Trial Design

Randomized, international, double-blinded, multicenter, phase Il trial

MNon-responders — Follow-up (once per year)
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Ibrutinib daily for 24 months

Follow-up (10 years)
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Placebo daily for 24 months

Follow-up (10 years)
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Flowchart with Timelines

Registration & Randomization

|

Pre-phase Ibrutinib/ Placebo (2 weeks)

|

Induction phase: 1 cycle (4 weeks)
Rituximab: weekly for 4 weeks
Ibrutinib/ Placebo: daily

Maintenance Phase: 24 cycles (1 cycle = 28 days)
Rituximab: 12 x in 8-weekly intervals 5 In case of PD or
Ibrutinib/ Placebo: daily unacceptable toxicity
v
Follow-up
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