supervised

by Dr. Takashi Kadowaki (The University of Tokyo).
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