Abstract

OPTIMIZE-1 primary analysis: Safety, efficacy and biomarker results of a phase 1b/2 study combining CD40 agonist 4133
mitazalimab with mFOLFIRINOX in previously untreated metastatic pancreatic ductal adenocarcinoma (mPDAC)
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Mitazalimab, a CD40 agonist with best-in-class profile Primary endpoint was met: Confirmed ORR 40.4%

*Mitazalimab is a FcyR crosslinking dependent CD40 agonistic antibody (IgG1) with a (U nco nfi rmEd ORR 50.9%) + At cutoff, 70 patients were treated with mFOLFIRINOX and 450 pg/kg Patients with Grade >3 AEs
tumor-directed immune activation (N=5) or 500 pig/kg (N=63) mitazalimab and evaluated for safety Any Grade >3 AEs 55 (78.6)

+ Mitazalimab binds with high affinity to a unique binding epitope on the CD40 receptor Mitazalimab + mFOLFIRINOX demonstrated + Mitazalimab + mFOLFIRINOX has a manageable safety profile e = patients

* The overall safety profile is consistent with mFOLFIRINOX chemotherapy hleutropenia
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* Mitazalimab has the potential for superior clinical activity: mitazalimab is the only e Eleven pati 0 - tazall Thrombocytopenia 5 (11.4)
. . . . y patients (15.7%) experienced mitazalimab related grade >3 AEs Fatigue 7 (10.0)

FcyR-dependent CD40 agonist with tumor-directed activity that can be dosed at 0.9 mg/kg months) and overall survival (mos 14.3 months) . Four (5.7%) patients discontinued study treatment due to TEAES, one Diarthoea 6 (8.6)
. . with fatigue, chest pain, and headache, one with general deterioration Nzﬂgzgathy peripheral °(8:5)

These enCOU ragl ng resu |tS SU ppO rt COntI n UEd in physical health, one with pneumonia, and one with an IRR (pruritus) Esthema jg;i

Mitazalimab in pancreatic cancer

development in a confirmatory trial

Overall Survival
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<5 5 (100.0) 52 (81.3) 46 (82.1%) Other 2 (40.0) 20(28.6%) 16 (28.1%) QO 3p |
>5 0(0.0) 12(18.8) 10 (17.9%) g— |
a 20 I
° ° I I—
Primary Endpoint 10 ;
0 : Median follow-up (95% Cl): 12.7 (11.1-15.7)
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OPTIMIZE-1 (NCT04888312) is a phase 1b/2, open-label, multicenter study designed Overall response Efficacy Evaluable (n=57) ; . - : s - pp ay A
to evaluate safety, tolerability, and efficacy of mitazalimab in combination with ORR, n, % (90% CI) 29, 50.9% (39.3-62.4) Overall Survival (months)
MFOLFIRINOX in adults diagnosed with previously untreated metastatic PDAC. ORR (confirmed), n, % (90% ClI) 23, 40.4% (29.4-52.1) Atrisk 57 (0) 54 (0) 51 (0) 33(7) 19 (17) 10 (22) 3(27) 2 (28) 0 (29)
Key eligibility criteria include: Histologically confirmed diagnosis of metastatic PDAC, ECOG 0-1, No prior chemotherapy for PDAC (censored)
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Secondary objectives include: Survival outcomes, best overall response, = . == 7= Median OS, mo 9.2 (6.4- NE) 14.4 (11.8- NE) 15 (6.1- NE) 14.3 (10 - 21.6)
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