
Efficacy and Safety of Apremilast for the Treatment of Japanese Patients With Palmoplantar Pustulosis: 
52-Week Results From a Phase 3, Randomized, Placebo-Controlled Study

Key Takeaways

• Improvements in PPP seen with apremilast at Week 16 were maintained or 

further improved through Week 52 in patients continuing apremilast, 

including improvements in PPP severity, symptoms (pruritus and 

pain/discomfort), and patient-reported quality of life 

• Improvements were also observed when patients transitioned from placebo 

to apremilast at Week 16 through Week 52

• No new safety signals were observed
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ITT population. LOCF was used for missing data. For patients who discontinued the study drug due to lack of 

efficacy/adverse event or use of protocol-prohibited medication, data from time of study drug discontinuation 

or use of protocol-prohibited medication through end of study were imputed from the baseline value, 

regardless of collection of observed data.

ITT, intent-to-treat; LOCF, last observation carried forward; PPPASI, palmoplantar pustulosis area and 

severity index. 

PPPASI Total Score

Improvements by PPPASI achieved at week 16 were maintained or further improved through week 52

*Nominal P < 0.01. **Nominal P < 0.001. ***Nominal P ≤ 0.0001. †Nominal P < 0.05

ITT population. NRI was used for missing data. Patients who discontinued the study drug due to lack of efficacy/adverse event or 

use of protocol-prohibited medication were considered nonresponders at time of study drug discontinuation or use of protocol-

prohibited medication through end of study, regardless of collection of observed data.

ITT, intent-to-treat; NRI, nonresponder imputation; PPPASI, palmoplantar pustulosis area and severity index. 
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Background
•Palmoplantar pustulosis (PPP) is a difficult to treat condition in patients with chronic dermatitis with limited 

treatment options1

•Apremilast is an oral phosphodiesterase 4 inhibitor internationally approved for use in plaque psoriasis, 
psoriatic arthritis, and oral ulcers associated with Behҫet’s disease

•Apremilast has previously demonstrated significant efficacy in Japanese patients with moderate to severe 

PPP in a phase 2 trial2

•A phase 3 trial was conducted to confirm the results of the phase 2 trial

― In this phase 3 trial, apremilast 30 mg twice daily showed superior efficacy with statistically significant 

differences for primary and secondary endpoints compared with placebo at Week 163

Objective: Report apremilast efficacy and safety in patients with moderate 

to severe PPP over 52 weeks

Study Design
•Phase 3, multicenter, randomized, placebo-controlled, double-blind 

trial conducted in Japan (NCT05174065)

•Patients with moderate to severe PPP were treated with apremilast 

30 mg twice daily or placebo for 16 weeks followed by a 36-week 

apremilast extension phase
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Key Inclusion Criteria
✓Adults with a PPP diagnosis with 

or without pustular arthro-osteitis 

(PAO) for no less than 24 weeks 

before screening

✓PPP Area and Severity Index 

(PPPASI) total score ≥12 at 

baseline

✓PPPASI pustules/vesicles severity 

score ≥2 

✓Inadequate response to topicals 

before or at screening

Excluded treatments
xTopical or systemic therapies that 

could affect PPP or the efficacy 

evaluation

xSystemic therapy for PAO
aRandomization was stratified by rounded PPPASI total score (≤20/21–30/≥31) at baseline and 

baseline focal infection status (yes/no).

Baseline demographics and clinical characteristics were balanced across groups

• Of 176 patients randomized (apremilast: 88, placebo: 88), 164 (93.2%) completed Week 52 

(apremilast/apremilast: 84 [95.5%], placebo/apremilast: 80 [90.9%])

Placebo

(n = 88)

Apremilast

(n = 88)

Total

(N = 176)

Age, mean (SD), years 56.0 (11.4) 57.0 (11.3) 56.5 (11.3)

Female, n (%) 72 (81.8) 69 (78.4) 141 (80.1)

Duration of PPP, mean (SD), years 6.0 (7.5) 6.7 (7.6) 6.4 (7.5)

PPPASI total score (0–72), mean (SD) 22.0 (8.4) 22.1 (8.1) 22.1 (8.2)

PPSI total score (0–12), mean (SD) 8.0 (1.7) 8.1 (1.6) 8.1 (1.6)

Pruritus VAS (0–100 mm), mean (SD) 51.2 (29.6) 48.7 (29.1) 50.0 (29.3)

Pain/discomfort VAS (0–100 mm), mean (SD) 45.8 (29.9) 43.3 (29.6) 44.5 (29.7)

DLQI (0–30), mean (SD) 6.7 (4.9) 5.7 (4.6) 6.2 (4.8)

Tobacco use, n (%)

Current 42 (47.7) 42 (47.7) 84 (47.7)

Former 24 (27.3) 28 (31.8) 52 (29.5)

Never 22 (25.0) 18 (20.5) 40 (22.7)

Presence of PAO 16 (18.2) 13 (14.8) 29 (16.5)

Presence of focal infection 57 (64.8) 59 (67.0) 116 (65.9)

ITT population.

DLQI, Dermatology Life Quality Index; ITT, intent-to-treat; PAO, pustular arthro-osteitis; PPPASI, palmoplantar pustulosis area and severity index; PPSI, 

palmoplantar pustulosis severity index; SD, standard deviation; VAS, visual analog scale. 

Assessment through week 52 for primary, secondary, exploratory, and safety endpoints

Efficacy

•≥50%, 75%, or 90% reduction in PPPASI total score (PPPASI-50, -75, or -90), change from baseline in 

PPPASI total score, change from baseline in Palmoplantar Pustulosis Severity Index (PPSI) total score, 

change from baseline in patient’s visual analog scale (VAS) assessment for PPP symptoms (pruritus), change 

from baseline in patient’s VAS assessment for PPP symptoms (pain/discomfort), change from baseline in 

Dermatology Life Quality Index (DLQI)

Safety

•Treatment-emergent adverse events (TEAEs)

Decreases in PPSI total score were maintained from Week 16 to Week 52

PPSI Total Score

Improvements in pruritus and pain/discomfort were observed as early as 2 weeks 
after initiating apremilast and maintained to week 52

ITT population. LOCF was used for missing data. For patients who discontinued the study drug due to lack of efficacy/adverse event or use of protocol-prohibited medication, data from time 
of study drug discontinuation or use of protocol-prohibited medication through end of study were imputed from the baseline value, regardless of collection of observed data.
ITT, intent-to-treat; LOCF, last observation carried forward; VAS, visual analog scale. 

Pain/discomfort VASPruritus VAS

Improvements in DLQI were maintained from week 16 to week 52

Safety outcomes over 52 weeks were consistent with other apremilast clinical studies4

Apremilast patients as treated

N = 174, PY = 143.0

n (%) EAIR/100 PY

Any TEAE 148 (85.1) 347.9

Any severe TEAE 6 (3.4) 4.3

Any serious TEAE 9 (5.2) 6.4

Any serious treatment-related TEAE 0 (0.0) 0.0

Any TEAE leading to treatment withdrawal 5 (2.9) 3.5

Any fatal TEAE 0 (0.0) 0.0

TEAEs occurring in ≥10% of patients

Diarrhea 31 (17.8) 26.1

Nasopharyngitis 28 (16.1) 21.1

Nausea 23 (13.2) 18.3

Faeces soft 22 (12.6) 17.6

Headache 19 (10.9) 14.8

COVID-19 18 (10.3) 13.4
Includes patients who were treated with apremilast 30 mg BID from randomization and patients who were treated with placebo at randomization and switched to apremilast 30 mg BID at Week 16. 

COVID, coronavirus disease; EAIR, exposure adjusted incidence rate; PY, patient-years; TEAE, treatment-emergent adverse event. 

Placebo (n = 88) Apremilast (n = 88) Placebo/Apremilast (n = 88)

ITT population. LOCF was used for missing data. For patients who discontinued the study drug due to lack of efficacy/adverse event or use of protocol-prohibited medication, data from 

time of study drug discontinuation or use of protocol-prohibited medication through end of study were imputed from the baseline value, regardless of collection of observed data.

ITT, intent-to-treat; LOCF, last observation carried forward; PPPASI, palmoplantar pustulosis area and severity index. 

ITT population. LOCF was used for missing data. For patients who discontinued the study drug due to lack of efficacy/adverse event or use of protocol-prohibited medication, data from time 
of study drug discontinuation or use of protocol-prohibited medication through end of study were imputed from the baseline value, regardless of collection of observed data.

DLQI, Dermatology Life Quality Index; ITT, intent-to-treat; LOCF, last observation carried forward.

DLQI

Placebo (n = 88) Apremilast (n = 88) Placebo/Apremilast (n = 88)
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Background & Objective

• Treatment options for pediatric patients with moderate to 

severe plaque psoriasis are limited, with apremilast the only 

approved oral systemic treatment

• SPROUT evaluated the efficacy and safety of apremilast 

(APR) compared with placebo (PBO) in pediatric patients

Study Design & Patient Population

• Design: Phase 3, multicenter, randomized, double-blind, 

PBO-controlled, parallel-group study (NCT03701763) 

− Randomization (2:1) was stratified by age group

− Patients weighing ≥20 to <50 kg received APR 20 mg 

BID; patients weighing ≥50 kg received APR 30 mg BID

Disclosures & Funding Statement

LF: Pfizer, Amgen, Galderma, and LEO Pharma – investigator, received honoraria, and advisory board member; Pierre Fabre and Galderma – speaker. EB: Amgen – investigator; 

Pfizer, Regeneron, and Sanofi – speaker. SA: Amgen, Janssen, LEO Pharma, and Novartis – speaker and advisory board member. AP: AbbVie, Arena, Bausch, Bristol Myers Squibb, 

Dermavant, Eli Lilly, Forte, LEO Pharma, Lifemax, Novartis, Pfizer, RAPT, Regeneron, and Sanofi – personal fees; AbbVie, Anaptysbio, Eli Lilly, Incyte, Janssen, Regeneron, and UCB 

– investigator (funding to institution). AK, RKO, YK, HA, & ZZ: Amgen Inc – employees and stockholders. LA: Candela – received research equipment; Celgene and Amgen –

investigator; AbbVie, Amgen Inc., Regeneron, and Verrica – consultant.

