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BACKGROUND AND OBJECTIVE
■ Lebrikizumab 250 mg dosed every 4 weeks (LEBQ4W) in the 

long-term extension ADjoin demonstrated sustained response 
for up to 3 years in patients with moderate-to-severe AD who 
achieved clinical response at week 16.1 

■ In the phase 3 ADvocate 1 and ADvocate 2 trials, during the 
maintenance periods (weeks 16–52), a high proportion of 
patients in the lebrikizumab withdrawal (placebo) arm exhibited 
durable efficacy,2 suggesting that a less frequent dosing 
regimen could maintain efficacy. 

■ We report results from the ADjoin addendum, a 32-week 
extension of ADjoin assessing the efficacy and safety of 
lebrikizumab 250 mg every 8 weeks (LEBQ8W) as a 
maintenance dose regimen. 

CONCLUSIONS
■ Lebrikizumab dosed every 8 or 4 weeks provided long-lasting 

response in patients with moderate-to-severe AD, supporting 
its durable and potential disease-modifying effect in AD.

■ The safety profile was consistent with other lebrikizumab 
Phase 3 trials.
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Study Design

■ The ADjoin addendum was a 32-week study involving patients from ADvocate 1 
and 2, ADore, and ADopt-VA who completed the ADjoin long-term extension and 
were rerandomized to open-label LEBQ8W or LEBQ4W for 32-weeks. 

■ Patients were eligible to enter the study:
‒ At week 100 of ADjoin, or
‒ After week 100 of ADjoin, provided they had not yet completed the safety 

follow-up visit for Adjoin.
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aPatients enrolled in the ADjoin addendum originated from the ADvocate 1, ADvocate 2, ADore, and ADopt-VA parent 
studies at study sites located in the following countries: Australia, Canada, South Korea, Singapore, Taiwan, and the US. 
bRandomization was stratified by IGA score (0,1 vs. >1) and region (US vs. non-US). 
cPatients who did not maintain an EASI 50 response from the parent study baseline moved to the LEBQ2W escape arm 
for the remainder of the ADjoin addendum.

 The analysis population included the ITT population enrolled in the ADjoin addendum.
‒ For IGA 0/1, EASI 75, and EASI 90, data collected after treatment discontinuation 

due to lack of efficacy or dose modification to LEBQ2W were imputed as 
nonresponders, and missing data and data after treatment discontinuation due to 
any other reasons were imputed by multiple imputation. 

‒ As observed data were used to analyze the POEM outcomes regardless of 
treatment discontinuation or dose modifications. 

 The study was not powered to detect whether LEBQ8W dosing was comparable to 
LEBQ4W dosing. 

 Safety data were collected throughout the study, and descriptive statistics were used to 
summarize the safety results.

Statistical Analysis

Results

aPatients who entered at Week 100 enrolled in the ADjoin addendum on the same day of their ADjoin week 100 
visit. bFrom Week 8, patients who did not maintain an EASI 50 response from parent study baseline were moved to 
LEBQ2W and were considered nonresponders. cOne patient qualified for dose modification at week 24 but 
remained on LEBQ4W due to site entry error. dIncludes patients who had dose modification to LEBQ2W.

Overview of Treatment-Emergent Adverse Events

Outcomes 
Efficacy analyses for the ADjoin addendum included:
 Primary outcomes:
‒ Proportion of patients achieving or maintaining IGA 0/1 at week 32
‒ Proportion of patients achieving or maintaining EASI 75 at week 32. 

 Key secondary outcomes:
‒ Proportion of patients achieving or maintaining EASI 90 
‒ Change from baseline in the POEM. 

Patient Disposition

Baseline Demographics
Parent Study Baseline of ADjoin Addendum Population

Disease Characteristics
Parent Study Baseline and ADjoin Addendum Baseline

aEASI 90 was calculated from parent study baseline
Note: Week 0 is the Adjoin Addendum baseline

EASI 75a

NRI/MI

aPatients without baseline 
POEM scores were excluded 
from the change from baseline 
calculations; POEM was only 
collected from patients who 
came from ADvocate1, 
ADvocate 2 and ADopt-VA.
Note: Week 0 is the Adjoin 
Addendum baseline. 
The POEM is patient-reported, 
7-item scale in which patients 
respond to questions about the 
frequency of seven symptoms 
(itching, sleep disturbance, 
bleeding, weeping/oozing, 
cracking, flaking, and 
dryness/roughness) over the 
past week. Overall scores range 
from 0 to 28, with higher total 
scores indicating greater 
disease severity3. 

