
Additional file 3. 

Definitions of secondary outcomes 

Secondary outcomes definition 

Changes in QoL up to 24 

months after randomisation 

 

QoL baseline will be measured at randomisation (visit 1). Additionally it will 

be assessed for group A (early closure) at visit 4; at visit 6 or 8 (dependent on 

cycles number of each regimen: 4, 5 or 8 cycles); at control visit after visit 7, 8 

or 11 (dependent on cycles number of each regimen: 4, 5 or 8 cycles) and at 

visit 12 and 13. For group B (late closure) QoL will be additionally assessed at 

visit 2; at visit 4 or 6 (dependent on cycles number of each regimen: 4, 5 or 8 

cycles); at control visit after visit 5, 6 or 9 (dependent on cycles number of each 

regimen: 4, 5 or 8 cycles), and at visits 12 and 13. To determine QoL the 

EORTC QLQ-C30 and the CR 29 self-administered questionnaires, both 

validated in German, will be used. The specific items of interest are overall 

quality of life and those items related to stoma issues. 

Stoma-related complications 

 

Rate of stoma-related complications is defined as the percentage of patients 

developing stoma-related complications in relation to all patients with stoma. 

Individual CoC rate Individual CoC rate is the proportion of completed chemotherapy cycles 

calculated for each patient in relation to the planned number of cycles, 

determined 7 months after randomisation. 

Percentage of patients 

stopping adjuvant therapy or 

undergoing dose modification 

or delay 

Dose modification or delay measured 7 months after randomisation and defined 

as the proportion of randomised patients receiving a dose modification or delay 

in relation to the total number of randomised patients. 

Toxicity of adjuvant 

chemotherapy per cycle 

Toxicity of adjuvant chemotherapy will be assessed, per cycle, according to 

NCI-CTCAE v.4.03 criteria [1]. 

Disease free survival Disease-free survival, determined from the date of randomisation to the date of 

diagnosis of recurrence or death during the 24 months follow-up period. 

Local and distant recurrence-

free survival 

Local recurrence-free survival and distant recurrence-free survival, determined 

from the date of randomisation to the date of the respective recurrence event or 

death during the 24 months follow-up period. 



Rate of symptomatic 

anastomotic leaks after stoma 

closure 

Rate of symptomatic rectal anastomotic leaks (according to consensus 

definition)[2] is defined as the proportion of anastomotic leakages clinically 

symptomatic in relation to the total number of stoma closures within 30 days 

after the procedure. 

Mortality Mortality is determined from the date of randomisation to the date of death 

during 24 months follow-up period.  

Postoperative complications 

(Clavien-Dindo Classification 

Grade 3 and 4 [3]) 

Number of re-operations is defined as the number of additional operations 

performed because of complications related to the stoma itself or the stoma 

closure procedure. 

Estimation of economic 

impact by analysis of 

cumulative days of 

hospitalisation and number of 

readmissions 

Cumulative days of hospitalisation are defined as the additional days in hospital 

over a period of 28 weeks after randomisation. Cumulative readmissions are 

defined as the number of readmissions due to complications related to the stoma 

closure operation or stoma-related complications over a period of 28 weeks 

after randomisation. 
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