This study was sponsored by Amgen Inc. Writing support was funded by Amgen Inc. and provided by Corey Burgin, PhD, of Peloton Advantage, LLC, an OPEN Health company, and 

Jessica Ma, PhD,  employee of and stockholder in Amgen Inc.

References: 1. Papp K, et al. J Am Adad Dermatol. 2015;73:37-49. 2. Paul C, et al. Br J Dermatol. 2015;173:1387-1399.

Sustained improvements in sPGA and PASI responses were observed from 
Week 16 to Week 52 with APR treatment

Key Takeaways
• Improvements in psoriasis severity and skin involvement in pediatric 

patients treated with apremilast were maintained from 16 to 52 weeks

• Adverse events were consistent with the known safety profile of 

apremilast in adults

• Apremilast plasma exposures were similar between the two body 

weight categories (20 to <50 kg and ≥50 kg) and dose groups 

(20 mg BID and 30 mg BID) 

Intent-to-treat population. Error bars represent 95% CI. *Multiple imputations. †Nonresponder imputation. Two-sided P value is based on the Cochran-Mantel-Haenszel test 

adjusting for the stratification factors.

PBO/APR=patients who switched from PBO to APR at Week 16.

Treatment difference: 21.7% 

(95% CI: 11.2%, 32.1%)

P<0.0001

sPGA Response 

PBO 

(n=82)

APR 

(n=163)

Total 

(N=245)

Age, mean (SD), y 12.2 (3.25) 12.3 (3.32) 12.2 (3.29)

6–11, n (%) 34 (41.5) 67 (41.1) 101 (41.2)

12–17, n (%) 48 (58.5) 96 (58.9) 144 (58.8)

Male, n (%) 43 (52.4) 74 (45.4) 117 (47.8)

Duration of plaque 

psoriasis, mean (SD), y
4.0 (3.39) 4.3 (3.35) 4.2 (3.36)

sPGA score, n (%)

3 (Moderate) 63 (76.8) 122 (74.8) 185 (75.5)

4 (Severe) 19 (23.2) 41 (25.2) 60 (24.5)

PASI score, mean (SD) 19.5 (7.94) 20.0 (8.16) 19.8 (8.07)

Affected BSA, mean 

(SD), %
30.8 (19.04) 31.9 (18.45) 31.5 (18.62)

• Main Inclusion Criteria: Age 6-17 years, with moderate to 

severe psoriasis (Psoriasis Area and Severity Index [PASI] ≥12, 

affected body surface area [BSA] ≥10%, static Physician Global 

Assessment [sPGA] ≥3) inadequately controlled by or intolerant 

to topical therapy

• Primary Endpoint: sPGA response (score 0 [clear] or 1 [almost 

clear] with a ≥2-point reduction from baseline) at Week 16

• Major Secondary Endpoint: ≥75% reduction from baseline in 

PASI score (PASI-75) 

• Exploratory Endpoint: APR pharmacokinetics

• Scan the QR code for patient disposition

Baseline Characteristics

• During both the PBO-controlled and extension 

phases, adverse events (AEs) and tolerability were 

consistent with the known safety profile of APR in 

adults; no new safety signals were observed1,2

• The most common AEs (>10%) throughout the study 

were nausea, diarrhea, abdominal pain, vomiting, 

and headache

• Scan the QR code for an overview of treatment-

emergent AEs

Safety and Tolerability

For patient disposition, baseline 

characteristics of those who 

completed 52 weeks, and additional 

safety information, scan the QR code

Treatment difference: 29.4% 

(95% CI: 17.8%, 40.9%)

P<0.0001

PASI-75 Response

n/N=

n/N=

• A total of 221 patients (PBO: 72 [87.8%]; APR: 149 [91.4%]) 

completed the PBO-controlled phase and 186 (PBO/APR: 61 

[74.4%]; APR: 125 [76.7%]) completed 52 weeks (scan the 

QR code for baseline information)

9/82 54/163

13/82 74/163
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PBO, n/N 2/82

APR, n/N 6/163

PBO APR PBO/APR

Pharmacokinetics

Boxes show median (solid horizontal lines), mean (dashed horizontal lines), 25th  

percentiles (bottom of boxes), and 75th  percentiles (top of boxes); whiskers above and 

below the boxplot represents the 90th and the 10th percentiles, respectively, and circles 

outside the whiskers represent outliers.

PBO/APR=patients who switched from PBO to APR at Week 16.

• APR plasma concentrations at Week 16 were similar 

between patients weighing ≥20 to <50 kg and those 

weighing ≥50 kg

• APR plasma concentrations at Week 24 were similar 

between dose groups, and between patients who 

switched from PBO to APR and those who were 

initially randomized to APR
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Table 2. Safety

Patients, n (%)
Roflumilast Foam 

0.3% (n=281)
Vehicle Foam

(n=151)

Any TEAE 75 (26.7) 25 (16.6)

Any treatment-related TEAE 16 (5.7) 3 (2.0)

Any treatment-emergent SAEa 2 (0.7) 1 (0.7)

Any treatment-related SAE 1 (0.4) 0 

Discontinued trial drug due to an AE 7 (2.5) 2 (1.3)

Discontinued trial due to AE 5 (1.8) 2 (1.3)

Most common TEAEs by Preferred 
Term, ≥1% in any group

Headache 13 (4.6) 3 (2.0)

Diarrhea 9 (3.2) 4 (2.6)

COVID-19 8 (2.8) 4 (2.6)

Nasopharyngitis 4 (1.4) 2 (1.3)

Nausea 6 (2.1) 0

Hypertension 3 (1.1) 2 (1.3)

Urinary tract infection 2 (0.7) 2 (1.3)

Upper respiratory tract infection 3 (1.1) 0
aSAEs include bipolar disorder (roflumilast; unrelated); gastritis (roflumilast; possibly related); joint dislocation, peripheral artery occlusion, and radius fracture 
(vehicle; all unrelated). 
AE: adverse event; COVID-19: coronavirus disease 2019; SAE: serious adverse event; TEAE: treatment-emergent adverse event.

INTRODUCTION
• Plaque psoriasis is a chronic inflammatory skin condition that negatively impacts 

quality of life, including in patients in which the disease is not extensive1

– Up to 80% of patients with psoriasis experience scalp psoriasis2-4

– Disease severity scores may underestimate the impact of disease on 
overall quality of life1

• Roflumilast is a potent phosphodiesterase 4 (PDE4) inhibitor formulated as 
a water-based cream and foam
– Roflumilast potency is ~25- to >300-fold higher than apremilast and 

crisaborole, with roflumilast more closely mimicking cyclic adenosine 
monophosphate (cAMP) binding to PDE45,6

– Formulations do not contain ethanol, propylene glycol, or fragrances that 
can irritate skin

METHODS
• ARRECTOR was a Phase 3, parallel-group, double-blind, vehicle-controlled 

trial (NCT05028582) enrolling patients ≥12 years of age with diagnosis of 
scalp and body psoriasis of at least moderate severity on the Scalp-Investigator 
Global Assessment (S-IGA) and mild severity on the Body-Investigator Global 
Assessment (B-IGA; Figure 1) 
– The co-primary efficacy endpoints were S-IGA Success and B-IGA Success 

at Week 8, which were defined as achievement of Clear or Almost Clear 
IGA status plus ≥2-grade improvement from baseline

– Patient-reported outcomes included Worst Itch Numeric Rating Scale 
(WI-NRS) and Scalp Itch Numeric Rating Scale (SI-NRS), Psoriasis Symptom 
Diary (PSD), Psoriasis Scalp Severity Index (PSSI), Scalpdex, and Dermatology
Life Quality Index (DLQI)

• Safety and local tolerability were also assessed

RESULTS 
• Baseline disease characteristics were consistent between groups (Table 1)

CONCLUSION
• In patients with scalp and body psoriasis, treatment with once-daily 

roflumilast foam 0.3% demonstrated greater improvement compared with 
vehicle across multiple patient-reported efficacy endpoints

– Significant improvement in both scalp and body psoriasis occurred as 
early as 2 weeks after treatment initiation, the first time point measured

– Significant improvement in patient-reported outcomes occurred, 
indicating relief from itching, pain, and scaling that was associated with 
improved quality of life

• Treatment with roflumilast foam 0.3% was associated with low rates of 
adverse events, few discontinuations because of adverse events, and local 
tolerability that was similar to vehicle
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Patient-Reported Outcomes With Roflumilast Foam 0.3% in Patients With Scalp and Body 
Psoriasis in the Phase 3 ARRECTOR trial 

• Once-daily treatment with roflumilast foam 0.3% also resulted in significant 
improvement in patient-reported outcomes 

• In patients with SI-NRS and WI-NRS ≥2 at baseline, more roflumilast-treated 
than vehicle-treated patients achieved a score of 0 or 1 at Week 8 (Figure 3)

• At Week 8, significantly more roflumilast-treated than vehicle-treated 
patients achieved a PSD total score of 0 (19.6% vs 7.1%; P=0.0002)

– Least squares (LS) mean change from baseline (CfB) in PSD items related to 
itching/pain/scaling was significantly greater with roflumilast than with 
vehicle at Week 8 (LS mean CfB: −10.87 vs −5.75; P<0.0001)

• Significantly more roflumilast-treated than vehicle-treated patients achieved 
≥50%, ≥75%, ≥90%, and 100% reductions in PSSI scores (Figure 4)

• At Week 8, LS mean CfB in Scalpdex total score was also significantly greater 
with roflumilast than with vehicle (Figure 5)

• Roflumilast treatment also resulted in a significantly greater LS mean CfB in 
DLQI score at Week 8 (roflumilast: –4.37, n=276; vehicle: –2.44, n=149; 
P<0.0001)

• Two series of photographs of patients with improvement in psoriasis 
following roflumilast treatment is shown in Figure 6 

• Incidence of treatment-emergent adverse events was low in both treatment 
groups (Table 2)

• Investigator- and patient-rated local tolerability was similar to that observed 
with vehicle (Figure 7)

Figure 1. Study Design

aA 5-point scale (ranging from 0 [Clear] to 4 [Severe]) assessing severity of psoriasis on the scalp. bA 5-point scale (ranging from 0 [Clear] to 4 [Severe]) assessing 
severity of psoriasis on the body. cAn 11-point scale assessing scalp itch, ranging from 0 (no itch) to 10 (worst itch imaginable). dAn 11-point scale assessing itch 
of non-scalp body regions, ranging from 0 (no itch) to 10 (worst itch imaginable). eA 161-point scale assessing various psoriasis symptoms, including itch, pain, 
and scaling. fA 72-point scale based on psoriasis disease intensity and total affected body area. gA 23-item survey assessing quality of life in patients with scalp 
psoriasis. hA 30-point scale assessing patients’ quality of life.
B-IGA: Body-Investigator Global Assessment; BSA: body surface area; DLQI: Dermatology Life Quality Index; PASI: Psoriasis Area and Severity Index; 
PSD: Psoriasis Symptom Diary; PSSI: Psoriasis Scalp Severity Index; QD: once daily; S-IGA: Scalp-Investigator Global Assessment; SI-NRS: Scalp Itch Numeric 
Rating Scale; WI-NRS: Worst Itch Numeric Rating Scale.

