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Backgrou nd

Ibrutinib plus venetoclax (I1+V) is the only all-oral once-daily fixed-duration therapy
(FDT) regimen approved by the European Medicines Agency (EMA; August
2022) for the treatment of previously untreated patients with chronic lymphocytic
leukemia/small lymphocytic lymphoma (CLL/SLL)."

Preference for FDT is increasing for most patients. |+V FDT enables high efficacy
while improving tolerability through reduced treatment exposure.?

The phase 2 CAPTIVATE (fit patients),>* phase 3 GLOW (unfit),> and CLL17
(intermediate fitness)? trials demonstrated high undetectable minimal residual
disease (UMRD) rates, durable PFS, and prolonged treatment-free remissions
with first-line |+V FDT across fithess levels. CAPTIVATE achieved 77% of best
MRD," GLOW showed superior overall survival (OS) vs chemoimmunotherapy,®
and CLL17 study confirmed efficacy and safety in a population more representative
of real-world clinical practice.

While randomized clinical trials have established the clinical value of [+V,
real-world evidence (RWE) has remained limited. The LI+VE study, together

IS contributing to a growing and increasingly robust RWE base supporting the
effectiveness and tolerability of I+V FDT in routine clinical practice.

Objective

To evaluate the effectiveness, safety and clinical management of first-line (1L) I1+V
FD treatment for patients with CLL/SLL, based on updated prospective data from

the 1-year interim analysis of the LI+VE study, in routine clinical practice in Spain.

Methods

LI+VE is a multicenter, ambispective, observational study conducted in 40 centers
iIn Spain, evaluating 1L [+V FDT in patients with CLL/SLL. The study includes
retrospective baseline data collection and prospective follow-up of participants
for up to 2 years, with CRO-supported data management (Figure 1).

The primary objective of the study is to describe PFS. Key secondary objectives
include characterization of patient profiles, assessment of treatment response,
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with complementary initiatives such as THRIVE®, REALITY” and IVANDA?S, OS, duration of treatment, time to next treatment, and safety.
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