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Records after duplicates removed
(n = 1483)

Records excluded
(n = 1026)

-Basic Science/ 
Diagnostic/Screening (144)
-Not Randomized (109)
-Single Arm (116)
-No US Site (578)
-Phase 0/1 (79)

Records screened
(n = 1483)

Full-text registration records 
excluded
(n = 236)

-Wrong Indication (68)
-Wrong Purpose (not 
treatment or prevention of 
diabetes) (98) 
-Wrong Outcome (Non-clinical 
primary outcome/not 
appropriate surrogate) (66)
-Duplicate trial with ischemic 
heart disease (trial allocation 
based on disease evaluated in 
the primary outcome) (4)

Full-text registration 
records assessed for 

eligibility
(n = 457)
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Studies eligible for 
inclusion 
(n = 221)

Randoma 33% sample of 
eligible trials (n = 74)
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Studies included in 
quantitative & qualitative 

analysis 
(n = 57)

Not FDA Approved
(n = 17)