S-IGA Success = Clear or Almost Clear IGA status plus ≥2-grade improvement from baseline
B-IGA Success = Clear or Almost Clear IGA status plus ≥2-grade improvement from baseline

Endpoints
Co-primary
• S-IGAa Success at Week 8
• B-IGAb Success at Week 8
Secondary/Exploratory
• SI-NRSc

• WI-NRSd

• PSDe

• PSSIf

• Scalpdexg

• DLQIh

Safety and local tolerability

Eligibility
• Aged ≥12 years
• Diagnosis of scalp and body 

plaque psoriasis
• At least moderate severity on 

scalp (S-IGAa) and mild severity 
for body (B-IGAb) 

• ≤25% BSA; ≤20% non-scalp BSA
• PSSI ≥6
• ≥10% of scalp involved
• PASI ≥2 8 weeks dosing

Visits: Baseline and Week 2, 4, 8

Roflumilast Foam
0.3% QD (n=281)

Vehicle Foam
QD (n=153)

2:1
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Table 1. Baseline Disease Characteristics

Roflumilast Foam 
0.3% (n=281)

Vehicle Foam
(n=151)

Baseline S-IGA, mean (SD) 3.1 (0.4) 3.1 (0.3)

3 (Moderate), n (%) 239 (85.1) 131 (86.8)

4 (Severe), n (%) 42 (14.9) 20 (13.2)

Baseline B-IGA, mean (SD) 2.8 (0.5) 2.8 (0.5)

2 (Mild), n (%) 76 (27.0) 43 (28.5)

3 (Moderate), n (%) 191 (68.0) 99 (65.6)

4 (Severe), n (%) 14 (5.0) 9 (6.0)

SI-NRS, mean (SD) 5.8 (2.6) 6.1 (2.3)

WI-NRS, mean (SD) 5.7 (2.6) 5.5 (2.6)

PSD total score, mean (SD) 73.4 (40.2) 75.2 (36.9)

PSD aggregate score 
(itch/pain/scaling), mean (SD) 

15.7 (7.3) 16.2 (6.7)

PSSI, mean (SD) 21.4 (11.1) 22.2 (11.0)

Scalpdex, mean (SD) 47.2 (22.9) 50.5 (20.4)

DLQI, mean (SD) 7.1 (5.3) 7.3 (4.8)

BSA (%), mean (SD) 6.1 (4.3) 6.0 (4.3)

Extent of scalp involvement (%), 
mean (SD)

34.4 (25.0) 36.0 (25.8)

SD: standard deviation.

Figure 2. Proportion of Patients Achieving S-IGA Success, S-IGA of Clear, 
B-IGA Success, and B-IGA of Clear at Week 8

Multiple imputation of missing data. 
aNominal P value. 
CI: confidence interval.
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Figure 3. Improvement in Scalp and Body Pruritus at Week 8

aSI-NRS score of 0 or 1 evaluated in patients with baseline SI-NRS ≥2. 
bWI-NRS score of 0 or 1 evaluated in patients with baseline WI-NRS ≥2.
CI: confidence interval. 
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Figure 4. Proportion of Patients Achieving PSSI Responses at Week 8

Multiple imputation of missing data. PSSI-50/75/90/100: ≥50%/≥75%/≥90%/100% reduction in PSSI from baseline.
CI: confidence interval.
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Figure 5. Improvement in Scalpdex Score at Week 8

Missing data were not imputed. 
CfB: change from baseline; CI: confidence interval; LS: least squares.
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Figure 6. Improvement in Patients With Psoriasis Treated With Roflumilast 
Foam 0.3%

S-IGA and SI-NRS are global assessments.

Baseline
S-IGA: 4
SI-NRS: 9

Week 2 
S-IGA: 3
SI-NRS: 5

Week 4 
S-IGA: 1
SI-NRS: 2

Week 8 
S-IGA: 1
SI-NRS: 1

56-year-old male, Black or African American/Not Hispanic or Latino

57-year-old male, White/Not Hispanic or Latino

Baseline
S-IGA: 4
SI-NRS: 8

Week 2 
S-IGA: 3
SI-NRS: 4

Week 4 
S-IGA: 2
SI-NRS: 2

Week 8 
S-IGA: 1
SI-NRS: 0

Figure 7. (A) Investigator- and (B) Patient-Rated Local Tolerability

3
(Severe)

2
(Moderate)

1
(Mild)

0
(None)

Baseline Week 2 Week 4 Week 8

Hot, tingling/stinging sensation that 
has caused definite discomfort

Definite warm, tingling sensation that is 
somewhat bothersome

Slight warm, tingling sensation, 
not really bothersome

No sensation

0.40.4
0.2

0.40.5
0.3

0.30.3

B. Patient-Rated Local Tolerability

Baseline Week 2 Week 4 Week 8

0.00.0 0.00.0 0.00.00.00.0

A. Investigator-Rated Local Tolerability

Vesicular eruption

Erythema, edema, and papules 

Definite edema

Erythema and papules

Definite erythema, readily visible; minimal 
edema or minimal papular response

Minimal erythema, barely perceptible

No evidence of irritation

Strong reaction spreading
beyond application site

• Roflumilast provided significant improvement in scalp and body psoriasis, as 
indicated by improvements in S-IGA and B-IGA (Figure 2)

Roflumilast Foam 0.3% (n=281) Vehicle Foam (n=151)

Roflumilast Foam 0.3% (n=281) Vehicle Foam (n=151)
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Improvement in Patients With AD Treated With Roflumilast Cream 0.15%

Baseline Week 1 Week 4

Antecubital fossa of a Black/African American 
non-Hispanic/Latino male, aged 15 years, 
Fitzpatrick skin type V, duration of disease 
10 years, 2 flares in the previous 12 months vIGA-AD=3

EASI=5.2
vIGA-AD=2
EASI=0.8

vIGA-AD=1
EASI=0.4

Popliteal fossa of an Asian non-Hispanic/Latino 
female, aged 43 years, Fitzpatrick skin type III, 
duration of disease 10 months, 10 flares in the 
previous 12 months vIGA-AD=3

EASI=7.2
vIGA-AD=3
EASI=2.8

vIGA-AD=1
EASI=0.8

vIGA-AD and EASI are global measures.

INTRODUCTION
• The epidemiology and clinical presentation of atopic 

dermatitis (AD) may differ based on race, ethnicity, and 
Fitzpatrick skin type1-3

• In the INTEGUMENT-1 (NCT04773587) and INTEGUMENT-2 
(NCT04773600) Phase 3 trials, roflumilast cream 0.15% was 
well tolerated and demonstrated efficacy in patients aged 
≥6 years with mild-to-moderate AD4,5

METHODS
• INTEGUMENT-1 and INTEGUMENT-2 were identically 

designed, randomized, parallel-group, double-blind, vehicle-
controlled, multicenter trials enrolling patients aged ≥6 years 
with mild-to-moderate AD

• The primary endpoint was Validated Investigator Global 
Assessment for Atopic Dermatitis (vIGA-AD) Success (0 [clear] 
or 1 [almost clear] plus ≥2-grade improvement) at Week 4

– vIGA-AD: 5-point scale ranging from clear (0) to severe (4) 
that assesses inflammatory signs of AD

• Secondary endpoints included vIGA-AD Success at Weeks 1 
and 2; vIGA-AD 0/1 at Weeks 1, 2, and 4; Worst Itch-Numeric 
Rating Scale (WI-NRS) Success (≥4-point improvement in 
patients aged ≥12 years with baseline score ≥4) at Weeks 1, 
2, and 4; and ≥75% reduction from baseline in Eczema Area 
and Severity Index (EASI-75) at Week 4

– WI-NRS: 11-point scale ranging from 0 (no itch) to 10 (worst 
itch imaginable)

• Safety and tolerability were also assessed

OBJECTIVE
• Assess the efficacy of roflumilast cream 0.15% in patients 

with AD based on race (White, Black or African American, 
Asian, or other race), ethnicity (Hispanic or Latino, or Not 
Hispanic or Latino), and Fitzpatrick skin type (I–III or IV–VI) 
using pooled data from Phase 3 randomized controlled trials 

RESULTS
• Baseline weekly average WI-NRS and EASI did not differ by race

• Roflumilast cream 0.15% provided consistent and meaningful 
improvements in signs and symptoms of AD in patients 
across race, ethnicity, and Fitzpatrick skin types

CONCLUSIONS
• Once-daily nonsteroidal roflumilast cream 0.15% provided meaningful improvements in signs and symptoms of AD

– Improvements in outcomes were generally consistent across race, ethnicity, and Fitzpatrick skin type subgroups of patients 
and with the overall trial results 

• Safety and local tolerability were generally consistent across race, ethnicity, and Fitzpatrick skin type subgroups and similar 
between both roflumilast and vehicle treatment groups
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Once-Daily Roflumilast Cream 0.15% for the Treatment of Atopic Dermatitis in Patients With Diverse 
Skin Types: Pooled Subgroup Analysis From the Phase 3 INTEGUMENT-1 and -2 Trials

Safety

• Safety findings were generally consistent across subgroups

• Overall, the most frequently reported (≤2.9%) treatment-
emergent adverse events across subgroups included 
headache, nausea, application site pain, diarrhea, 
and vomiting

• Investigator-rated and patient-reported tolerability by race 
were consistent with the overall population

Study Design

aNonmedicated emollients or moisturizers could be applied QD, but only to untreated areas of the patient’s skin.  
BSA: body surface area; EASI: Eczema Area and Severity Index; QD: once daily.

