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Study

· Study design: Prospective randomised control trial

· Subject data: 
· 639 assessed, 168 excluded (26%) due to diagnosis of gestational DM prior to 20wks
· 436 pregnant European women recruited prior to 20 weeks gestation
· Recruited from 9 European countries, 86% from European descent
· Prepregnancy BMI ≥ 29 kgm2 (obese), mean BMI 34
· Age 18 years+, mean age 32
· Approx 2/3 were multips (previously had children)
· Inclusion criteria: Did not have established diabetes, metabolic condition, and were able to safely walk 100m

· Intervention: 
· Two Interventions
· Both delivered by Motivational Interviewing/Counseling Only across 5 sessions, 4 phone calls, and email.
· Provided Pedometers, elastibands, and printed handout
· Healthy Eating (7 messages)
· Reduce intake of sugar, simple carbs, fat intake
· Increase protein and fiber
· Calorie regulation with portion control
· Physical Activity (5 messages)
· Reduce sedentary lifestyle with inc in steps/daily activity
· Improve strength
· Increase weekend activity
· Four Intervention Groups:
1. Healthy Eating (HE) Only (n=113)
2. Physical Activity (PA) Only (n=110)
3. Both Interventions (n=108)
4. Neither (control group) (n=105)

· Data measured:
· Biomarkers measured (10hr overnight fasting), oral glucose tolerance, lipid profile, 3-beta-hydroxybutyrate (3BHB), neonatal c-peptide.
· Lipid profile measures: triglycerides (TG), LDL cholesterol, HDL cholesterol, free fatty acids (FFAs), and leptin
· Note: 3BHB is a measure of ketoacidosis and a by-product of triglyceride metabolization.

Collection Methods: 
· Intervals: baseline (before 20wks), 24-28wks (2nd Trimester), 35-37wks (3rd Trimester), and neonate (venousf cord blood at delivery)
· Physical activity and eating habits are all self-reported

Results

· Major findings
24-28 Weeks
· Significant lower weight gain in healthy eating intervention group who also had significantly higher free fatty acid mobilisation (0.086, p=0.001), 3BHB and fasting glucose (suggestive of lipolysis/fat burning). 
· -1kg adjusted mean difference in weight gain between two groups.
· FFA mobilisation 0.60 mmol/L in intervention group vs 0.55 mmol/L in control group.
· 3BHBP 0.082 mmol/L in intervention group vs 0.068 mmol/L in control group.
· Fasting glucose 2.8 mmol/L in intervention group vs 4.6 mmol/L in control group.
· although the A1c did not change across the study groups, 5.1 across the board.
· No significant differences in physical activity group vs control group. This may be partly because physical activity group had higher intake of sugary drinks at 24-28 weeks vs control group.
· Significant weight gain reduction (-2kg) in the combined healthy eating and physical activity group.
· 

35-37 weeks of pregnancy
· Significantly lower weight gain lower neck circumferences (and higher free fatty acid mobilisation in healthy eating intervention group vs control group.
· -1.5kg adjusted mean difference in weight gain between two groups.
· FFA mobilisation 0.64 mmol/L in intervention group vs 0.59 mmol/L in control group.
· Neck circumference 36.4cm in intervention group vs 36.9cm in control group.
· No significant differences in physical activity group vs control group. 
· Physical activity group had lower fiber intake at 37-35 weeks vs control group.
· On average, 5.7 less servings of fiber per week in physical activity group vs control group.

Overall, those who had PA intervention increased their activity by approx. 8 MET hr/wk

Cord Blood: 
- No difference in ‘large/small for gestational age’ (LGA/SGA) (20%-22% across the board), gestational age (39wks), or birth weight (mean 3475g)
- Higher mean FFA in HE (0.64mmol/L) vs no HE (0.59) group (p=0.009)
- No changes in leptin or lipids in the PA vs no PA groups
- No statistically significant change in c-peptides b/w HE vs no HE

· Limitations:
· Intervention only covers third trimester; further research is needed to identify effect of intervention throughout pregnancy.
· Self-reported physical activity and food intake questionnaires leave room for bias which can lead to confounding results. 
· Small pilot study, may need bigger studies to accurately account for the variability in their behaviors and backgrounds (ethnicity, smoking, EtOH, etc)
· People self-select into the study, which means they are of a positive engaged attitude. Limits the scalability of the intervention to all populations.

 
· [bookmark: _GoBack]Erin’s take – Maternal diet during pregnancy and conception is known to have profound impacts on the child’s health, well into life. The present randomised control trial showed that even very minor lifestyle interventions for obese pregnant women can begin to improve body weight and metabolic health. Importantly, though, the differences in this study were statistically significant but not very clinically relevant.  Specifically, just some messaging to change diet and exercise resulted in a trend toward improvement in the mom’s blood work, but no observable difference in the baby’s health at birth.  The reasonable conclusion from this study is that obese pregnant women and their babies can benefit from diet and exercise modification, but that the intervention should begin earlier than the third trimester. 



