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Background * In the phase 1b ALE1002 study (NCT05453903), high rates of Figure 1: Mechanism of action of bleximenib

CAM c I_Ot-z: A Phase 3 R and()mized, response were observed with bleximenib at 100 mg twice daily

* Newly diagnosed (ND) acute myeloid leukemia (AML) is a genetically (BID; the recommended phase 2 dose [RP2D]) in combination Bleximenib disrupts

- heterogeneous disease with a 5-year overall survival rate of with VEN + AZA in participants with ND KMT2Ar or NPM1m AML? menin-KMT2A interaction
DO u ble B I In d’ P I ace bo CO ntro "ed ,"'3(?0/‘? for all pat|enjcs1’2 and <107% for those aged 265 years and — The safety profile of bleximenib in combination with VEN + AZA
ineligible for intensive chemotherapy (IC)?

. M was consistent with the VEN + AZA backbone, with low rates
Stu dy Of B I eximeni b, Ve n etOC I aX, KMT2A rearrangements (KMTZ2Ar) or NPM1 mutations (NPM1m) in

of differentiation syndrome events and no QTc prolongation
patients with AML who are aged =65 years are associated with poor signal identified

and Azacitidine for the Treatment treatment outcomes?s

Older patients or those with comorbidities have limited tolerance

Of P a I'tiCip a ntS With N €W|y to IC and are typically treated with hypomethylating agents, such

as azacitidine (AZA) plus venetoclax (VEN)*

— No drug-drug interactions with VEN + AZA were observed

Objective

D ] ag n OSGd ACUte MyGIOId I_eu ke mia Bleximenib is a potent menin inhibitor with activity in KMT2Ar * To evaluate efficacy and safety of bleximenib with VEN + AZA in adults

and NPM1m AML (Figure 1).6 No menin inhibitors are currently with ND KMT2Ar or NPMim AML who are ineligible for IC

Harb()ring KMT2A Rearrangements approved for patients with ND KMT2Ar or NPM1m AML
or NPM1 Mutations Who Are
Ineligible for Intensive Chemotherapy

ineligible for IC

Methods Eligibility criteria
Study design

Elias Jabbour,' David Sallman,? Deborah Briseno-Toomey,? Christina Guttke,* Xiao-dun Huang,® Richard Dillon,® * cAMelot-2 (EU CT number 2024'520154'38; NCT06852222) is a phase 39 randomized, double—blind,

Lucille Ferrante,* Takayuki Ikesoe,” Angélique Langlois,® Christina Loefgren,® Boaz Nachmias,”© Ayelet Nelson,® placebo—controlled, global multicenter study A >18 Di is of | i leuk ia (APL
Kathryn Packman," Prathap Nagaraja Shastri,* Christian Recher,” Gail J Roboz,”™ Natasha Schuier," Meena Thayu,* ge =l1o years lagnosis ot acute promyelocytic leukemia ( )

Danielle Trancucci? Athena Zuppa.* Christoph Réllig.”® Andrew Wei'® 600 participants will be randomly assigned to bleximenib 100 mg BID or placebo, both in combination ND KMT2Ar or NPMim AML® Known active leukemic involvement of the CNS

with VEN + AZA. Treatment will be administered on a 28-day cycle and continued until progression or o . o
unacceptable toxicity (Figure 2) Ineligible for ICP Active infectious hepatitis
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Key inclusion criteria Key exclusion criteria

®Based on: [a] =275 years and ineligible per physician’s discretion, Eastern Cooperative Oncology Group performance status (ECOG PS) of 0-2, or [b]
>18 to <75 years with =1 of the following comorbidities: ECOG PS of 2; severe cardiac or pulmonary disorder; renal impairment; comorbidity that, in the

—p> Bleximenib PO + VEN PO + AZA |V/SC investigator’s opinion, makes the participant unsuitable for IC.
Key Takeaway SCREENING ——> RANDOMIZE

cAMelot-2 is a currently enrolling phase 3, randomized,
double-blind, placebo-controlled, global multicenter study
evaluating the efficacy and safety of bleximenib with venetoclax
and azacitidine in adults with ND AML harboring KMT2A Figure 3: Countries currently enrolling in cAMeLot-2 study
rearrangements or NPM1 mutations who are ineligible for IC

Study enroliment

B Placebo PO + VEN PO + AZA [V/SC * Enrollment is ongoing globally (Figure 3)

Endpoints

Registration Information

* Percentage of participants * CRis defined as bone marrow blasts <6%, absence of

This study Is registered Y\”.th EU.CIm'CaIt”aIS'eu (EU CT number: who achieve complete remission circulating blasts, absence of extramedullary disease,
2024-520154-3) and ClinicalTrials.gov (NCT06852222) (CR) absolute neutrophil count =1 x 10°/L, and platelet count

>100 x 10°/L

Overall survival Defined as the duration of time from the date of
randomization to death due to any cause

. Australia
Secondary endpoints Belgium Japan

Brazil Mexi
Duration of CR * Percentage of participants with allo-HSCT o Potand

Time to CR  Number of participants with adverse events China Portugal

. .« . . cye e Czechia South Korea
Rate of CR without measurable * Number of participants with abnormalities in Dan ;rk Sp:in

residual disease clinical laboratory parameters France Taiwan

QR codes are intended to provide scientific

-E Scan to access the electronic Scan to access cAMelLot-2 study information for individual reference, and the Percentage Of partiCipantS Serum Concentration Of bIeXimenib Germany Turkey .
version of this poster on ClinicalTrials.gov information should not be altered or Who achieved tranSfUSion Greece United Klngdom

reproduced in any way. ) Israel United States
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