Roflumilast Cream
0.15% QD 

Vehicle Cream
QD

Eligibility

• Diagnosis of mild or 
moderate AD 
(vIGA-AD = 2 or 3)

• Aged ≥6 years 

• BSA ≥3%

• EASI ≥5
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4 weeksa

Patient Demographics

Roflumilast Cream 
0.15% (n=884)

Vehicle Cream
(n=453)

Age, years, mean (SD) [range] 27.9 (19.4) [6–91] 27.3 (19.0) [6–84]

Female at birth, n (%) 489 (55.3) 272 (60.0)

Ethnicity, n (%)

Hispanic or Latino 150 (17.0) 72 (15.9)

Not Hispanic or 
Latino

730 (82.6) 377 (83.2)

Not reporteda 4 (0.5) 4 (0.9)

Race, n (%)

White 529 (59.8) 267 (58.9)

Black or African 
American

176 (19.9) 96 (21.2)

Asian 114 (12.9) 62 (13.7)

Other raceb 65 (7.4) 28 (6.2)

Fitzpatrick skin 
type, n (%)

I–III 481 (54.4) 238 (52.5)

IV–VI 403 (45.6) 215 (47.5)
aPatients not reporting ethnicity were not included in subgroup analyses based on ethnicity; bOther race category includes patients 
reporting races as American Indian or Alaska Native, Native Hawaiian or Other Pacific Islander, multiple races, and those patients who 
chose to describe their race rather than select 1 of the provided options, as well as patients who did not report their race.

Baseline Disease Characteristics

Roflumilast Cream 
0.15% (n=884)

Vehicle Cream
(n=453)

Overall

vIGA-AD 2 (Mild), n (%) 211 (23.9) 112 (24.7)

vIGA-AD 3 (Moderate), n (%) 673 (76.1) 341 (75.3)

EASI, mean (SD) 10.1 (5.7) 10.0 (5.2)

Weekly WI-NRS, mean (SD) 6.1 (2.2) 5.9 (2.2)

White

vIGA-AD 2 (Mild), n (%) 134 (25.3) 70 (26.2)

vIGA-AD 3 (Moderate), n (%) 395 (74.7) 197 (73.8)

EASI, mean (SD) 9.7 (5.1) 10.0 (5.1)

Weekly WI-NRS, mean (SD) 6.0 (2.1) 5.8 (2.2)

Black or 
African 
American

vIGA-AD 2 (Mild), n (%) 45 (25.6) 28 (29.2)

vIGA-AD 3 (Moderate), n (%) 131 (74.4) 68 (70.8)

EASI, mean (SD) 9.5 (4.6) 9.4 (5.3)

Weekly WI-NRS, mean (SD) 6.0 (2.3) 6.0 (2.4)

Asian

vIGA-AD 2 (Mild), n (%) 18 (15.8) 8 (12.9)

vIGA-AD 3 (Moderate), n (%) 96 (84.2) 54 (87.1)

EASI, mean (SD) 11.6 (7.7) 10.6 (5.5)

Weekly WI-NRS, mean (SD) 6.1 (2.1) 5.8 (2.3)

Other
race

vIGA-AD 2 (Mild), n (%) 14 (21.5) 6 (21.4)

vIGA-AD 3 (Moderate), n (%) 51 (78.5) 22 (78.6)

EASI, mean (SD) 12.4 (8.3) 10.6 (5.0)

Weekly WI-NRS, mean (SD) 6.1 (2.3) 6.0 (2.4)

Proportion of Patients Achieving vIGA-AD Success, vIGA-AD 0/1, EASI-75, and WI-NRS Success at Week 4

CI: confidence interval.

Overall Race Ethnicity
Fitzpatrick
Skin Type

White Black or
African

American

Asian Other
Race

Hispanic
or Latino

Not
Hispanic
or Latino

I–III IV–VI

Overall Race Ethnicity
Fitzpatrick
Skin Type

White Black or
African

American

Asian Other
Race

Hispanic
or Latino

Not
Hispanic
or Latino

I–III IV–VI

ABBREVIATIONS
AD: atopic dermatitis; BSA: body surface area; CI: confidence interval; EASI: Eczema Area and Severity Index; QD: once
daily; vIGA-AD: Validated Investigator Global Assessment for Atopic Dermatitis; WI-NRS: Worst Itch-Numeric Rating Scale.
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› Melanoma diagnoses can be challenging to achieve definitively.1-3

› Ancillary testing, typically utilized by the pathologist, can disambiguate problematic
lesions and help provide a definitive diagnosis.4

› The 23-GEP provides test results of suggestive of benign lesion, suggestive of
malignant lesion, or intermediate (cannot exclude malignancy) and is recommended
by guideline organizations including the National Comprehensive Cancer Network,
American Society of Dermatopathology: Appropriate Use Criteria for Ancillary
Diagnostic Testing, the American Academy of Dermatology Guidelines of Care for the
Management of Primary Cutaneous Melanoma, and the Skin Cancer Prevention
Working group.4-7

› The diagnostic 23-GEP test has demonstrated accuracy metrics of 90.4 – 94.9%
sensitivity and 92.5 – 96.2% specificity including 3 studies with known outcomes.8-12

› The prognostic 31-GEP test stratifies, independent of clinicopathologic factors,
patients with cutaneous melanoma into groups at low, intermediate, or high risk of
recurrence, metastasis, or death based on the patient’s molecular risk.13-17

› Clinicians use the 31-GEP results to make risk-aligned decisions about sentinel lymph
node biopsy, surveillance imaging, adjuvant therapy, and follow-up schedule
decisions.18-20

› Both diagnostic ancillary tests and prognostic tests require tissue to perform, which is
a limited resource. Some ancillary testing can take weeks to months to provide results
leading to a definite diagnosis.

› The 23-GEP ancillary diagnostic test utilizes the same base material, RNA, as the 31-
GEP test and is performed in the same laboratory.21,22

› Here, we describe clinical trends that help achieve a definitive diagnosis and
provide access to vital prognostic testing utilizing the same tissue.

Enabling access to prognostic gene expression profile (GEP) testing for invasive melanoma by 
leveraging RNA-based testing in the diagnostic workflow

Background
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Diagnostic 23-GEP clinical orders
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Methods
› The study includes clinical cases submitted to Castle Biosciences for 23- and/or 31-GEP

testing with results reported between March 1 and July 31, 2023.

Prognostic 31-GEP Eligibility
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Table 1. Patient Characteristics

Table 4. Clinical result stratification

23-GEP Test Result Orders (%)

Benign 60.1%

Malignant 19.9%

Intermediate 13.4%

MGF/Fail 6.7%

*Turnaround time was calculated as the number of business days (Monday – Friday) 
from the date the tissue was received until the report date. 

Conclusions

› ~80% of cases tested with 23-GEP receive an
actionable result in a median of 4 business days.

› ~60% of ambiguous lesions received a benign 23-
GEP test result, reducing overdiagnosis and
overtreatment for diagnostically challenging
lesions.

› ~80% of clinically tested lesions with 23-GEP
malignant results have sufficient biopsy tumor
content for 31-GEP testing without requesting
additional tissue.

Table 2. Biopsy Type

*Biopsy percentage was calculated from orders where biopsy type was provided.
Biopsy type was provided for 68.1% of orders.

Gender (%) Age (median, (range))
Female (%) 57.4% 49 (4 – 90+)

Male (%) 42.6% 49 (5 – 90+)

Biopsy Description*
Shave 88.4%
Punch 7.3%

Excisional 3.6%
Re-excision, WLE 0.1%

Turnaround Time*

Median 4 days

Table 3. 23-GEP Turnaround Time

31-GEP Eligible*

≥ 40% tumor content 81.5%

Table 6. Biopsies eligible for 31-GEP

*Of patients with 23-GEP malignant results, percentage with ≥ 40% tumor volume (minimum tumor content required for 31-GEP).

Actionable Test Result*

Resolved ambiguity 79.9%

Table 5. Lesions with resolved ambiguity

*23-GEP results of either benign or malignant are considered actionable.

Clinicians can order 23-GEP and 31-GEP on the same 
tumor tissue specimen for most samples that receive 
a 23-GEP malignant result.

23-GEP results are returned quickly (43% 
provided in 3 days or less), avoiding delayed 
diagnoses for difficult lesions.

› .

