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Secondary objectives (for all treatment groups): 

-       Evaluation of the efficacy in terms of minimal residual disease (MRD) at 12 months 

after stopping treatment (month 27), 

-       Evaluation of efficacy in terms of PFS (IWCLL criteria), 

-       Time to next CLL treatment, 

-       MRD after cycle 12 in peripheral blood (PB), at day 15 of cycle 15 in PB and bone 

marrow (BM) and at later time points in PB, 

-       Overall Survival (OS), 

-       Complete response (CR)/ Partial Response (PR)/ Stable disease (SD) after cycle 3, 9, 

12, 15, and at month 27 and month 51 (3 years after stopping treatment), 

-       Duration of response, 

-       To evaluate safety with regards to type, frequency, and severity of adverse events 

(AEs) and adverse events of special interest (AESI) and their relationship to study 

treatment, 

-       To evaluate patient related outcomes, measured in terms of health-related quality of 

life (QoL) by EORTC QLQ-C30 and QLQ-CLL16 questionnaires. 

Secondary objectives (Arm B, observation after 15 cycles): 

-       Time to and number of patients reinitiating treatment, 

-       Time to treatment failure after reinitiated treatment. 

Explorative objectives: 

-       Evaluation of relationship between various baseline markers and clinical outcome 

parameters, 

-       Various markers at time of progression, 

-       Correlation between MRD in BM and PB, 

-       Correlation between MRD in BM and PFS//OS, 
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-       Correlation between MRD in PB and PFS/OS.  
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