Presented at SOHO 2022
Presentation number: AML-295

\G L=

AGILE: IVOSIDENIB + AZACITIDINE COMPARED TO PLACEBO + AZACITIDINE IN PATIENTS WITH NEWLY-DIAGNOSED
ACUTE MYELOID LEUKEMIA

Hartmut Dohner,! Pau Montesinos,? Susana Vives Polo,® Ewa Zarzycka,* Jianxiang Wang,5 Giambattista Bertani,® Michael Heuser,” Rodrigo T. Calado,® Andre C. Schuh,® Su-Peng Yeh,'® Adolfo de la Fuente,! Claudio Cerchione,'? Scott R. Daigle,'® Jianan Hui,'® Shuchi S. Pandya,'3 Diego A. Gianolio,'® Christian Recher,'* Stephane de Botton'>

'"Ulm University Hospital, Ulm, Germany. 2Hospital Universitari i Politécnic La Fe, Valéncia, Spain. 3Hospital Universitario Germans Trias i Pujol-ICO Badalona, Josep Carreras Research Institute, Universitat Autdnoma de Barcelona, Badalona, Spain. “Department of Hematology and Transplantology, Medical University of Gdansk, Gdansk, Poland. SInstitute of Hematology & Hospital of Blood Disease — Peking Union Medical College, Tianjin, China. SASST Grande Ospedale
Metropolitano Niguarda, Milan, Italy. ’Hannover Medical School, Hannover, Germany. 8Ribeirdo Preto School of Medicine, University of Sdo Paulo, Sdo Paulo, Brazil. °Princess Margaret Cancer Centre, Toronto, Canada. '°China Medical University, Taichung, Taiwan.""MD Anderson Cancer Center Madrid, Madrid, Spain. '2Hematology Unit, Istituto Scientifico Romagnolo per lo Studio e la Cura dei Tumori (IRST) IRCCS, Meldola, Italy. '3Servier Pharmaceuticals, Boston, MA.
4Institut Universitaire du Cancer de Toulouse Oncopole, CHU de Toulouse, France. ®Institut Gustave Roussy, Villejuif, France.

INTRODUCTION RESULTS

. 6-10° : | ions in isoci . o Figure 3: Recovery of blood counts quatity
landscape; 6-10% of patients have somatic mutations in isocitrate * Baseline characteristics were well balanced between treatment arms (Table 1) 9 ry « Aninitial decline in HRQoL in both arms for approximately 4 months was observed, consistent with median time to CR (Figure 5).

+ EFS and OS significantly improved with IVO+AZA compared with PBO+AZA (Figure 2) Global health status scores were significantly improved for IVO+AZA versus PBO+AZA, and differences between treatment arms
were clinically meaningful, at some timepoints

dehydrogenase 1 (IDH1),'* which can drive oncogenesis®-’
» lvosidenib (IVO) is a potent oral targeted inhibitor of mutant IDH1 (mIDH1)

* AGILE (NCT03173248) is a global, double-blind, randomized, placebo (PBO)- . : et : F Neutrophil Count Platelet Count « Functioning change scores were superior with IVO+AZA versus PBO+AZA at multiple timepoints in all functioning sub-scales
controlled Phase 3 study in patients with newly diagnosed IDH7-mutated Table 1: Baseline characteristics and disease characteristics (physical, role, emotional, cognitive and social)
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« Genomic DNA from bone marrow (BM) mononuclear cells (BMMCs) or Figure 2: Event-free and overall survival
peripheral blood (PB) mononuclear cells (PBMCs), and/or BM aspirate
(BMA) were used for molecular studies Event-free survival* Overall survival
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