› -





Real-world effectiveness of tralokinumab in adults with atopic dermatitis: Interim data on improvements in patients with 

head and neck atopic dermatitis after up to 9 months of treatment in the TRACE study 

April Armstrong1, Ahmed Ameen2, Jerry Bagel3, Teodora Festini4, Ulla Ivens4, Ida Vittrup4, Andrew E Pink5

1University of California Los Angeles, Los Angeles, CA, USA; 2NMC Speciality Hospital, Abu Dhabi, UAE;  3Windsor Dermatology, East Windsor, NJ, USA; 4LEO Pharma A/S, Ballerup, DK; 
5St John’s Institute of Dermatology, Guy’s and St Thomas’ Hospitals, London, UK

• To evaluate the effectiveness of tralokinumab treatment on AD signs 

and symptoms in patients with head and neck (H&N) AD in an interim 

analysis of the noninterventional TRACE study

Objectives

• TRACE is a prospective, noninterventional, international, single-cohort 

study of adult patients with AD who were prescribed tralokinumab 

according to national approved labels (Fig. 6)

• Patients from 167 sites from 11 countries across Europe, North America, 

and the Middle East, were enrolled in TRACE between November 2021 

and July 2023

• At data cutoff for this interim analysis (15 October 2023), not all patients 

had completed all visits

• This subanalysis included patients with AD involvement on the face, 

scalp, and/or neck at baseline

• Outcome measures collected included IGA, DLQI, RECAP, PP-NRS, and 

Sleep NRS, as per individual clinical practice

• Data presented as observed for baseline, 3-, 6-, and 9-month visits

Methods

• AD is an inflammatory skin disease that can affect multiple body areas1

• H&N region involvement is reported in 72% of patients with moderate-to-

severe AD1

• AD with involvement of H&N, more than other body regions, is associated 

with social embarrassment, stigmatization, and negative impact on 

patients’ quality of life and mental health2

• Tralokinumab is a high-affinity monoclonal antibody that specifically 

targets IL-13 and is indicated for treatment of moderate-to-severe AD3,4

Background

• At baseline, 655 of 824 (80%) patients reported H&N AD (Table 1) 

• Baseline demographics were similar, but dupilumab-naïve patients had higher 

baseline disease severity and greater impact on QoL vs dupilumab-experienced 

patients (Table 1)

Baseline and Disease Characteristics

• H&N involvement was common in patients with AD in previous reports,1 and present at baseline in 80% of patients in the real-world TRACE study

• Among patients with baseline H&N AD, tralokinumab treatment reduced the proportion with H&N involvement to 67% at 3 months and 52% at 9 months

• Tralokinumab improved AD severity and QoL at 3 months (IGA 0/1: 34%; DLQI ≥6 improvement: 58%), with further improvement up to 9 months (IGA 0/1: 57%; DLQI ≥6 improvement: 74%)

Conclusions

Dupilumab-

naïve

(N = 501)

Dupilumab-

experienced

(N = 154)

Total

(N = 655)

Age (years), mean (SD) 41.1 (17.3) 45.2 (17.9) 42.1 (17.5)

Gender, n (%)

Female 228 (45.5%) 80 (51.9%) 308 (47.0%)

Male 273 (54.5%) 74 (48.1%) 347 (53.0%)

Race, n (%)

American Indian or 

Alaska Native
1 (0.2%) 1 (0.6%) 2 (0.3%)

Asian 29 (5.8%) 10 (6.5%) 39 (6.0%)

Black or African American 14 (2.8%) 7 (4.5%) 21 (3.2%)

Native Hawaiian or 

Pacific Islander
1 (0.2%) 1 (0.6%) 2 (0.3%)

White 387 (77.2%) 115 (74.7%) 502 (76.6%)

Multiple 2 (0.4%) 1 (0.6%) 3 (0.5%)

BMI (kg/m2), mean (SD) 26.5 (5.7) 27.2 (5.5) 26.7 (5.7)

Disease duration (years), 

mean (SD)

19.3 (17.0)

N = 489

24.8 (19.9)

N = 153

20.6 (17.8)

N = 642

IGA 4 (severe disease), n (%) 193 (38.8%) 52 (34.0%) 245 (37.7%)

DLQI, mean (SD)
13.8 (7.7)

N = 287

10.8 (7.2)

N = 78

13.2 (7.7)

N = 365

RECAP<6, n (%)
10 (6.2%)

N = 162

11 (28.2%)

N = 39

21 (10.4%)

N = 201

Peak Pruritus NRS, mean (SD)
6.7 (2.4)

N = 293

5.6 (2.9)

N = 94

6.4 (2.6)

N = 387

Sleep NRS, mean (SD)
5.4 (3.1)

N = 242

4.4 (3.0)

N = 63

5.2 (3.1)

N = 305

• Similar improvements were observed across endpoints in both dupilumab-

naive and dupilumab-experienced patients

Results

• In patients with baseline H&N AD, the percentages who still reported 

H&N AD decreased through 9 months of tralokinumab (Fig. 1)

AD, atopic dermatitis; BMI, body mass index; DLQI, Dermatology Life Quality Index; H&N, head and neck; 
IGA, Investigator’s Global Assessment; IL, interleukin; n, number of patients with the indicated metric; 
N, number of patients with available data; NRS, numeric rating scale; PP-NRS, Peak Pruritus NRS; 
PRO, patient-reported outcome; QoL, quality of life; RECAP, Recap for atopic eczema; SD, standard deviation; 
TRACE, Tralokinumab Real World Clinical Use.
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Table 1. Baseline demographics and clinical characteristics.

• Percentages of patients with IGA 0/1 increased from 1% at baseline to 

34% at 3 months and 57.4% at 9 months of tralokinumab (Fig. 2A)

• In patients with baseline IGA ≥2, the percentages achieving ≥2 

improvement in IGA increased from 46% at 3 months to 72% at 9 

months of tralokinumab (Fig. 2B)

• In patients with baseline DLQI ≥6, the majority (57.9%) achieved ≥6 

improvement in DLQI by 3 months of tralokinumab (Fig. 3)

• Percentages of patients with RECAP<6 increased from baseline to 9 

months of tralokinumab treatment (Fig. 4)

• Mean PP-NRS and Sleep NRS improved from baseline to 9 months of 

tralokinumab treatment (Fig. 5)

Figure 5. Improvements in PP-NRS and Sleep NRS.

Figure 3. Clinically meaningful improvement in DLQI.

Percentages are rounded to the nearest whole number. 

Figure 1. Decrease in percentages of patients with H&N AD.

*Information on AD localization not available. Percentages are rounded to the nearest whole number.

Figure 4. Improvement in patient-reported eczema control.

RECAP<6 identifies patients whose AD is considered completely controlled (RECAP score: 0-1) or mostly controlled (RECAP 
score: 2-5). Percentages are rounded to the nearest whole number.

Figure 6. TRACE study design.

Figure 2. Improvement in IGA-assessed disease severity.

Percentages are rounded to the nearest whole number.
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Anchored matching-adjusted indirect comparison of the long-term maintenance of efficacy of tralokinumab and lebrikizumab in treating 

moderate-to-severe atopic dermatitis
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• To conduct an anchored matching-adjusted indirect comparison (MAIC) of the efficacy of tralokinumab and lebrikizumab at Week 52 in Week 16 responders

Objectives

• An anchored MAIC analysis8,9 was conducted using individual patient data (IPD) from 

patients in the ECZTRA 1 & 2 tralokinumab trials5,10, and aggregate data from patients in 

the ADvocate 1 & 2 lebrikizumab trials6,11 (Table 1)

– Placebo-adjusted values were utilized for IPD from ECZTRA 1 & 2 patients

• Tralokinumab IPD were weighted to match the baseline and Week 16 characteristics of 

the lebrikizumab patients

– Baseline characteristics matched: age, sex, race, BMI, mean AD duration, proportion 

of IGA 3, mean EASI, and mean worst daily pruritus NRS

– Week 16 characteristics matched: mean EASI, proportion of IGA 0/1, and mean 

pruritus NRS

Methods

• The MAIC comparison at Week 52 was numerically in favor of tralokinumab for all endpoints with Q2W dosing (Figure 1)

– There were no statistically significant differences between tralokinumab and lebrikizumab for the MAIC comparison for all endpoints

• The MAIC comparison between tralokinumab and lebrikizumab at Week 52 with Q4W dosing showed no significant differences in maintenance of efficacy with:

– IGA 0/1 and EASI-90 numerically in favor of lebrikizumab (Figure 1)

– EASI-75 numerically in favor of tralokinumab (Figure 1)

– EASI % change from baseline and worst pruritus NRS ≥4-point improvement comparable between lebrikizumab and tralokinumab (Figure 1)

• The sensitivity analysis confirmed that there were no significant differences between tralokinumab and lebrikizumab

Results

• Atopic Dermatitis (AD) is a chronic, relapsing, inflammatory skin condition, associated with 

a high disease burden that impacts patients’ lives1,2

• Patients with moderate-to-severe AD often require long-term treatment, and biologics are 

currently recommended as first-line systemic treatment to prevent flares and maintain 

disease control3,4

• Tralokinumab (fully human) and lebrikizumab (humanized) are monoclonal antibodies 

specifically targeting IL-13 that have demonstrated efficacy in patients with moderate-to-

severe AD up to 52 weeks of treatment5,6

– There are no direct head-to-head comparisons of tralokinumab and lebrikizumab

– Without head-to-head data, indirect comparison methods that adjust for cross-trial 

differences can be used to compare therapies7

Background

Tralokinumab and lebrikizumab had comparable maintenance of efficacy across endpoints at Week 52

Baseline and Disease Characteristics

• The maintenance of efficacy after 52 weeks was comparable between tralokinumab and lebrikizumab in Week 16 

responders

• The differences were not statistically significant for any outcomes

• All Q2W endpoints were numerically in favor of tralokinumab

Conclusion
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Matching-adjusted indirect comparison

• Only patients who received active treatment and achieved response at Week 16 were 

included in the analyses, where response was defined as EASI-75 or IGA 0/1 with ≥ 2-

point improvement without use of topical or systemic rescue medication11

Patient cohort

• Maintenance of efficacy at Week 52: EASI-75 and IGA 0/1 & ≥ 2-point improvement

– EASI-75 response was assessed in the subset of patients with EASI-75 response at 

Week 16

– IGA 0/1 response was assessed in the subset of patients with IGA 0/1 response at 

Week 16

• Efficacy at Week 52: EASI-90, EASI percent change from baseline, and pruritus NRS ≥ 4-

point improvement

– EASI-90 and EASI percent change from baseline were assessed in the subset of 

patients with EASI-75 response at Week 16

– Pruritus NRS ≥ 4-point improvement was assessed in the subset of patients with 

pruritus ≥ 4-point response at Week 16

• Patients who received rescue medication such as TCS or TCI, discontinued treatment, or 

transferred to the escape arm were imputed as non-response for binary endpoints and 

imputed as last observation carried forward (LOCF) for continuous endpoints

Outcomes

• Though baseline characteristics were overall similar between trials (Table 2), the following differences were noted:

– For the treatment groups with dosing schedule Q2W and Q4W as well as the placebo groups, the baseline disease duration was longer in the tralokinumab trials

– For the treatment groups with dosing schedule Q2W, the proportions of patients with baseline IGA 3 (moderate disease) and Week 16 IGA 0/1 (clear/almost clear disease) response were 

higher in the tralokinumab trials 

– For the treatment groups with dosing schedule Q4W, the proportions of patients with baseline IGA 3 (moderate disease) and Week 16 IGA 0/1 (clear/almost clear disease) response were 

higher in the lebrikizumab trials 

– For the placebo groups, the proportions of patients with baseline IGA 3 (moderate disease) and Week 16 IGA 0/1 (clear/almost clear disease) response were similar between the trials

Table 2. Baseline and Week 16 characteristics 

Lebrikizumab vs. 

