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Introduction

There is a current unmet need for new treatment modalities that are safe and Randomization End of study
effective in improving outcomes in severe community-acquired bacterial

EF) Study Design

e CALOZ2 is a novel, first-in-class, liposomal agent, engineered to neutralize virulence factors,

oneumonia (SCABP) Screening Treatment initially being evaluated for the treatment of SCABP in combination with standard of care?!
e Worldwide, Community-acquired pneumonia is a major cause of death due to infection Follow-up Study Rationale
e For patients with SCABP, mortality rates approach 50% in the ICU, and high rates of treatment Daily during critical care/hospital stay, e Extensive nonclinical studies have shown that CALO2 sequesters virulence factors and protects
failure persist, even with advanced antibiotic therapies?:3.4.56 hospital discharge/early termination, and Days 7, 14, 21, and 28 cells from a broad range of clinically relevant bacterial pathogens in vitro and in animal models
e Unknown bacterial speciation and antibiotic resistance can complicate clinical management? A s S B S S B S R of lethal infections?
Study Day -5 -1 T 2 3 5 7 14 21 28 e A first-in-human multicenter, double-blind, placebo-controlled study in patients with SCABP

showed that CALOZ2 is safe, well-tolerated and efficacious as an adjunct treatment to current

ﬁﬁ Dose 1: within 12 hours of SCABP diagnosis standard of care treatments for SCABP?

Dose 2: 24 to 26 hours after Dose 1

CALO2 is a first-in-class liposomal, non-antibiotic, virulence

factor neutralizing agent? Dose e Based on the extensive and promising preclinical and first-in-human studies, the FDA has
Virilence effactors damses vital oreans G N R o EGL-6535-C-2202 (NCT05776004) is an adaptive, Phase 2 randomized (1:1), double-blind, placebo-controlled study to evaluate the efficacy and safety of IV-administered designated CALOZ for fast track and as a Qualified Infectious Disease Product (QIDP)
' : s . i CALO2 in addition to standard of care (SOC) in subjects with SCBAP (N=276) e QIDP and fast-track designations underscore the significant unmet medical need for treatment
disable the immune system, and trigger leaving bacteria like weapons without ammunitions of SCABP

- e Subjects diagnosed with SCABP and requiring critical care measures will receive either two IV infusions of either CALO2 (13.7 to 24 mg/kg bracketed dose by weight), or
devastating inflammatory responses,

r — N High-affinity liposomes placebo administered 24 to 26 hours apart. L
leading to death wo engineered to neutralize the Trial In Prog ress
>

% P e e All subjects will receive standard of care therapy for SCABP, according to the local clinical guidelines o A Phase 2 study investigating the efficacy and safety of CALO2 in addition to standard of care of
" ,

= N effectors in severe infections care for patients with SCABP requiring critical care is in progress.
' 4 ’ Tightly-packed A S . .
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| \ Abbreviations
| / \%_ g \Pro_mﬂammatow / FDA, Food and Drug Administration; ICU, intensive care unit; IV, intravenous; SCABP, Severe
'n':fjcggzss , \ burst Tissues and organs Inflammatory burst Primary Endpoints Community Acquired Bacterial Pneumonia; SOFA, sequential organ failure assessment; TEAE,
invasiv is avoided
o i Hindered immune SO PIOREINC’ | vt aberiveai e Time to clinical recovery, defined as the number of days until resolution of all treatment-emergent adverse event, SOC, Standard of Care..
defense clear the pathogen protocol-defined severity criteria, which qualified the subject at randomization,
e CALO2 is a proprietary mixture of empty liposomes engineered to mimic the cholesterol and with no re-occurrence or additional severity criteria emerging within 24h References
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(2 doses, 24 hours apart)
e Itis proposed for use in conjunction with and agnostic of antibiotic therapy

e Days to hospital discharge
e Proportion of subjects achieving clinical recovery by Day 5
e Relative change from baseline in whole SOFA score at Day 7
@2 Preclinical Rationale® Safety Monitoring
e Independent unblinded DSMB will monitor safety and efficacy

e Invitro studies showed that CALO2 binds virulence factors from both Gram-positive and Gram- e Blinded Clinical Event Committee to confirm adequacy of standard of care
negative bacteria with greater affinity than cells, protecting against cell lysis and cytotoxicity and therapy
preventing biofilm formation.

e In animal models of lethal pneumonia and bacteremia, CALO2 improved survival, enhanced
organ protection, accelerated the rate of bacterial clearance from the blood, and reduced
proinflammatory cytokines independently of infection etiology or antimicrobial resistance.
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CALO2 has been investigated in a randomized, double-blind, multicentered, supporting pneumonia with likely bacterial origin requiring ICU management ASM and the author of this poster.
placebo-controlled study of patients with Streptococcus pneumoniae SCABP e Severity criteria (=1) requiring critical care management, including respiratory
who required ICU admission (N=19) (Study:CAL02-001;Clinicaltrials.gov failure requiring high-flow oxygen, invasive mechanical or noninvasive positive Corresponding author: Valentin Curt | vcurt@eagleus.com

pressure ventilation support

NCT02583373)

e CALO2 showed promising safety and tolerability, consistent with the profile of the study population

e CALO2 demonstrated faster resolution for clinical cure at both 8 and 15-22 days; increased the
rate of organ function recovery (SOFA score); reduced duration of mechanical ventilation support
and ICU stay; and faster decrease in inflammatory biomarkers, versus placebo treatment

Key Exclusion Criteria

e Pneumonia of any other origin (viral co-infection is permitted if primary cause is
suspected
to be bacterial)

e >12 hours from SCABP diagnosis
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