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Bleximenib or PI iIn Combination

e e b O acebO CO b at O  Newly diagnosed (ND) acute myeloid leukemia (AML) is a genetically heterogeneous disease with * To evaluate the efficacy and safety of bleximenib versus placebo in combination with SoC remission

With Standard IndUCtiOn and a b-year overall survival rate of ~30%"* induction and consolidation IC followed by maintenance therapy in adults with ND KMT2Ar or NPM1m
In AML, KMT2A rearrangements (KMT2Ar) are associated with poor treatment outcomes, AML who are eligible for IC

COnSOIidatiOn Thera py FO"OWGd while NPM1 mutations (NPM1m) are generally associated with favorable risk>* Figure 1: Mechanism of action of bleximenib

Treatment with cytarabine + anthracycline (daunorubicin or idarubicin) (“/+3’) with cytarabine

by M d i nte NAance fO I th C Treatm C nt consolidation remains the standard of care (SoC) for patients eligible for intensive chemotherapy (IC)° Bleximenib disrupts

Bleximenib is a potent menin inhibitor with activity in KMT2Ar and NPM1m AML (Figure 1).°> No menin-KhAGN interaction

Of PatientS With N ery Diag nOSGd menin inhibitors are currently approved for patients with ND KMT2Ar or NPM1m AML who are
eligible for IC DNA |
KMTZ2A _Rearranged or NPM1-Mutant In the phase 1b ALE1002 study (NCT05453903), high rates of response were observed with o Methylation

KMT2Ar
bleximenib in combination with “7+3’ in participants with ND KMT2Ar or NPMim AML eligible for I1C°® ‘ xX—>

ACUte M.yel()ld I—eu kemla E Ilg ! ble — The safety profile of bleximenib in combination with “7+3’ was consistent with the “7+3’
fOr Intensive ChemOthel‘a py: backbone, with no differentiation syndrome or QTc prolongation signal identified el

A Double-Blind Phase 3 Study
(HOVON 181 AML / AMLSG 37-25) Vethods Eligibility criteria

Study design
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— No drug-drug interactions with “7+3’ were observed
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Known active leukemic involvement
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Arm 3 ., Placebo + Figure 3: Countries participating in the trial
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HOVON 181 AML / AMLSG 37-25 is a phase 3 prospective, global,

multicenter, double-blind, placebo-controlled, randomized study “Second induction cycle: IDAC + anthracycline.

evaluating the efﬁcacy and Safety Of bleximenib versus placebo All participants eligible for maintenance, regardless of allo-HSCT status.
in combination with SoC remission induction and consolidation

|C followed by maintenance therapy in adults with ND AML Endpoints

harboring KMT2A rearrangements or NPM1 mutations
Primary endpoint

ReQIStratlon Informatlon Event-free survival e Defined as time from randomization to failure to achieve

This study is registered with EUclinicaltrials.eu complete remission (CR) after remission induction,
(EU CT number: 2025-522767-15) and with ClinicalTrials.gov hematologic relapse after achieving CR, or death
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Additional secondary endpoints Duration of CR
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