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From the D2d Protocol: 
 

All participants will receive information on the current lifestyle 

recommendations for prevention of type 2 diabetes. Twice a year 

during follow-up, participants will be invited to join a support and 

education program, set up as a group meeting, to discuss issues on 

nutrition and physical activity relevant to type 2 diabetes. 

 



Q:   

Why have a Support and Education Program if it is not part of the 

study intervention?  Won’t it confound the effect of the vitamin D? 

 

A:   

D2d is a diabetes prevention trial and we have an ethical obligation to 

give our participants the best information on diabetes prevention that 

we can.   

 

SEP constitutes an important potential benefit for participants that 

may enhance their motivation, engagement, and retention in the study. 

 

The same materials are being given to all participants and will not bias 

the results of one group over the other (Vitamin D or Placebo).  Any 

resulting weight loss or other effects are expected to be minimal. 



Role of the Support and Education Subcommittee 
(SES): 
 
 
• Develop and incorporate materials to be used in twice-yearly 

meetings held at individual study sites.  
 
• Evaluate meeting effectiveness. Use feedback from sites in the 

planning of future participant meetings. 
 
• Seek out guidance and solicit possible topics from the 

Recruitment and Retention Subcommittee and Steering 
Committee. 
 



Rationale for having 2 parts to SEP: 
 
1. Handouts  

 
Handouts given at regular study visits will ensure that all participants 
receive the same information whether or not they attend the group 
events and regardless of when they are enrolled. 

 



Rationale for having 2 parts to SEP: 
 
2. Group events  

 
Group events add another dimension and provide an excellent 
opportunity to engage participants more fully in the study and 
enhance retention.  Each event is completely independent and 
requires no prior knowledge or previous attendance. 



Development of SEP 
 
• Decision to make use of existing materials from National 

Diabetes Prevention Program 
 

• Modifications made to update information, streamline 
content, make it stand-alone material, and fit into the context 
of D2d 

 
• Allow sites extensive flexibility to customize the group events 

and take advantage of their strengths (available expertise and 
facilities)  
 

• Keep event topics standardized without making them 
formulaic or didactic 

 
 



Broad Themes 
 

• Healthy Eating 

• Increasing Physical Activity 

• Weight Loss 

• Stress Reduction and Coping Skills 

• Lifestyle Change 

Main focus is on achieving lifestyle balance and healthy habits, with 
somewhat less emphasis placed on calorie-counting and weight loss 
  



First group event topic: 
 
Healthy Eating: MyPlate and Enjoying Seasonal Produce 
 

• Participant feedback has been quite positive 
 
• Main challenge for some sites is attendance 

 
 
 
 

Dr. Irwin Brodsky – Maine Medical Center 



Next topic preview: 
 
Increasing Physical Activity (Spring 2015) 
 

• Use of commercial monitoring devices such as Fitbit 
 
• Incorporate simple exercises into the presentation that 

everyone can do (either sitting or standing) 
 
• Emphasis on incorporating simple activities into 

everyday life that are easily sustainable, such as more 
walking 



We welcome your feedback and would like to 
hear your ideas for future topics! 


