
Informed consent (n=218) 

Allocated to FDI (n=100) 
Received intervention (n=99) 
Did not receive intervention (n=1, due to  
withdrawal by participant) 

Randomised (n=201) 

Allocated to FA (n=101) 
Received intervention (n=101) 
 

FOLLOW-UP 

Completed trial (n=93) 

Discontinued (n=7) 
Serious adverse event (n=2) 
Lost to follow-up (n=2) 
Withdrawal by subject (n=3) 

Completed trial (n=89) 

Discontinued (n=12) 
Serious adverse event (n=4) 
Lost to follow-up (n=3) 
Withdrawal by subject (n=4) 
Delivery before eighteen-week visit (n=1) 

ANALYSIS 

ALLOCATION / INTENTION-TO-TREAT 

Intention-to-treat analysis set (n=100) 
All randomised participants 

Safety analysis set (n=99) 
Exclusion due to no treatment (n=1) 

Intention-to-treat analysis set (n=101) 
All randomised participants 

Safety analysis set (n=101) 

 

Failed eligibility criteria (n=17) 
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