Placebo

Tralokinumab vs. 

Placebo
Tralokinumab vs. Lebrikizumab MAIC adjusted results

Response 

Difference, %
SE

Response 

Difference, %
SE

Response Difference, % 

(95% CI) 
P-value*

Q2W

IGA 0/1 and ≥ 2-pt improvement 18.9 9.7 20.1 13.3
1.2

(-31.0, 33.5)
0.94

EASI-75 10.0 8.0 29.8 10.4
19.8

(-5.9, 45.5)
0.13

EASI-90 18.6 7.9 20.1 10.4
1.5 

(-24.0, 27.1)
0.91

EASI % change from baseline 8.1 3.2 11.4 3.1
3.3

(-5.5, 12.0)
0.46

Pruritus NRS ≥ 4-pt 

improvement 
5.4 11.3 23.0 14.4

17.6

(-18.4, 53.5)
0.34

Q4W

IGA 0/1 and ≥ 2-pt improvement 26.7 9.6 6.2 13.4
-20.5

(-52.8, 11.9)
0.22

EASI-75 13.5 7.8 29.2 10.5
15.7

(-9.9, 41.3)
0.23

EASI-90 21.5 7.9 13.0 10.4
-8.5

(-34.0, 16.9)
0.51

EASI % change from baseline 11.3 3.2 10.8 3.1
-0.5 

(-9.2, 8.2)
0.91

Pruritus NRS ≥ 4-pt 

improvement 
12.6 11.1 9.9 14.4

-2.7

(-38.3, 32.9)
0.88

AD, atopic dermatitis; BMI, body mass index; CI, confidence interval; DLQI, Dermatology Life Quality Index; EASI, Eczema Area and 
Severity Index; IGA, Investigator’s Global Assessment; IL, interleukin; IPD, individual patient data; LOCF, last observation carried forward; 
MAIC, Matching-Adjusted Indirect Comparison; N, sample size; Neff , effective sample size after adjusted matching; NRS, numerical rating 
scale; PDE, phosphodiesterase; Q2W, every 2 weeks; Q4W, every 4 weeks; SD, standard deviation; SE, standard error; TCI, topical 
calcineurin inhibitors; TCS, topical corticosteroids.

Abbreviations

ECZTRA 1 & 25,10

Tralokinumab 300 mg

ADvocate 1 & 26,11

Lebrikizumab 250 mg

Design
Randomized, double‐blind, multicenter, 

placebo‐controlled phase 3 

Randomized, double-blind, multicenter, 

placebo-controlled phase 3

Loading Dose 600 mg on day 0 500 mg at day 0 and week 2

Inclusion 

Criteria

• Age ≥ 18 years with moderate-to-severe AD

• History of AD ≥ 1 year

• Inadequate response to topical therapy or 

topicals not advised

• EASI ≥ 12 at screening and ≥ 16 at baseline

• IGA ≥ 3 

• AD involvement of ≥ 10% of the body 

• Worst daily pruritus NRS ≥ 4 average

• Adults (≥ 18 years) and adolescents (12-

18 years, ≥ 40 kg) with moderate-to-

severe AD

• History of AD ≥ 1 year

• Inadequate response to topical therapy or 

topicals not advised

• EASI ≥ 16

• IGA ≥ 3

• AD involvement of ≥ 10% of the body 

Exclusion 

Criteria

• Previous enrollment in a tralokinumab trial

• Active conditions that may confound AD 

diagnosis

• Treatment within the previous 4 weeks of a 

systemic immunosuppressant/ 

immunomodulator, systemic corticosteroid, 

or 3+ bleach baths in any week

• Treatment with TCS, TCI, or topical PDE-4 

inhibitor for 2 weeks prior to randomization

• Previous treatment with lebrikizumab, 

dupilumab, or tralokinumab

• Treatment within the previous 4 weeks of 

an immunosuppressant/ immunomodulator 

or photochemotherapy 

• Use of an investigational drug within 5 half-

lives of baseline

• Uncontrolled chronic disease that may 

require oral corticosteroids

• Treatment with TCS, TCI, or topical PDE-4 

inhibitor for 1 week prior to baseline visit

TCS during 

maintenance 

period

Used at the discretion of the investigator for 

intolerable symptoms

Intermittent use of TCS permitted

Transfer to 

escape arm

≥2 point increase in IGA and/or lack of EASI-75 

response for 4 weeksa

Lack of EASI-50 response

Table 1. Key Study Characteristics 

ADvocate 

1 & 211

ECZTRA 

1 & 2

ADvocate 

1 & 211

ECZTRA 

1 & 2

ADvocate 

1 & 211

ECZTRA 

1 & 2

Placebo Placebo Lebrikizumab Q2W Tralokinumab Q2W Lebrikizumab Q4W Tralokinumab Q4W

Baseline 

characteristics

Baseline 

characteristics

Weighted 

summary

Baseline 

characteristics

Baseline 

characteristics

Weighted 

summary

Baseline 

characteristics

Baseline 

characteristics

Weighted 

summary

N = 60 N = 71 Neff = 28 N = 113 N = 127 Neff = 71 N = 118 N = 130 Neff = 68

Baseline

Age, years (SD) 34 (17) 38 (13) 34 (12) 36 (17) 37 (13) 36 (13) 36 (17) 39 (16) 36 (15)

Sex, % male 40 56 40 53 57 53 42 51 42

Mean BMI, kg/m2 (SD) 25 (5) 26 (6) 25 (6) 26 (7) 26 (5) 26 (6) 26 (6) 26 (6) 26 (6)

Disease duration, years (SD) 20 (15) 30 (16) 20 (13) 22 (14) 27 (16) 22 (14) 23 (15) 27 (16) 23 (15)

Race, % white 55 62 55 71 68 71 73 70 73

IGA 3, % 62 62 62 62 72 62 66 56 66

Mean DLQI (SD) 15 (8) 17 (6) 15 (6) 15 (7) 16 (8) 15 (7) 15 (8) 15 (7) 15 (7)

Mean Pruritus NRS (SD) 8 (2) 8 (1) 8 (1) 7 (2) 8 (2) 7 (1) 7 (2) 8 (1) 7 (2)

Week 16

Mean EASI (SD) 2 (2) 3 (3) 2 (2) 3 (3) 3 (3) 3 (3) 2 (3) 3 (3) 2 (2)

IGA 0/1, % 67 65 67 68 72 68 67 62 67

Mean Pruritus NRS (SD) 3 (2) 4 (3) 3 (2) 3 (2) 3 (2) 3 (2) 3 (2) 4 (3) 3 (2)

• A sensitivity analysis was made by comparing the analyses generated by using the two 
estimands reported in the ADvocate 1 & 2 trials

• For the 36-week maintenance period:

– Patients who received systemic rescue medication, discontinued treatment due to lack 
of efficacy, or transferred to the escape arm were imputed as non-response

– Patients who received topical rescue medication or discontinued treatment for any 
other reasons had values set to missing after this time through to Week 52, and Monte 
Carlo Markov Chain Multiple imputation was used to impute the missing data

Sensitivity analysis

• As with all indirect comparisons, bias due to observed and unobserved differences across the trials cannot be ruled out

Study Limitations 

-60 -50 -40 -30 -20 -10 0 10 20 30 40 50 60

Favors
lebrikizumab

Favors
tralokinumab

Response Difference, % (95%  CI)

aSpecifically, patients with IGA 0 at Week 16 who have IGA ≥ 2 and do not achieve EASI-75 over at least a 4-week period (i.e. over 3 

consecutive visits), patients with IGA 1 at Week 16 who have IGA ≥ 3 and do not achieve EASI-75 over at least a 4-week period, or patients 

with IGA > 1 at Week 16 not achieving EASI-75 over at least a 4-week period were transferred to open-label treatment (tralokinumab 300 mg 

Q2W with optional use of TCS) and continued their scheduled visit sequence. Transfer to open-label could occur no earlier than Week 22.

https://www.ismpp.org/gpp-2022


Delgocitinib cream reduces itch and pain in adults with moderate to severe Chronic Hand Eczema: pooled analyses of the Phase 3 DELTA 1 and 2 trials
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• To assess the effect and speed of onset following twice-daily applications of 
delgocitinib cream 20 mg/g on itch and pain, versus cream vehicle, in adults with 
moderate to severe Chronic Hand Eczema (CHE) 

Objectives

• Data were pooled from Phase 3 DELTA 1 (NCT04871711) and DELTA 2 
(NCT04872101) (Figure 4) 

• HESD is a validated 6-item PRO instrument designed to assess severity of CHE 
signs and symptoms (itch, pain, cracking, redness, dryness, and flaking)

– HESD captured patient-reported worst severity of itch and pain over the past 
24 hours on an 11-point numeric rating scale (0=no itch/pain to 10=severe 
itch/pain)

• Daily scores were recorded using an eDiary

Methods

• For itch, a significant mean reduction from baseline was detected 1 day after the 
first application of delgocitinib cream (0.75 vs 0.32 cream vehicle; P<0.001; 
Figure 1A)

• For pain, a significant mean reduction was detected 3 days after the first 
application of delgocitinib cream (0.98 vs 0.58 cream vehicle; P=0.001; Figure 1B)

• Delgocitinib cream 20 mg/g treatment reduced mean itch and pain through to 
Week 16 versus cream vehicle (Figure 2)

Results

• This DELTA 1 and 2 pooled analysis included 960 patients (delgocitinib cream 20 
mg/g [N=639]; cream vehicle [N=321])

– Overall, baseline demographics and patient characteristics were similar 
between delgocitinib cream 20 mg/g and cream vehicle groups (Table 1)

Baseline Demographics and Characteristics

• The reductions in itch and pain were significantly (P≤0.001) greater in the 
delgocitinib 20 mg/g group than the cream vehicle group at Day 1 (itch) and 
Day 3 (pain), and were maintained through to Week 16

