
Appendix  

Figure A1: CONSORT 2010 flow diagram 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

*One patient initially randomized had to be retrospectively excluded because of not fulfilling the inclusion criteria. 

† For the sensitivity analysis, CRQ Mastery, CRQ QoL and IPOS sum score are based on the intention-to-treat 

population with a worst case imputation, i.e. missing values are imputed by the worst possible score value. 
Supplementary analyses are based on the intention-to-treat population, employing a wider range of covariables and 
potential confounders. For ZBI, sensitivity/supplementary analyses are performed using complete cases. 

Allocated to intervention group (n=92) 

 Received allocated intervention without 

deviations (n=68) 
 Time-based protocol deviations (tPD) ∆T1–T0 

≥ 71 days (n=4) 

 Therapy-based protocol deviations (thPD): 

number of physiotherapies before T1 <3 

(n=3) 

 Self-withdrawal (n=10) 
 Loss to follow-up (n=0) 
 Death (n=3) 
 Withdrawal for medical reason (n=4)  

 

Assessed for eligibility (n= 439) 

Excluded (n=256) 

   Not meeting inclusion criteria (n= 186) 

   Did not agree to participate (n= 70) 

   Other reasons (n=0) 

Allocated to control group (n=91) 

 Received allocated intervention without 

deviations (n=85) 
 Time-based protocol deviations (tPD) ∆T1–T0 

≥ 71 days (n=1) 

 Therapy-based protocol deviations (thPD): 

number of physiotherapies before T1 <3 

(n=0) 
 Self-withdrawal (n=3) 
 Loss to follow-up (n=1) 
 Death (n=1) 
 Withdrawal for medical reason (n=0)  

 

Patients  
ITT (multiple imputation) (n=92) 

Sensitivity/Supplementary analysis (n=92) † 

Per-protocol (n=68) ‡ 

 

Patients  
ITT (multiple imputation) (n=91) 

Sensitivity/Supplementary analysis (n=91) † 

Per-protocol (n=85) ‡ 

 

 

 
Carers: 
ITT (multiple imputation) (n=44) 

Sensitivity/Supplementary analysis (n=36) † 

Per-protocol (n=36) ‡ 

 

Randomized (n=183) * 

Enrolment 

Carers: 
ITT (multiple imputation) (n=51) 

Sensitivity/Supplementary analysis (n=41) † 

Per-protocol (n=46) ‡ 

 

 

 

  Allocation 

T1 assessment 



‡For the per-protocol analysis, patients (and carers of patients) with time-based protocol deviations ((tPD) T1–T0   

71 days), therapy-based protocol deviations (number of physiotherapies at time of the interview T1 < 3) and T1 drop-
outs were excluded. 
 

Table A2: Drop-out  

 Study arm 

Intervention 

group (IG);  

control group 

(CG) 

