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1280 consented and randomly assigned 

642 assigned to fluoxetine group 

 636 received fluoxetine 
     6 did not receive fluoxetine  

     4 family’s or patient’s decision to not start 

 1 dispensed placebo 

  1 medication was lost after discharge 

 

638 assigned to placebo group 

 637 received placebo 
     2 did not receive placebo  

1 family’s decision to not start                    

1 physician’s recommendation not to start   

1 assigned to fluoxetine but was 

dispensed and received placebo 

621 submitted 180-day form 

 100  discontinued placebo 
   24  taking open label fluoxetine or other SSRI 
 632  had mRS data available and were 

  analysed for the primary outcome 
 633  had vital status (alive or dead) known    

30 did not submit 180-day form 

 12   died 
 17  withdrew consent 
   1 too late (>14 days)    

17 did not submit 180-day form 

 11 died 
   5 withdrew consent 
   1   too late (>14 days)    
 

606 submitted 365-day form 

   32  taking open label fluoxetine or other SSRI 
 620  had mRS data available and were 

       analysed for this secondary outcome 
 621  had vital status (alive or dead) known   

 

612 submitted 180-day form 

 108  discontinued fluoxetine 
   18  taking open label fluoxetine or other SSRI 
 624  had mRS data available and were 

       analysed for the primary outcome 
 625  had vital status (alive or dead) known   

615 submitted 365-day form 

   32  taking open label fluoxetine or other SSRI 
 630  had mRS data available and were 

       analysed for this secondary outcome 
 630  had vital status (alive or dead) known   

 

Figure 1: AFFINITY trial profile                                              mRS=modified Rankin Scale  

*No. of patients who did not submit form (due to death or withdrawal of consent) between days 180 and 365.  

36 did not submit 365-day form 

 15   died (3*) 
 20  withdrew consent (3*) 
 1 too late (>14 days)    

23 did not submit 365-day form 

 15   died (4*) 
 6  withdrew consent (1*) 
 2 too late (>14 days)    