• In patients with HESD itch and pain scores ≥4 points at baseline, a greater 
proportion of patients in the delgocitinib cream 20 mg/g group achieved ≥4-
point reduction from Week 2 (itch: 14.2%; pain: 17.3%) versus the cream 
vehicle group (itch: 6.3%; pain: 6.9%)

Table 1. Baseline demographics and characteristics

Total
(N=960)

Delgocitinib cream 20 
mg/g (N=639)

Cream vehicle
(N=321)

Age, median years, (min–
max)

44.0 (18–87) 45.0 (18–87) 42.0 (18–86)

Sex, n (%)

Male 342 (35.6) 233 (36.5) 109 (34.0)
Female 618 (64.4) 406 (63.5) 212 (66.0)
Age at onset of CHE, 
median, years 
(min–max)

33.0 (0–87) 34.0 (0–87) 32.0 (0–77)

Duration of CHE, median, 
years 
(min–max)

5.0 (0–61) 5.0 (0–61) 5.0 (0–53)

IGA-CHE, n (%)

Moderate 687 (71.6) 457 (71.5) 230 (71.7)

Severe 273 (28.4) 182 (28.5) 91 (28.3)
HESD itch 
(weekly average)
N 955 636 319
Median (min-max) 7.2 (1.9–10.0) 7.1 (1.9–10.0) 7.2 (2.6–10.0)

≥4, n (%) 949 (99.4) 632 (99.4) 317 (99.4)
HESD pain 
(weekly average)
N 955 636 319
Median (min-max) 6.9 (0–10.0) 6.9 (0–10.0) 6.9 (0.9–10.0)

≥4, n (%) 875 (91.6) 585 (92.0) 290 (90.9)

CHE, Chronic Hand Eczema; CI, confidence interval; FAS, full analysis set; HESD, Hand Eczema Symptoms Diary; HRQoL, health-related 
quality of life; IGA-CHE, Investigator's Global Assessment for CHE; JAK, Janus kinase; LS, least squares; LTE, long-term extension; N, number 
of patients in analysis set; n, number of patients with data available at baseline; NRI, non-responder imputation; WOCF, worst observation 
carried forward.

1. Grant L, et al. Adv Ther. 2020;37:691-706. 2. Dibenedetti D, et al. J Clin Aesthet Dermatol. 2015;8:19-27. 3. Zalewski A, et al. J Clin Med. 
2023; 12(13):4198. 4. Moberg et al. Br J Dermatol. 2009;161(2):397-403. 5. Dubin C, et al. Ther Clin Risk Manag. 2020;31;16:1319-1332. 6. 
Lee RG, et al. Dermatol Ther. 2019;32(3):e12840. 7. Egeberg A, et al. JAAD Int. 2024;14:77-83. 
8. Tanimoto A, et al. Inflamm Res. 2015;64(1):41-51. 9. Bauer A, et al. Contact Dermatitis. 2023;89(1):46-53. 
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Figure 2. Change in HESD score for itch and pain from baseline to Week 16 (FAS, 
WOCF)

Figure 1. Change in daily HESD score for itch and pain from baseline to Day 6 (FAS, 
WOCF) 
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Conclusions

Figure 4. DELTA 1 and 2 trial design

Key inclusion criteria: adults (aged ≥18) with diagnosis of CHE, defined as hand eczema that has persisted for >3 
months or returned ≥2 times within past 12 months; IGA-CHE score of 3 (moderate) or 4 (severe); HESD itch score 
(weekly average) of ≥4 points; medical history of inadequate response to TCS (within past 12 months) or TCS medically 
inadvisable. 
Results presented are from the main analysis of primary estimand (composite strategy) where patients who 
discontinue study treatment (any reason) or initiate rescue treatment are considered non-responders with missing 
values being considered non-response. Changes in itch and pain from baseline were assessed daily during Week 1 and 
weekly from Week 1 to Week 16. Analyses were pre-specified in the SAP for the clinical summary of efficacy before 
unblinding of the DELTA 1 and DELTA 2 trials. 
DELTA 3: ClinicalTrials.gov ID NCT04949841.

Note: Discrepancies in patient numbers for some assessments is due to some patients missing assessments at 
baseline.

• CHE is the most frequent chronic inflammatory disease affecting hands, with itch 
and pain being two of the most common and burdensome symptoms1-7

– There are no topical treatments specifically developed and approved for 
CHE5,6, and patients with CHE are seeking alternative treatment options that 
do not involve TCS7

• Delgocitinib is a topical pan-JAK inhibitor impacting JAK enzymatic activity and 
targeting key mediators of CHE8

– Sustained itch and pain reductions have been reported in a Phase 2b trial9

– The current pooled analysis of the DELTA 1 and 2 trials was designed to 
assess early changes in itch and pain following the application of delgocitinib
cream 20 mg/g

Figure 3. HESD itch and pain ≥4-point reduction by week among patients with ≥4-
points baseline itch/pain score to 16 weeks (FAS, NRI)
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• A clinically meaningful ≥4-point reduction in itch and pain was observed from 
Week 2 in the delgocitinib group versus the cream vehicle group among patients 
with ≥4-points baseline itch/pain score (Figure 3)

– A ≥4-point reduction in itch was achieved by significantly more patients 
applying delgocitinib cream from Week 2 (14.2%) versus cream vehicle 
(6.3%, P<0.001) and maintained through to Week 16 (47.2% vs 21.5%, 
respectively; P<0.001)

– Similarly, a ≥4-point reduction in pain was achieved by significantly more 
patients applying delgocitinib cream from Week 2 (17.3% vs 6.9% cream 
vehicle; P<0.001) and maintained through to Week 16 (48.9% vs 25.2%, 
respectively; P<0.001)
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Efficacy and safety of delgocitinib cream in adults with moderate to severe Chronic Hand Eczema: pooled results of the Phase 3 DELTA 1 and 2 trials
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• To study the efficacy and safety of twice-daily delgocitinib cream 20 mg/g compared with cream vehicle in adults with moderate to severe Chronic Hand Eczema (CHE) up to 
Week 16 in a pooled analysis of the DELTA 1 and 2 trials

Objectives

• In Phase 3 DELTA 1 (NCT04871711) and DELTA 2 (NCT04872101), patients were 
randomized 2:1 to twice-daily delgocitinib cream 20 mg/g or cream vehicle for 
16 weeks 

– The primary endpoint was IGA-CHE treatment success at Week 16, defined 
as an IGA-CHE score of 0/1 (clear/almost clear, i.e., no/barely perceptible 
erythema and no other signs), with a 
≥2-step improvement from baseline

– Key safety evaluations included treatment-emergent AEs, SAEs, and rates 
of AEs related/leading to discontinuation of study drug

– Results presented are from the main analysis of primary estimand
(composite strategy) where patients who discontinue study treatment (any 
reason) or initiate rescue treatment are 
considered non-responders with missing values being considered non-
response 

Methods• At Week 16, a greater proportion of delgocitinib-treated patients achieved IGA-CHE 
treatment success versus cream vehicle (24.3% vs 8.4%; P<0.001; Figure 1)

Results

Efficacy Results

• In this DELTA 1 and 2 pooled analysis (delgocitinib cream: n=639; cream 
vehicle: n=321), baseline demographics and patient characteristics were similar 
between the two groups (Tables 2 and 3)

Baseline Demographics and Characteristics

aIGA-CHE treatment success by visit was defined as IGA-CHE score of 0/1 (clear/almost clear, i.e., no/barely 
perceptible erythema and no other signs) with at least a two-step improvement from baseline. *Nominal 
P<0.001 versus cream vehicle.

• In this pooled analysis, delgocitinib cream 20 mg/g was shown to be:

– clinically effective in clinician-reported outcomes (IGA-CHE treatment success and HECSI) and patient-reported outcomes (DLQI) measured

– well-tolerated over 16 weeks with no identified safety concerns

• These data suggest delgocitinib cream is efficacious and well-tolerated in patients with Chronic Hand Eczema where there are no topical treatments specifically 
developed and approved for this disease

Table 3. Baseline demographics and characteristics

Total
(N=960)

Delgocitinib cream 
20 mg/g 
(N=639)

Cream vehicle
(N=321)

Age, median years 
(min-max)

44.0 (18-87) 45.0 (18-87) 42.0 (18-86)

Sex, n (%)
Male 342 (35.6) 233 (36.5) 109 (34.0)
Female 618 (64.4) 406 (63.5) 212 (66.0)
Race, n (%)
White 868 (90.4) 578 (90.5) 290 (90.3)
Black or African 
American

7 (0.7) 5 (0.8) 2 (0.6)

Asian 34 (3.5) 22 (3.4) 12 (3.7)
Other/Not reported 51 (5.3) 34 (5.3) 17 (5.3)

Age at onset of CHE, 
median years (min-
max)

33.0 (0-87) 34.0 (0-87) 32.0 (0-77)

Duration of CHE, 
median years 
(min-max)

5.0 (0-61) 5.0 (0-61) 5.0 (0-53)

IGA-CHE, n (%)
Moderate 687 (71.6) 457 (71.5) 230 (71.7)
Severe 273 (28.4) 182 (28.5) 91 (28.3)

HECSI, median 
(min-max)

62.0 (7-280) 63.0 (7-275) 60.0 (8-280)

DLQI
Median (min-max) 11.0 (0-30) 11.0 (0-30) 11.0 (2-30)
≥4, n (%) 905 (95.5) 604 (95.7) 301 (95.0)

Figure 1. Proportion of patients achieving IGA-CHE treatment successa from baseline to 
Week 16

• Higher proportions of patients treated with delgocitinib cream 20 mg/g achieved HECSI-
75, HECSI-90, and a ≥4-point DLQI improvement from baseline at Week 16 versus cream 
vehicle  (Figure 2)

Safety Results
• Treatment with delgocitinib cream for 16 weeks was well tolerated 

(Table 1)
– Delgocitinib cream had a similar safety profile as cream vehicle over 

16 weeks
– Overall, 0.5% of delgocitinib-treated patients reported AEs leading to 

treatment discontinuation vs 3.4% of those in the cream vehicle group

Table 1. Summary of AEs

Delgocitinib cream 20 mg/g 
(N=638; PYO=196.7)

Cream vehicle 
(N=321; PYO=93.9)

n (%) E R n (%) E R 

All events 291 (45.6) 579 294.3 153 (47.7) 307 326.9

Serious AEs 11 (1.7) 12 6.1 6 (1.9) 8 8.5

Severity of AEs

Mild 223 (35.0) 391 198.8 120 (37.4) 199 211.9

Moderate 118 (18.5) 167 84.9 60 (18.7) 92 98.0

Severe 15 ( 2.4) 21 10.7 9 (2.8) 16 17.0

AEs probably or 
possibly related to 
study drug

34 (5.3) 47 23.9 24 (7.5) 32 34.1

AEs leading to 
discontinuation of 
study drug

3 (0.5) 3 1.5 11 (3.4) 12 12.8

Frequent AEs (≥2% in any treatment group)

COVID-19 71 (11.1) 71 36.1 34 (10.6) 34 36.2

Nasopharyngitis 44 (6.9) 49 24.9 24 (7.5) 26 27.7

Figure 2. Proportion of patients achieving HECSI-75, HECSI-90 and a ≥4-point DLQI 
improvement from baseline at Week 16 (key secondary endpoints)

aAmong patients with baseline ≥4 points DLQI score. Nominal P-values compare delgocitinib cream 20 mg/g 
versus cream vehicle. The number of patients are represented within each respective bar.

