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Comparative Effectiveness of Insulin Pump Therapy 
With or Without Continuous Glucose Monitoring in Diabetes 

Study Design Form 

Additional Screening Questions 

1. Is this study an observational study that reports on microvascular, macrovascular, maternal, or fetal outcomes? 

 No, not an observational one (CONTINUE) 
 Yes, this is an observational study that reports on microvascular, macrovascular, maternal, or fetal outcomes (CONTINUE) 
 No, this is an observational study DOES NOT REPORT on microvascular, macrovascular, maternal, or fetal outcomes (STOP! E-

MAIL LISA TO EXCLUDE THIS STUDY) 

2. Is regular insulin being used in the insulin pumps? 

 Yes, regular insulin is being used in the insulin pumps (STOP! EMAIL LISA TO EXCLUDE THIS STUDY) 
 No, regular insulin is NOT being used in the insulin pumps (CONTINUE) 

Study Design Form 

1. Where did the study occur? (Check all that apply) 

 United States 
 Canada 
 Worldwide 
 Other (specify):  
 Not reported 

2. When was the study enrollment period? (enter the 4-digit year for start and/or end, or indicate not reported) 

 Start year:  
 End year:  
 Not reported 

3. What was the total intended follow up duration or maximum possible follow up? 

 

4. What was the total number of patients screened? 

 

5. What was the total number at enrollment or cohort inception? 

 

6. What was the source of the population from which subjects were enrolled in the study? (Check all that apply) 

 Diabetes referral clinic 
 General medicine clinic 
 Ob/Gyn Clinic 
 Other (specify):  
 Not reported 

7. What study design was used? (Check all that apply) 

 

8. Was there a run-in period? (Choose only one response) 
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9. Select trial type (Check only one response) 

 
Parallel arms 

 Factorial design 
 Crossover design 
 Other (specify):  
 

Not applicable 

10. Please select the included patient population 

Diabetes status (choose only one 
response) 

Age (Choose all that apply) Pregnancy status (choose only one 
response) 

 

 
Type 1 diabetes 

 
Very young children 

 
Pregnant women exclusively 

 

 
Type 2 diabetes 

 
Adolescents 

 
Pregnant women included 

 

 
Both 

 
Adults 

 
Pregnant women excluded 

 

 
Other (specify):   

Elderly 
 Not reported 

 

Clear Response  
Age Range  

Clear Response  

11. Please specify the exclusion criteria. Any inclusion critera should be entered as exclusion criteria (e.g., if the study only included females, 
then the exclusion criteria would be males). 

 
HbA1c >  

 
HbA1c <  

 
Male 

 

 Female 
 

 Treated with insulin:  
 

Not currently receiving intensive insulin therapy 
(either insulin pump or multiple daily injections) 

 
Use of insulin pump therapy within:  

 
Use of continuous glucose monitoring within:  

 
Use of oral hypoglycemic within:  

 
Not using adequate contraception 

 

 
Other (specify):  

 
Other (specify):  

 
Other (specify):  

 
Other (specify):  

 
Other (specify):  

 
Other (specify):  

12. Was there industry support (funding or drug given) or government support for the study? (Check all that apply) 

 Yes, industry support 
 Yes, government support 
 Yes, other support 
 No 
 Not reported 

13. Does this study report on quality of life? 

 
Yes 

 
No 

Clear Response 

Comments: 

   

Comments: 
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Comments: 
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