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Statistical considerations 

Sample size calculation: 90-day mortality rate in CDI patients aged ≥ 70 years is 32% according to 

our cohort study (unpublished data) and another European study (1). Hence the 90-day mortality 

rate for the control group was set to 32%. The assumed effect of the intervention was calculated on 

the basis of the 12% 90-day mortality rate among CDI patients receiving FMT (2) and the 20% 

mortality rate in geriatric patients receiving CGA (3). However, in Hocquart' s study (2) a sixth of 

the patients are below the age of 70 years and therefore, the 12% mortality rate might be 

underestimated. Furthermore, Hansen et al. (3) only performed CGA on moderate to severely frail 

patients. As we will include patients also with mild frailty, the 90-day mortality rate of 20% might 

be overestimated. Assuming an additive effect of CGA on FMT interventions, a mortality rate 

between 12 and 20% is realistic and estimated to be 15%, and therefore, a mortality difference of 

32-15 = 17%. With a power of 80% and an alpha of 5%, 108 patients are needed in each group 

which is the final number of patients, not taking into account drop-outs.  

 Analyses of clinical treatment effect at 90 days of follow-up are divided into three parts: 1) 

intention-to-treat (ITT) analysis according to random allocation; 2) an as-treated analysis, taking 

cross-overs into account; 3) a per-protocol analysis including in the analysis only those patients who 

strictly adhered to the protocol. Differences will be examined with suitable statistics in relation to 

the distribution of data and data type. A statistical analysis plan will be performed before analysis of 

data. The statistical significance limit is 0.05. Subgroup analyses on primary and secondary efficacy 

measures are assessed for significance of sex, age, comorbidity, CDI number and number of FMT. 

  In interim analysis after inclusion of 60 patients, it is assessed whether the trial should be 

discontinued. Haybittle-Peto limits are used with a statistical significance level of 0.001. The 

analysis will be performed by an external reviewer. 
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