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•	 Optimal management of atopic dermatitis (AD) aims to achieve treatment targets in both clinician-reported outcomes, such as skin clearance, 
and patient-reported outcomes, such as itch.1 

•	 Increased expression of IL-13 drives both skin barrier dysfunction and persistent itch in patients with AD.2,3 
•	 Zumilokibart (APG777) is a novel, half-life-extended anti-IL-13 monoclonal antibody that achieves early peak and sustained drug exposures, 

which allows for only 4 dosing days during induction and 2 or 4 dosing days per year in maintenance.4,5 
•	 The ~77-day half life of zumilokibart is conferred through a YTE amino acid modification in the Fc region that increases FcRn-mediated antibody 

recycling.4,5 
•	 The phase 2 APEX Part A study (NCT06395948) met the primary endpoint at Week 16, with significant improvements in AD lesions by Week 2 

and itch by 48 hours after the first dose of zumilokibart, in patients with moderate-to-severe AD.6 
	– Both every 12- and 24-week maintenance dosing with zumilokibart led to durable maintenance and deepening of response across all 
lesional endpoints through Week 52.7

To evaluate achievement of clinician- and patient-reported treatment thresholds with zumilokibart administered every 12 or 24 weeks 
during maintenance over 52 weeks in the APEX Part A study.

RESULTS

•	 The 2-part phase 2 APEX study is 
evaluating zumilokibart in adults  
(≥18 years) with moderate-to-severe  
AD (EASI ≥16, vIGA-AD score ≥3,  
BSA ≥10%). 

•	 APEX Part A included a total of 123 
biologic-naïve participants (Figure 1). 

•	 This analysis reports prespecified 
clinician-reported and patient-reported 
outcomes through Week 52 of APEX 
Part A (Figure 2).

•	 All analyses were conducted as-
observed. Missing data were not 
imputed; all available data were used 
regardless of rescue medications or 
study drug discontinuation. 
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ABBREVIATIONS
AD, atopic dermatitis; BSA, body surface area; CI, confidence interval; CFBL, change from 
baseline; EASI, Eczema Area and Severity Index; EASI-75, achieving at least 75% reduction  
from baseline in EASI; EASI-90, achieving at least 90% reduction from baseline in EASI;  
EASI-100, achieving 100% reduction from baseline in EASI; DLQI, Dermatology Life Quality Index; 
Fc, fragment crystallizable; FcRn, neonatal Fc receptor; IL, interleukin; I-NRS, Itch-Numeric Rating 
Scale; LS, least squares; mITT, modified intent-to-treat; Q12W, every 12 weeks; Q24W, every  
24 weeks; vIGA-AD, Validated Investigator Global Assessment for AD; W, week; YTE, triple-amino 
acid modification in the Fc region that extends antibody half-life.   

•	 The pharmacokinetics of zumilokibart allow for less frequent dosing, with only 4 dosing days during induction and 2 or 4 dosing days 
per year in maintenance.

•	 Treatment with zumilokibart was associated with progressive improvements in AD signs, symptoms, and quality of life over 52 weeks. 
•	 Robust clinical responses were observed through Week 52 with both every 12-week and every 24-week maintenance dosing regimens.  
•	 Zumilokibart was generally well tolerated, with a safety profile consistent with other therapies targeting the IL-13 or IL-4/IL-13 pathway.

Participant disposition
•	 In total, 109 (88.6%) participants completed the induction period 

and rolled over into maintenance (N=72 zumilokibart induction arm, 
N=37 placebo induction arm).

•	 Among all patients who entered the maintenance period and 
received ≥1 dose of zumilokibart (N=107), 88.8% completed the 
maintenance period (Supplemental Figure 1).

Baseline characteristics
•	 Baseline demographics and disease characteristics were generally 

comparable between induction arms (Table 1).
•	 The maintenance arms were also well balanced following 

rerandomization at Week 16 (Supplemental Table 1).

Clinician-reported lesional endpoints
•	 Treatment with zumilokibart led to continued reduction in EASI over 

time, with participants in the Q12W and Q24W arms achieving 
a −90.8% and −86.0% LS mean change from baseline in EASI, 
respectively, at Week 52 (Figure 3). 

	– Participants crossing over from placebo to zumilokibart achieved 
a similar −85.2% LS mean change from baseline in EASI at  
Week 52 (Figure 3).

•	 Among participants rerandomized to continue zumilokibart in 
maintenance, 87.5% and 80.6% of those in the Q12W and Q24W 
arms, respectively, achieved EASI-75 at Week 52 (Figure 4A). 