Time  

Between T0 and T1=vT1 

Between T1 and T2=vT2 

Between T2 and FU=vFU 

vInt=preceding intervention 

wInt=during intervention 

nInt=after intervention  

Reason 

1 IG vT1wInt Patient’s health deteriorated due to underlying 
condition → consent withdrawn by patient ‘too 
burdened’ 

2 CG vT2vInt Patient’s health deteriorated due to underlying 
condition → exclusion for medical considerations 

3 IG vT1vInt Patient’s health deteriorated due to underlying 
condition → consent withdrawn by patient ‘too 
burdened’ 

4 CG vT1 Patient’s health deteriorated due to underlying 
condition → consent withdrawn by patient ‘too 
burdened’ 

5 CG vT2nInt  Death 

6 CG vT1 Patient’s health deteriorated due to underlying 
condition → consent withdrawn by patient ‘too 
burdened’ 

7 IG vT1wInt  Death 

8 CG vT2wInt  Patient’s health deteriorated due to underlying 
condition → consent withdrawn by patient ‘too 
burdened’ 

9 IG vT1wInt  Patient’s health deteriorated due to underlying 
condition → exclusion for medical considerations 

10 CG vFU Patient withdraws consent ‘lost interest because 
intervention did not help’ 

11 IG vT1wInt  Death 

12 IG vT1vInt Patient’s health deteriorated due to underlying 
condition → consent withdrawn by patient ‘too 
burdened’ 

13 IG vT2 Patient’s health deteriorated due to underlying 
condition → consent withdrawn by patient ‘too 
burdened’ 

14 CG vT2wInt  Death 

15 CG vT1 Patient withdraws consent ‘lost interest’ 



16 IG vT2 Death 

17 CG vT2vInt Patient’s health deteriorated due to underlying 
condition → consent withdrawn by patient ‘too 
burdened’ 

18 CG vT2vInt Patient withdraws consent ‘lost interest’ 

19 IG vT1vInt Patient’s health deteriorated due to underlying 
condition → consent withdrawn by patient ‘too 
burdened’ 

20 IG vT1vInt Patient’s health deteriorated due to underlying 
condition → exclusion for medical considerations 

21 IG vT1nInt Patient’s health deteriorated due to underlying 
condition → consent withdrawn by patient ‘too 
burdened’ 

22 IG vT1nInt  Patient withdraws consent ‘lost interest’ 

23 CG vT1 Death 

24 CG vFU Death 

25 IG vT1wInt Patient’s health deteriorated due to underlying 
condition → exclusion for medical considerations 

26 IG vT1nInt 

 

Patient’s health deteriorated due to underlying 
condition → consent withdrawn by patient ‘too 
burdened’ 

27 CG vFU Death 

28 CG vFU Death   

29 IG vT1vInt Patient’s health deteriorated due to underlying 
condition → exclusion for medical considerations 

30 CG vFU Patient’s health deteriorated due to underlying 
condition → consent withdrawn by patient ‘too 
burdened’ 

31 IG vT1wInt Patient withdraws consent ‘lost interest’ 

32 CG vT2wInt Patient withdraws consent ‘lost interest because of 
co-payments for physio’ 

33 IG vT1wInt Death 

34 IG vT1wInt Patient withdraws consent ‘lost interest because of 

holiday plans’ 

35 IG vT1wInt Patient withdraws consent ‘lost interest because 
intervention did not help’ 

36 CG vFU Patient withdraws consent ‘lost interest’ 

37 CG vT2nInt Patient withdraws consent ‘lost interest because of 
concerns regarding data protection’ 

38 CG vT1 Could no longer be contacted  → exclusion due to 
loss to follow-up  



39 CG vT2vInt Patient withdraws consent ‘lost interest’ 

40 IG vFU Patient’s health deteriorated due to underlying 
condition → exclusion for medical considerations 

 

 

Table A3 Results of the per-protocol analysis* 

*n=153/68/85 (ZBI n=82/36/46). For the per-protocol analysis, patients (and carers of patients) with time-based protocol 

deviations ((tPD) T1–T0   71 days), therapy-based protocol deviations (number of physiotherapies at time of the 
interview T1 < 3) and T1 drop-outs were excluded. 
† Multiple linear regression models on change scores adjusted for the CRQ Mastery Score at T0, cancer status and the 
presence of a carer  
‡ Higher value of CRQ indicates better outcome of the patients 

 

Table A4 Results of the sensitivity analysis* 

 

 

 

 

 

 

 

*n=183/92/91 (ZBI n=75/36/41). For sensitivity analysis, CRQ Mastery, CRQ QoL and IPOS sum score are based on the 
intention-to-treat population with a worst case imputation, i.e. missing values are imputed by the worst possible score 
value. For ZBI, sensitivity analysis is performed using complete cases 
†Multiple linear regression models on change scores adjusted for the CRQ Mastery Score at T0, cancer status and the 
presence of a carer  
‡Higher value of CRQ indicates better outcome of the patients 
 

 Adjusted 

regression 

coefficient† 

Standard 

error 

95% CI 

CRQ Mastery‡ –0.16 0.21 [–0.58; 0.26] 

CRQ QoL‡ –0.22 0.17 [–0.55; 0.11]  

IPOS 1.84 1.62 [–1.34 5.02] 

ZBI –2.13 1.39 [–4.86; 0.60] 

 

 Adjusted 

regression 

coefficient †  

Standard 

error 

95% CI 

CRQ Mastery‡ 0.42 0.15 [0.13; 0.72] 

CRQ QoL‡ 0.21 0.10 [0.01; 0.41]  

IPOS –1.98 1.05 [–4.04; 0.08] 

ZBI –2.67 2.13 [–6.03; 0.70] 

 



Table A5 Results of the supplementary analysis* 

*n=183/92/91(ZBI n=75/36/41). Supplementary analyses were based on the intention-to-treat population 
† Multiple linear regression models on change scores adjusted for the CRQ Mastery Score at T0, cancer status and the 
presence of a carer with consideration of a wider range of covariables and potential confounders. 
‡ Higher value of CRQ indicates better outcome of the patients 

 Adjusted 

regression 

coefficient §  

Standard 

error 

95% CI 

CRQ Mastery‡ 0.34 0.15 [0.03; 0.64] 

CRQ QoL‡ 0.23 0.11 [0.02; 0.45]  

IPOS -1.58 1.13 [–3.78; 0.63] 

ZBI –2.89 2.42 [–7.62; 1.85] 

 


