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e Serious Gram-negative bacterial infections pose a significant

global health threat due to an increased antibiotic resistance. 100 4
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There is a critical unmet-need for new antibiotics S \ \ f
.. . Lo D e Safety:
* Acinetobacter baumannii (A. baumannii), an opportunistic S £ 80 Cohort 4 N=6 Cohort 6 N=6 Cohort 8 N=6 e Clinical laboratory assessments
nosocomial Gram-negative bacterium, has been ranked first on = S .‘é’ e 12-lead Electrocardiogram(ECGs)
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e OMNG6 is a novel, biochemically-engineered antimicrobial peptide ra .
b e Renal safety biomarkers
with a unigue and new mechanism of action (MoA), selective °© 75 Cohort 1 N=6
for Gram-negative bacteria with a minimal potential to develop
resistance’>. The proposed MoA for OMNG6 is that it selectively Placebo N=18 (2/cohort)
attaches to bacterial membranes, creates pores and promotes
lysis and cell death (Figure 1)
e OMNG6isintended for the treatment of severe infections involving A.
baumannii, including carbapenem-resistant A. baumannii (CRAB)
and mUltI_drUg_reSIStant (MDR) A' baumannll o A total Of 72 healthy participants Were Screened Plot of Dose Proportionality assessment based on Cmax Plot of Dose Proportionality assessment based on AUCInf
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e All study participants completed the study per protocol with no major
Disulfide bond (Cys?-Cys*) protocol deviations, and with no premature drop-outs n 5 == |
/ Baseline Characteristics =
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e The study population consisted of healthy young male and female X 1000 - .
adult volunteers between 18-59 years old (mean age varied from N
22.0 to 28.7 years old within OMNé dosing cohorts) 5w . 0 = 2 - n
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e In each cohort, at least 2 subjects were male and at least 2 subjects
Helix 1 were female
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e Within the single infusion cohorts, mean C__ results demonstrated

Primary Objective: Safety and Tolerability of IV Doses of OMNé6 : :
dose proportionality

™

Proline

hinge e For AUC , near dose-proportionality was demonstrated

e The model parameter R-squared for C __ and AUC _was comparable

Cohort 1 Cohort2 @ Cohort3 | Cohort4 | Cohort5 Cohort 6 Cohort7 | Cohort8 | Cohort9 Pooled .
AEs, N of subjects 7.5 mg/day | 20 mg/day | 50 mg/day | 80 mg/day 100 mg/day 160 mg/day 200 mg/day 150 mg/day 300 mg/day Placebo (0.97 aﬂd 0.98, reS peCtlvely)
N=6 N=6 N=6 N=6 N=6 N=6 N=6 N=6 N=6 N =18
Subjects with Any TEAE 0 1 5 4 3 3 4 4 3 6
OMN6é6 Subjects with Any Drug-Related TEAE 0] 1 4 4 0] (0] 3 2 1 4
p Mild 0 1 4 4 0 0 3 2 1 4
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Severe 0 0 0 0 0 0 0 0 0 0
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\\\‘“%Md a T 0.44 0.86 1.42 1.36 0.46 0.53 0.79 0.72 1.29 1.21
\\\\ (K} (0.31) (0.42) (1.09) (0.59) (0.35) (0.38) (0.35) (0.19) (0.48) (0.11)
. . cL 6.33 7.26 6.75 6.28 6.83 7.28 5.96 7.54 8.34 6.63
Inside bacterial Inside bacterial cohort1 | corort2 | cororts | cororta | Cohorts | conorts | Cohort7 | conorts | conorto | Pooled (L/h) (2.01) (0.91) (2.64) (1.50) (2.06) (2.14) (0.55) (1.77) 2.91) (1.45)
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’ N=6 | N=6 | N=6 | N=6 | N=6 | N=6 | N=6 | N=6 | N=6 | N=18 e There are no indications of an accumulation of OMNé6 upon two
Teemrapan ’ ° - - ’ ’ : ’ ’ ° or three infusion periods, with a wash-out period of 5 hours
Dizziness 0 1 0 1 0 0 0 0 0 0 between them
Dysaesthesia (0] (o] (o] (0] (0] (0] (0] (0] (0] 1
Epistaxis 0 0 : 0 0 0 0 0 0 0 e There are no indications that the PK behavior of OMNG6é is affected
e The Firstin Human (FIH) Phase 1 OMNG6 clinical trial was a single- g ° ° ; : ° ° ° ° . ° by the number of infusions
center, double-blind, placebo-controlled, randomized, single R ° ° ° : : : : : : e There are no indications of a gender dependent effect on the
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e Nine ascending total daily doses were tested in 9 cohorts of 8 Oculr typeraemia | o : o o o 0 0 0 o

subjects each, aged 18 to 59, with a randomized 3:1 active to

placebo (0.9% Saline solution) ratio among healthy male and
female adult volunteers e No serious AEs (SAEs) were reported in the study

e All mean values for safety parameters; vital signs, ECG, safety labs in °
blood and urine, physical examinations and local tolerability; were within

e Subjects received daily doses ranging from 7.5 to 300 mg OMN6 The novel biochemically-engineered antimicrobial peptide, OMNGS,

as 3-hour infusion with a 5 hours wash-out period between .
normal limits

subseqyent Infusions (,QBh),' Cohorts 1 1o 5 ref:elved a single o All drug-related treatment-emergent AEs (TEAES) were of mild intensity
3-hour intravenous (V) infusion, cohorts 6-7 received two 3-hour : o

: , , , , e All AEs resolved within the study, and exhibited no dose or time
IV infusions, and cohorts 8-9 received three 3-hour IV infusions dependent effect
(Figure 2)

has a favorable safety, tolerability, and pharmacokinetic profile in
healthy volunteers, up to a maximum total daily dose of 300 mg

Pharmacokinetics parameters of OMNé6é were linear across the

administrated dose range
e Taken together with the efficacy data demonstrated in pre-clinical
e Safety and tolerability assessments, and pharmacokinetic (PK)
blood sampling occurred at pre-defined timepoints. All blood
samples for the PK evaluation were analyzed with a validated
LC/MS/MS assay. All safety, tolerability and PK results were
descriptively analyzed

5 N
Secondary Objective: Plasma PK Following IV Doses of OMN6 models>, the results support further clinical development of OMN6

as a potential therapeutic option for life-threatening infections
involved with A. baumannii
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