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A RANDOMIZED PHASE III STUDY OF 
VENETOCLAX-BASED TIME-LIMITED COMBINATION 

TREATMENTS 
(RVE, GVE, GIVE) VS STANDARD CHEMOIMMUNOTHERAPY (CIT: 

FCR/BR) 
IN FRONTLINE CHRONIC LYMPHOCYTIC LEUKEMIA OF FIT 

PATIENTS: 
FIRST CO-PRIMARY ENDPOINT ANALYSIS OF THE 
INTERNATIONAL INTERGROUP GAIA (CLL13) TRIAL
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Coprimary endpoint: uMRD (< 10-4)  at Mo15 in PB by 4-colour-flow
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GVe vs CIT : 86.5% versus 52.0%: p < 0.0001

RVe vs CIT: 57.0% versus 52.0%: p = 0.317

GIVe vs CIT: 92.2% versus 52.0%: p < 0.0001

n = 229  n = 229  n = 237  

ITT analysis: 63 pts (34 CIT, 15 RVe, 10 GVe, 4 GIVe) with missing samples (6.8%) were counted as MRD positive

n = 231  

uMRD% 97.5% CI

GIVe 92.2 87.3 – 95.7

GVe 86.5 80.6 – 91.1

RVe 57.0 49.5 – 64.2

SCIT 52.0 44.4 – 59.5
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