•	 The higher threshold of EASI-90 was met by 75.0% and  
48.4% of participants in the Q12W and Q24W zumilokibart arms, 
respectively, at Week 52, showing further improvement of response 
during the maintenance period (Figure 4B).

	– Similarly, 71.9% and 51.6% of participants in the Q12W and 
Q24W arms, respectively, achieved clear/almost clear skin with  
a vIGA-AD 0/1 response at Week 52 (Supplemental Figure 2).

•	 Complete skin clearance (EASI-100) at Week 52 was achieved 
in 40.6% and 19.4% of participants in the Q12W and Q24W 
zumilokibart arms, respectively (Figure 4C).

Figure 3: Rapid and sustained EASI reduction through Week 52
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Efficacy data were evaluated as-observed without imputation for missing data or rescue medication use. For induction, N = number of 
participants randomized and received ≥1 dose of study drug in induction. For maintenance, N = number randomized in induction and 
received ≥1 dose of study drug in maintenance. 

Figure 4: Robust improvement in EASI response rates with zumilokibart over 52 weeks of treatment 
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Figure 5: Improvements in itch and quality of life with zumilokibart over 52 weeks  
of treatment

A. % change from baseline in I-NRS B. DLQI ≥4-point responders (%) 
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Figure 1: Design of the phase 2 APEX Part A study in moderate-to-severe AD
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Figure 2: Clinician- and patient-reported outcomes evaluated through Week 52
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All measures evaluated through Week 52, with the exception of I-NRS, for which the final data collection was performed at Week 48.
Figure adapted from Williams HC, et al. J Allergy Clin Immunol. 2022;149(6):1899-1911 under Creative Commons CC-BY.

STUDY OBJECTIVE

Table 2: Safety summary through Week 52

Event, n (%)

Zumilokibart mITT
(N=119)

(All participants receiving ≥1 dose of zumilokibart) 
≥1 adverse event 85 (71.4)
≥1 serious adverse event 1 (0.8)a

Adverse events leading to discontinuation through Week 52 4 (3.4)
Deaths 0
Most common adverse events through Week 52 (≥5%) 

Noninfective conjunctivitisb 16 (13.4)
Upper respiratory tract infection 15 (12.6)
Nasopharyngitis 11 (9.2)
Dermatitis atopic 6 (5.0)

Safety data are summarized for all randomized participants who received ≥1 dose of zumilokibart (N=82 randomized to zumilokibart and N=37 who crossed over from placebo to zumilokibart at Week 16).
aCase of Sézary syndrome; not considered related to study treatment. 
bThe total conjunctivitis rate was 20.2%, including the following preferred terms: noninfective conjunctivitis, conjunctivitis allergic, conjunctivitis bacterial and conjunctivitis viral, with <1% discontinuations over the 52-week treatment period. Most cases 
were mild to moderate. The median duration of conjunctivitis was 27.5 days. No relationship between exposure and conjunctivitis was observed.

Table 1: Select baseline characteristics
Placebo
(N=41)

Zumilokibart
(N=82)

Age, mean ± SD, years 36.0 ± 13.7 38.7 ± 15.6
Female, n (%) 19 (46.3) 41 (50.0)
Previous use of systemic treatment, n (%) 11 (26.8) 35 (42.7)
EASI, mean ± SD 25.3 ± 10.8 25.2 ± 10.8
BSA affected, mean ± SD, % 33.2 ± 22.6 37.2 ± 22.3
vIGA-AD score=4, n (%) 14 (34.1) 27 (32.9)
I-NRS score, mean ± SD 6.7 ± 1.9 6.4 ± 2.1
DLQI, mean ± SD 13.3 ± 7.1 14.3 ± 7.0

INTRODUCTION
Patient-reported itch and quality  
of life
•	 Progressive improvement in itch 

continued throughout the maintenance 
period, with participants in the Q12W 
and Q24W arms reaching a −72.5% 
and −64.1% LS mean change from 
baseline in I-NRS at Week 48  
(Figure 5A).

•	 By the end of the 52-week treatment 
period, ≥4-point improvement in DLQI 
was achieved by 92.9% and 88.5% of 
participants in the Q12W and Q24W 
arms, respectively (Figure 5B).

Safety
•	 Treatment with zumilokibart was well 

tolerated during the 52-week treatment 
period of APEX Part A (Table 2). 

