
Relapse rate  

 

Group 
Total no. 

of 
patients 

No. of 
evaluable 
patients* 

Completeness of 
follow up (C)1 

No. of 
relapsed 
patients 

% of evaluable 
patients who 
completed 37 

months without 
relapse 

90 % 
Confidence 

Interval 

MMR 53 53 79% 31 28 18 - 38 

MR4 121 119 86% 36 66 59 - 74 

 
*Subtracting losses to follow-up & complete withdrawals (prior to experiencing any event) from the trial. 
 

 
The table below shows the primary outcome results for the sensitivity analysis performed on the 
per-protocol set. Two patients (both MMR) are excluded from this analysis due to major deviations. 

 
Results of Sensitivity analyses for relapse rate  

 

Sensitivity 
Analysis – 
allowance for Group 

Total no. 
of 

patients 

No. of 
evaluable 
patients 

No. of 
relapsed 
patients 

% of evaluable 
patients who 
completed 37 

months without 
relapse 

90 % 
Confidence 

Interval 

Per-protocol 
analysis 

MMR 51 51 29 29 19 - 40 

MR4 121 119 36 66 59 - 74 

 

 

 

 

 

                                                 
1 The completeness index C is the ratio of the total observed persontime of follow-up as a percentage of the potential time 
of follow-up in a study.  

Clark TG, Altman DG, De Stavola BL (2002) “Quantification of the completeness of follow-up” Lancet 359: 1309-1310.  


