
	
	

 

 

 

 

5-year, NIH-funded trial (R01HD084282) to promote healthy weight loss before pregnancy to 
prevent recurrence of gestational diabetes  	

Investigators:  
• Rena Wing, PhD., Professor of Psychiatry and Human Behavior, Warren Alpert Medical 

School, Brown University 
• Donald Coustan, MD, Women & Infants Hospital, Warren Alpert Medical School, Brown 

University 
• Suzanne Phelan, PhD. Associate Professor, Kinesiology Department, Cal Poly, San Luis 

Obispo, California  
 
Purpose: Women with gestational diabetes on one pregnancy are at high risk of having gestational 
diabetes on their next pregnancy. This study will determine whether a lifestyle weight loss intervention 
provided to women before they become pregnant again can reduce the recurrence of GDM.  
  
Design:  
This study is being conducted at 2 sites: The Miriam Hospital and CalPoly. The study will involve a 
total of 252 women (126 at each site) who are overweight/obese and had GDM on their last 
pregnancy. These women will be randomly assigned to one of the two treatment conditions: 1) 
Standard Care or 2) Lifestyle Intervention and followed through pregnancy and 6 weeks post-partum.  
 
Eligibility criteria:  

• Overweight or obese (BMI >25) 
• Adult (> 18 years of age) 
• Prior diagnosis of GDM in last pregnancy  
• Not currently pregnant, but planning to become pregnant within 3 years  
• English or Spanish speaking 
• Free of serious current physical disease, including type 2 or type 1 diabetes (verified via 

HbA1c**) 
• Free of physical problems that limit the ability to exercise 
• No current problems with drug abuse or recent hospitalizations for a serious psychological 

disorder (schizophrenia, bipolar, eating disorders). 
 
Treatment Conditions: 
Women will be randomly assigned to one of two treatment conditions described below: 
 
Standard Care 

• Two meetings with a GDPP counselor, one at the beginning of the study and one after 16 
weeks,  to discuss healthy nutrition, exercise, and stress management before pregnancy.  

• Newsletters in the mail about healthy eating, exercise and wellness every 4 months 
throughout the study. 
 
 
OR 



	
	

 
Lifestyle Intervention 

• Ongoing meetings with the GDPP counselor weekly for the first 16 weeks; and then every 
1-4 weeks until conception to review strategies for reaching healthy eating, exercise, and 
weight loss goals before pregnancy. 
Meetings are typically held at the Weight Control & Diabetes Research Center, 196 Richmond 
Street, Providence, RI 02903 

• Healthy eating plan following a calorie restricted diet based on their study entry weight. 
Participants with an entry weight < 200 lbs will be prescribed a 1200 kcal/day, self-selected 
diet, and those with entry weight > 200 lbs will be prescribed a 1500 kcal/day (with 
adjustments made if patient is breastfeeding). A standard, well-balanced diet will be 
prescribed (35% fat, 20% protein, 45% CHO). The lifestyle modification program is 
implemented to induce >10% weight loss over 16 weeks and promote weight loss 
maintenance over subsequent months until conception.  

• Physical activity instructing participants to increase their physical activity to at least 150 
minutes per week during the initial 16 week program (e.g., 30 minutes per day, 5 days per 
week) of activities similar in intensity to brisk walking. Thereafter, they will be advised of 
higher goals (60 min/day) to promote long-term weight loss maintenance. To increase overall 
exercise and motivation, participants in this group will receive a pedometer and will be 
encouraged to gradually increase the number of steps they walk per day until reaching an 
ultimate goal of 10,000 steps per day.  

• Newsletters in the mail about healthy eating, exercise and wellness every 4 months 
throughout the study. 

 
Timeline:  

• 5-year study (September, 2016-August 2021) 
 

Involvement of physicians, nurses, diabetes educators, clinic staff: 
 

Patients can be referred at two different time points: 

1.) Patients currently pregnant with a diagnosis of GDM and are planning to become pregnant 
again within 3 years (they would be put on a waiting list until after they deliver current 
pregnancy) 
OR 

2.) Post-partum patients with a history of GDM in their last pregnancy (which may have been 
several years ago) and are planning to become pregnant again within 3 years 
 

Recruitment methods: 

o Provide patients with brochures about the study. Interested patients can contact us 
directly.   

o Have interested patients complete the “Consent to Contact” Form and form can be 
faxed directly to us. 

§ The staff of GDP will do the rest (phone screen, describe study in detail, 
answer questions, obtain informed consent, etc.) 
 

After Enrollment: 
• All women will be followed every 4 months until conception and then up until 6 weeks after 

delivery. 
 
For more information, please contact:  
Angelica McHugh, Project Director at 401-793-8978 or amchugh1@lifespan.org  