IGA 0/1 with ≥2-Point Improvementa

NRI/MI
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Immunogenicity
 81/103 (78.6%) patients were treatment-emergent anti-drug antibody (TE ADA) 

evaluablea during the ADjoin addendum.
 Of the 81 patients, 4 (4.9%) developed TE ADAsb:

‒ 3 patients on Q4W dosing (3.7% of TE ADA-evaluable, 7.0% of patients on 
Q4W dosing)

‒ 1 patient on Q8W dosing (1.2% of TE ADA-evaluable, 2.6% of patients on 
Q8W dosing).

 Titers of the 4 patients who became TE ADA-positive were low (1:20–1:40).
 No clinical impact on efficacy or safety was observed in the TE ADA+ patients.
 In summary, no evidence of an increased risk of immunogenicity was observed in 

association with lebrikizumab Q8W dosing regimen compared with Q2W or Q4W.
aOnly TE ADA-evaluable participants from the ADjoin main study who had at least 1 sample drawn in the ADjoin addendum were included.

bTE ADA included treatment-induced ADA, defined as patients with a titer 2-fold (1 dilution) greater than the minimum required dilution if no 
ADAs were detected at baseline, or treatment-boosted ADA, defined as patients with a 4-fold (2 dilutions) increase in titer compared with 
baseline if ADAs were detected at baseline. TE ADA status at the end of ADjoin main study was the last recorded status before the patient 
enrolled in the ADjoin addendum.

EASI 90a

NRI/MI

aIGA 0/1 was calculated from parent study baseline
Note: Week 0 is the Adjoin Addendum baseline

aEASI 75 wascalculated from parent study baseline
Note: Week 0 is the Adjoin Addendum baseline
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Abbrreviations: AD=atopic dermatitis; AE=adverse event; BSA=body surface area; EASI 50=achieving ≥50% improvement in the 
Eczema Area and Severity Index; EASI 75=achieving ≥75% improvement in the Eczema Area and Severity Index; EASI 90=achieving 
≥90% improvement in the Eczema Area and Severity Index; IGA=Investigator’s Global Assessment;  ITT=intention-to-treat; 
LEBQ2W=lebrikizumab 250 mg every 2 weeks; LEBQ4W=lebrikizumab 250 mg every 4 weeks; LEBQ8W=lebrikizumab 250 mg every 
8 weeks; N=number of patients in the analysis set; POEM=Patient-Oriented Eczema Measure; SD= standard deviation; TE 
ADA=treatment-emergent antidrug antibody; TEAE=treatment-emergent adverse event.

POEM Mean Change from Baseline and Absolute Scores
As Observed

LEBRI 250 mg 
Q4W

(N=52)

LEBRI 250 mg 
Q8W

(N=51)

All LEBRI
(N=103)

Any TEAEs, n (%) 16 (30.8) 10 (19.6) 26 (25.2)
Mild, n (%) 9 (17.3) 6 (11.8) 15 (14.6)
Moderate, n (%) 7 (13.5) 4 (7.8) 11 (10.7)
Severe, n (%) 0 0 0

Serious AEs, n (%) 0 0 0
Death, n (%) 0 0 0
AEs leading to treatment 
discontinuation, n (%) 0 0 0

AEs of special interest, n (%)
Eosinophilia and eosinophil-
related disorders 0 0 0

Herpes infections 0 0 0
Parasitic infections 0 0 0
Conjunctivitis cluster 1 (1.9) 0 1 (1.0)

■ Of the total patients 
who entered the 
ADjoin addendum 
study after 
completing week 100 
of ADjoin (n=78, 
75.7%), the mean 
(SD) duration to 
enter the addendum 
was 60 (20.5) days. 

■ No study treatment 
was given between 
the week 100 visit 
and the ADjoin 
addendum baseline.
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