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From the project plan 11/10/2024 

9. Statistics 

           All data will be collected in identical Excel files and analysed in one center at end  
           study.  

The main analysis will be carried out on the intention-to-treat population defined as all 

randomized patients. We will also conduct a secondary analysis on the per-protocol 

population excluding patients not receiving the allocated treatment for more than 2 

months. 

Between-treatment differences in the primary outcome across time points will be 

evaluated by fitting random intercept linear mixed-effects models. Mixed effects 

model can account for intra-correlated repeated measures on the same subjects and 

accommodate missing data due to dropouts. The models will include the z-score of 

BMI as response variable, treatment, time and time x treatment interaction as 

independent variables. The model coefficients for the time x treatment interaction will 

be considered an estimate of the treatment effect on changes in the study outcome. 

Time will be included in the model as categorical variable with the following 

categories: baseline (pre-treatment), +6 months and +12 months from treatment 

allocation. 

Seondary and explanatory outcomes will be compared across treatment groups using 

the paired t-test for normally distributed variables, otherwise the non-parametric 

Wilcoxon signed-rank test for dependent samples will be used. 

A stratified analysis by sex will be performed. 

 

 


