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analysis plan 
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 5b Financial and other conflicts of interest of the manuscript authors 8 + subm 

 Introduction  
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 Objectives 7 Specific objectives related to benefits and harms 4 
 Methods  
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involvement 
8 Details of patient or public involvement in the design, conduct and reporting of the trial 7 
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5-6 

 Outcomes 14 
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 Sample size 16a How sample size was determined, including all assumptions supporting the sample size calculation 7 

 16b Explanation of any interim analyses and stopping guidelines - 

 Randomisation:      
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Rep prev 

 24b Concomitant care received during the trial for each group Rep prev 

 Baseline data 25 A table showing baseline demographic and clinical characteristics for each group Table 1 
 Numbers analysed, 

outcomes and estimation 
26 For each primary and secondary outcome, by group: 
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