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Assessed for  
Eligibility n = 236 
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Excluded n = 8 
Not meeting inclusion criteria n = 8 
Refused to participate n = 0 
Other reasons n = 0 

Allocated to high dose  
intervention n = 57 
   Received allocated  
   intervention n = 57 
 

   Did not receive allocated 
   intervention n = 0 
    

Lost to follow up n = 0 
 

Discontinued trial n = 1 
(allergy (1)) 

Analysed n = 57 
 

   Excluded from  
   analysis n = 0 
    

Randomised n = 228 

Allocated to medium dose  
intervention n = 56 
 

   Received allocated  
   intervention n = 55 
 

   Did not receive allocated 
   intervention n = 1 
   (wrong pack) 

Lost to follow up n =4  
(withdrew consent (2) 
discharged (1) transfer (1)) 
 

Discontinued trial n = 1 
(discharged (1)) 

Analysed n = 52 
 

   Excluded from  
   analysis n = 4 

   (withdrew consent (2) 
discharged (1) transfer (1)) 

Allocated to low dose  
intervention n = 58 
 

   Received allocated  
   intervention n = 56 
 

   Did not receive allocated 
   intervention n = 2  
   (ineligible, wrong pack ) 

Lost to follow up n = 3 
(discharged(1), not known (2)) 
 

Discontinued trial n = 6 
(ineligible (1), transfer (2),  
withdrew consent (2) 
Due to trial treatment  
suspension (1))

Analysed n = 54 
 

   Excluded from  
   analysis n = 4 
   (ineligible (1), discharged 
  (1), not known (2))

Allocated to matching 
placebo n = 57 
 

   Received allocated  
   intervention n = 57 
 

   Did not receive allocated 
   intervention n = 0 
    

Lost to follow up n = 0  
 

Discontinued trial n = 2 
(transfer (1), due to trial 
treatment suspension (1)) 

Analysed n = 57 
 

   Excluded from  
   analysis n = 0 
    

Patients who withdrew from the trial and for whom final outcome measurements (GCS, HIREOS and DRS) were obtained but earlier than scheduled, are 
classified as having discontinued the trial.  Patients who withdrew from the trial without completing their final outcome measurements are classified as lost to 
follow up. 
Individuals who were lost to follow up do not contribute to the analyses; those who discontinued the trial contribute to this intention to treat analysis if data 
were available. 