CONCLUSIONS

STUDY DESIGN & METHODS

Collectively, these results support continued evaluation of zumilokibart as a novel therapy for AD, including:
•	 Dose optimization in APEX Part B (Week 16 readout expected Q2 2026)
•	 Initiation of phase 3 program (expected 2H 2026)
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Supplemental Table 1: Select baseline characteristics

Study Baseline

Participants randomized and who 
received ≥1 dose of study drug  

in induction

Participants randomized to 
zumilokibart in induction and who 
received ≥1 dose of zumilokibart 

in maintenance

Placebo
(N=41)

Zumilokibart
(N=82)

Zumilokibart 
Q12W 
(N=36)

Zumilokibart 
Q24W 
(N=34)

Age, mean ± SD, years 36.0 ± 13.7 38.7 ± 15.6 34.6 ± 12.9 43.4 ± 17.6

Female, n (%) 19 (46.3) 41 (50.0) 21 (58.3) 17 (50.0)

Body mass index, mean ± SD, kg/m2 27.7 ± 6.7 30.0 ± 8.4 28.9 ± 6.9 30.8 ± 10.4

Race, n (%)

White 30 (73.2) 54 (65.9) 20 (55.6) 24 (70.6)

Black 6 (14.6) 13 (15.9) 8 (22.2) 3 (8.8)

Asian 4 (9.8) 12 (14.6) 6 (16.7) 6 (17.6)

Othera 1 (2.4) 3 (3.7) 2 (5.6) 1 (2.9)

Previous use of systemic treatment, n (%) 11 (26.8) 35 (42.7) 13 (36.1) 14 (41.2)

EASI, mean ± SD 25.3 ± 10.8 25.2 ± 10.8 25.8 ± 10.6 24.2 ± 9.8

vIGA-AD score=4, n (%) 14 (34.1) 27 (32.9) 11 (30.6) 11 (32.4)

BSA affected, mean ± SD, % 33.2 ± 22.6 37.2 ± 22.3 38.2 ± 24.7 35.6 ± 17.3

I-NRS score, mean ± SD 6.7 ± 1.9 6.4 ± 2.1 6.4 ± 1.9 6.5 ± 2.2

DLQI, mean ± SD 13.3 ± 7.1 14.3 ± 7.0 13.5 ± 5.7 14.3 ± 7.1
aOther included American Indian or Alaska Native, Native Hawaiian or Pacific Islander, other, and unknown. 

SUPPLEMENTAL RESULTS

Participant disposition
•	 In total, 109 (88.6%) participants completed the induction period and rolled over into maintenance (N=72 zumilokibart induction arm, 

N=37 placebo induction arm).
•	 Among all patients who entered the maintenance period and received ≥1 dose of zumilokibart (N=107), 88.8% completed the 

maintenance period (Supplemental Figure 1).
	– The most common reason for discontinuation was withdrawal by participant (n=4, Q12W arm; n=2, Q24W arm; n=1, crossover arm); 
1 participant discontinued due to an AE (crossover arm).

Supplemental Figure 1: Participant disposition
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mITT is defined as all randomized participants who received at least 1 dose of study drug during the induction period.
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Baseline characteristics
•	 Baseline demographics and disease characteristics were generally comparable between groups (Table 1).
•	 The maintenance arms were also well balanced following re-randomization at Week 16 (Supplemental Table 1).

vIGA-AD 0/1 responders
•	 At Week 52, 71.9% and 51.6% of participants in the Q12W and Q24W arms, respectively, achieved clear/almost clear skin with a 

vIGA-AD 0/1 response, showing further improvement of response during the maintenance period (Supplemental Figure 2).

ABBREVIATIONS
AE, adverse event; BSA, body surface area; EASI, Eczema Area and Severity Index; DLQI, Dermatology Life Quality Index; I-NRS, Itch-Numeric Rating Scale; mITT, modified intent-to-treat; Q12W, every 12 weeks;  
Q24W, every 24 weeks; SD, standard deviation; vIGA-AD, Validated Investigator Global Assessment for Atopic Dermatitis.  

Supplemental Figure 2: Improvement in vIGA-AD 0/1 response rates with zumilokibart over 52 weeks 
of treatment 
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For induction, N = number of participants randomized and received ≥1 dose of study drug in induction. 
For maintenance, N = number randomized to zumilokibart in induction and received ≥1 dose of study drug in maintenance. 
A vIGA-AD 0/1 response was defined as achieving a vIGA-AD score of 0 or 1 with a ≥2-point reduction from baseline.
Efficacy data were evaluated as-observed without imputation for missing data or rescue medication use. 


