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1) Planning and implementation of a randomized controlled pilot study for the prevention of
onset of diabetes and metabolic syndrome in women with gestational diabetes.
2) Summarizing of construction of the protocol for the randomized controlled pilot study for
the prevention of onset of diabetes and metabolic syndrome in women with gestational
diabetes.

3) Building a follow-up structure for Okayama prefecture as a municipality model
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1) Identification of risk factors for postpartum—onset of diabetes and metabolic syndrome in
women with gestational diabetes

2) Establishing a comprehensive GDM intervention program: evaluation and development of a
program to promote breastfeeding.

3) Establishment of post—partum follow-up system for women with gestational diabetes
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The purpose of this research group is to develop a protocol for randomized controlled trials
to investigate the prevention of diabetes or metabolic syndrome in preghant women with
gestational diabetes. We developed a comprehensive interventional program, including nutrition,
exercise, promotion of breast—feeding, and education for women with gestational diabetes who
are pregnant or within one year of giving birth and who have moderate to severe risk for
develping diabetes postpartum. By using this intervention to prevent diabetes and metabolic
syndrome in women with a history of gestational diabetes, our ultimate goal is to prevent
obesity and metabolic syndrome in children.

In 2016, we promoted the development of dietary and exercise—-based therapies, as well as
breast—-feeding and educational programs on gestational diabetes, led by various members of the
research group. Furthermore, we used methods previously shown to be effective as interventional
therapies, such as group discussions, individual support, and support through telephone, e-
mail, or the Internet to develop a Japan—specific comprehensive interventional program for
gestational diabetes, including nutrition, exercise, breast—feeding, and education. One of the
inclusion criteria was women with gestational diabetes who have a moderate to severe risk of
developing diabetes. Based on these design parameters, we developed a pilot study to determine
the rate of implementation of the intervention program in participants from prenatal to 3
months after childbirth, as well as the effectiveness of the program; outcomes included
prevention of impaired glucose tolerance and exclusive breast—-feeding 3 months after childbirth.
The pilot study received approval from the National Center for Child Health and Development
Ethics Committee in January 2017, and the study began in a portion of participating institutions
at the end of March.

The comprehensive interventional program was developed by four supervising researchers through
a review of the literature and an assessment of the feasibility of the proposed program. To
this end, through repeated rounds of discussions, the researchers developed a variety of tools
to facilitate face—to—face guidance, a mobile app to enable bidirectional communication between
the patient and their health care provider (e.g., sending pictures of meals), and educational
tools such as pamphlets and video—based websites. To decide on the inclusion criteria of women
with gestational diabetes with a moderate to severe risk of developing diabetes after childbirth,
the researchers analyzed 870 pooled data points from multiple institutions. The results of
this analysis suggested that those classified in the risk group for diabetes should either
have a pre—pregnancy BMI > 25 or a pre—pregnancy BMI < 25 with an abnormal point score > 2 for
the glucose tolerance test performed when assessing gestational diabetes. The intervention
program was administered to 50 women who were diagnosed with gestational diabetes during
pregnancy and who matched the aforementioned inclusion criteria. We then determined the rate
of implementation at 3 months after childbirth, as well as the effectiveness of the program

(primary outcome: prevention of impaired glucose tolerance), and compared against 50 women who
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received a conventional intervention. We completed the pilot study protocol for the randomized
controlled trial to determine the effectiveness of the proposed intervention program. The
planned duration of implementation of the intervention program is between the date of diagnosis
of gestational diabetes and 1 year after childbirth. Based on the pilot study, we are also
planning to evaluate the rate of implementation and effectiveness of the test and control

interventions, as well as feasibility of the program up to 2 years after childbirth.
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