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Introduction

 BBTO001, an Fc-engineered “2+2” bispecific antibody that  Atotal of 64 participants were enrolled and randomized across 5 SAD - BBTO001 exhibited a prolonged PK profile with a half-life of ~33 days at or above
simultaneously targets IL-4a and IL-31, is rationally cohorts and 3 MAD cohorts. target exposure after multiple doses, similar to the PK observed in SAD cohorts.
designed to addresses both the fundar.n.entaI.ThZ - The mean age ranged from 28.3 to 42.0 years in the SAD cohorts (previously o BBT001 PK —
inflammatory pathway and break the vicious itch-scratch presented at EADV 2025) and 30.5 to 41.2 years in the MAD cohorts (Table 3
cycle in patients with atopic dermatitis (AD). 1). The mean body weight ranged from 69.5 to 78.8 kg in SAD and 73.0 to

« This ongoing randomized, double-blind, 80.0 kg in MAD.

placebo-controlled first-in-human (FIH)
study (NCT06808477) aims to evaluate

Dose (mg)
150 mg

Table 1. Demographics and baseline characteristics in MAD cohorts

Serum concentration (ug/mL)

BBTOO1 @ 450 mg
the safety, tolerability, pharmacokinetics Characterist Placebo Ci’ggﬁ B1 Cigg” B2 ngg” B3 900 mg
(PK), immunogenicity and exploratory _ { aracteristic (N=6) (N=g;g (N=g])g (N=rg)g ook
pharmacodynamics (PD) and clinical Age (years), 34.3 38.9 30.5 41.2
activity following single- and multiple- weesrsonins | Mean (SD) (16.10) (15.30) (6.92) (16.57) o'k
ascending doses of BBT001 in healthy e — Fomale 33.3% 62 5% 33.3% 83 3% — 5 i z z -
volunteers (HV) and in adults with . { c : 5 5 50 5 5 Time (Weeks)
moderate-to-severe AD. " aucasian 33.3% 62.5% 66.77% 83.3% - Rapid, complete and sustained inhibition of pSTAT6 and IL-4Ra binding =12
Weight (kg), 77.30 74.84 79.95 73.00 weeks after multiple doses of BBT001.
Methods- BBT001 FIH HV StUdy DeSign Mean (SD) (1512) (15.7) (13.31) (14.29) S pSTAT6 Inhibition — - IL-4a Receptor occupancy (RO)

Part A (SAD in HV) | ' PartB(MADinHV) Interim Analysis Results: Safety and Tolerability 5122
1 or 2:1 ratio (Active: Pla 3:1 ratio (Active: Placebo bud
e j m::omnm | o ) « BBTO001 was well-tolerated across all doses in SAD (previously presented Ea 1001 1 bose () & 80, Pose (mg
I ——— at EADV 2025) and MAD (Table 2) and showed no dose-dependent toxicity. = ** JEm Y6 ol
| goen | o] . Overall,1g?1/48 (7?%) subljects experienced at least 1 TEAEs on BBT001 3w | o é :Z | / ;
— versus 6 (75%) or? placebo. | 22: ‘\.\ R I S
- 4somg | - TEAEs were mostly mild or moderate and resolved without sequelae. There 6 3 4 _& & d 1 1 6 & 4 & & 1w 2 1
| . Time (Weeks) Time (Weeks)
| .‘ were no serious or severe treatment related TEAEs across all cohorts. ,
— | > * Unprecedently dose-dependent, rapid,
‘ | | Table 2. Summary of Treatment-emergent adverse events (TEAEs) in MAD cohorts deep, and sustained TARC reduction KEY FINDINGS
c;::::# | » Inter:in.r data from all IV col_rorts with total Placebo Cohort B1 Cohort B2 Cohort B3 Overall after multlple doses of BBT001. Safety: BBTO001 was well tolerated
participant follow-up ranging from 43 to N (%) 150 mg 450 mg 900 mg BBTOO! ~ Serum TARC reduction across all doses in SAD and MAD.
dibility criteria for SA . Y (N=p (N=8) (N=6) (N=6) (N=20) | ®
Key eligibility criteria for SAD and MAD in HV: 6 g 15) PK: BBT001’s half-life of ~33 d
- Healthy male or female participants aged 18- 65 years 21TEAE 0, 7 (87.5%) 4 (66.7%) 6 (100%) 17 (85.0%) | < . : = [Tl FINe G = 24
- BMI of 18-32 k /m2. canped weiaht <120 k ( 00 /°) % oboe N A SUppOI’!:S ﬂeXIble dOSI_ng Intervals In
. gim”, capped Welght = J .. __ | =1 Grade 0 g 5 | Dose (mo) the maintenance setting.
* No clinically significant medical conditions or lab abnormalities 3 TEAE (0.0%) 0 (0.0%) 0 (0.0%) 0 (0%) 0 0%) £ o | P
* No significant medical history across organ systems 1 TR '1 “;;z S oo PD: Rapid, deep, and sustained
ObjeCtlveS: TEAE (16.7%) 3 (37.5%) 2 (33.3%) 3 (50.0%) 8 (40.0%) E:zs }\/// (21 2 Weeks) biomarker effects (eg,
« Primary: Safety and tolerability of BBT001 > 1TR §<0 ' RO, pSTAT6, TARC), support a
- Secondary: PK and immunogenicity of BBT001 Grade3 0 (0%) 0 (0%) 0 (0%) 0 (0%) 0 (0%) £ best-in-disease profile in AD.
- Exploratory: PD and clinical activity of BBT001 TEAE L T S S SR
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