Conclusions

Table 2. Previous CHE treatments

Total
(N=960)

Delgocitinib cream 20 
mg/g (N=639)

Cream vehicle
(N=321)

TCS
Inadequate response in last 
12 months, n (%)

950 (99.0) 634 (99.2) 316 (98.4)

Medically inadvisable, n (%) 195 (20.3) 127 (19.9) 68 (21.2)

TCI, n (%) 349 (36.4) 234 (36.6) 115 (35.8)
Phototherapy and other 
procedures, n (%)

191 (19.9) 125 (19.6) 66 (20.6)

Oral retinoids, n (%) 143 (14.9) 97 (15.2) 46 (14.3)
Oral corticosteroids, n (%) 137 (14.3) 96 (15.0) 41 (12.8)
Oral methotrexate, n (%) 50 (5.2) 35 (5.5) 15 (4.7)
Oral cyclosporine, n (%) 31 (3.2) 20 (3.1) 11 (3.4)
Other previous CHE 
treatments*, n (%)

212 (22.1) 144 (22.5) 68 (21.2)

*The most frequently reported (>2% of patients) included antihistamines, select emollients and 
protectives, and antibiotics.

• Delgocitinib is a first-in-class, topical, pan-JAK inhibitor1

– In two phase 3 trials (DELTA 1 and 2), twice-daily delgocitinib cream 20 
mg/g up to 16 weeks demonstrated significantly greater efficacy, versus 
cream vehicle, and was well-tolerated in adults with moderate to severe 
CHE2,3

Background

• No specific treatment-emergent safety concerns were identified with delgocitinib 
cream 20 mg/g treatment

– Few SAEs were reported, with all being assessed as not related to study drug; 
no SAE led to any safety concerns

– No AEs of special interest were reported for eczema herpeticum, deep vein 
thrombosis, or pulmonary embolism

– No changes or differences between treatment groups in haematology, 
biochemistry, vital signs, physical examination, or electrocardiogram were 
assessed to be of clinical relevance

AE, adverse event; CHE, Chronic Hand Eczema; CI, confidence interval; DLQI, Dermatology Life Quality Index; E, number of events; HECSI, 
Hand Eczema Severity Index; HECSI-75/90, ≥75%/≥90% improvement in Hand Eczema Severity Index; IGA-CHE, Investigator's Global 
Assessment for CHE; JAK, Janus kinase; LTE, long-term extension; N, number of patients in analysis set; n, number of patients with data 
available at baseline; PYO, patient-years of observation; R, rate calculated as (E/PYO)*100; SAE, serious adverse event; TCI, topical 
calcineurin inhibitors; TCS, topical corticosteroids.

1. Tanimoto A, et al. Inflamm Res. 2015;64(1):41-51. 2. Bissonnette R, et al. Late Breaker presentation on 18th March 2023 at the 81st

Annual Meeting of the American Academy of Dermatology (AAD) in New Orleans, LA, USA. 3. Schliemann S, et al. Poster presentation at 
32nd Annual Congress of the EADV, 11-14 October 2023 in Berlin, Germany. 
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Long-term safety and efficacy of tralokinumab in adults and adolescents with moderate-to-severe atopic dermatitis treated for up to 6 years
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• To assess the safety and efficacy of long-term treatment with tralokinumab in the final results of the 5-

year extension study ECZTEND   

Objectives

• Patients who completed one of multiple tralokinumab parent trials at participating sites were eligible to 

enroll in ECZTEND, regardless of previous treatment or response in parent trials (See online 

supplement, available via QR code)

• Patients enrolled in ECZTEND received open-label tralokinumab 300 mg Q2W (home use) provided at 

site visits every 8-16 weeks and were allowed to use mild-to-moderate potency TCS or TCI at the 

investigators’ discretion

Methods

• Long-term treatment with tralokinumab demonstrated sustained efficacy, with EASI-75 and 

IGA 0/1 observed in 92.9% and 66.7% of patients at Week 248, respectively (Fig. 1)

• Itch, sleep, and life quality improvements were sustained at levels equivalent to no-to-mild 

disease (See online supplement, available via QR code)

Results

• Tralokinumab, a monoclonal antibody that specifically neutralizes IL-13, is indicated for the treatment of 

moderate-to-severe AD in patients aged ≥12 years2

• ECZTEND (NCT03587805) is a long-term open-label extension study evaluating the long-term safety and 

efficacy of tralokinumab for up to 5 years in adults and adolescents with moderate-to-severe AD

• Interim analyses have previously demonstrated the benefit-risk profile of tralokinumab in patients followed 

up to 3.5 years in ECZTEND3,4

Background

Efficacy

Baseline Demographics and Clinical Characteristics

• Long-term use of tralokinumab, up to 1 year in parent trials plus up to 5 years in ECZTEND, 

was well-tolerated with no new safety signals identified in patients aged 12 and up with 

moderate-to-severe AD

• Tralokinumab treatment demonstrated robust long-term efficacy with sustained improvements 

in AD signs, symptoms, and quality of life

Conclusions

Table 4. Baseline demographics and clinical characteristics
ECZTEND total population

N=1672; PYE=4466.2

Demographics

Age, median years (min ; max) 36.0 (13.0 ; 87.0)

Age group, years, n (%)

12-17 103 (6.2)

≥18 1569 (93.8)

Female, n (%) 709 (42.4)

Race, n (%)

White 1194 (71.4) 

Asian 312 (18.7)

Black 120 (7.2) 

Age at onset of AD, median years (min ; max) 3.0 (0.0 ; 84.0)

Clinical characteristics

Parent trial baseline

N=1664

ECZTEND baseline

N=1672

IGA score, n (%)

0/1 – clear/almost clear - 525 (31.4)

2 – mild - 608 (36.4)

3 – moderate 890 (53.5) 443 (26.5) 

4 – severe 774 (46.5) 96 (5.7) 

EASI, median (Q1 ; Q3) 27.0 (20.6 ; 37.9) 4.6 (1.6 ; 11.7)

SCORAD, median (Q1 ; Q3)
n = 1664

67.7 (59.8 ; 78.0)

n = 1670

29.4 (18.0 ; 43.8)

DLQI, median (Q1 ; Q3)
n = 1488

16.0 (11.0 ; 21.0)

n = 1504

5.0 (2.0 ; 9.0)

Abbreviations: AD, atopic dermatitis; AE, adverse event; AESI, AE of special interest; CI, confidence interval; COVID-19, coronavirus disease 2019; CTCL, cutaneous T-cell lymphoma; DLQI, 

dermatology life quality index; E, number of AEs; EASI, Eczema Area and Severity Index; EASI-75, 75% improvement in EASI; IGA, Investigator’s Global Assessment; IR, Incidence rate (n/100PYE), 

for IR calculations, patient exposure was censored at the time of first event; n, number of patients with ≥1 event (unless otherwise specified); N, number of patients in indicated treatment set; PT, 

preferred term; PYE, patient years of exposure; Q2W, every 2 weeks; SAE, serious AE; SCORAD, SCORing AD; SD, standard deviation; TCI, topical calcineurin inhibitor; TCS, topical corticosteroid. 

Figure 1. Proportion of patients achieving IGA 0/1 and EASI-75 as observed over 248 

weeks of treatment in ECZTEND 

Patients and treatment

• AEs were coded over the course of the trial according to the Medical Dictionary for Regulatory Activities 

(MedDRA©) system

• Due to the absence of a comparator arm in ECZTEND, data from the initial 16-week treatment period of 7 

placebo-controlled parent trials (NCT03131648, NCT03160885, NCT03363854, NCT03562377, 

NCT03526861, NCT03761537, NCT04587453) are provided as a basis for comparison3

• Exposure adjusted IRs were calculated as the number of patients reporting an event per PYE

– PYE was defined as the time until the first event or exposure end, whichever came first, and 

incidence was defined as the first event

• Efficacy results are presented using observed data

Analyses

Safety

• Patients were exposed to tralokinumab for up to 1 year in the parent trials and up to 5 years in ECZTEND 

(Table 1)

• The overall long-term safety profile of tralokinumab in ECZTEND was similar to the safety profile 

observed in the initial placebo-controlled treatment period of the parent trials (Tables 2 and 3)

– AEs and SAEs were reported at lower rates in ECZTEND

– The majority of AEs were mild-to-moderate

aStudy size-adjusted % and IR; bA patient in their 50’s was treated with study drug for 1 year in the parent trial and 3.5 years (1271 

days) in ECZTEND and had previously received cyclosporine and azathioprine. The patient was diagnosed with COVID-19 infection 

and subsequently hospitalized for 31 days in the ICU for respiratory distress and extensive pneumopathy, during which the patient 

was diagnosed with cutaneous T-cell lymphoma (CTCL) and re-hospitalized 25 days later with febrile dyspnea, worsening of 

interstitial lung disease, and major biological inflammatory syndrome with hypereosinophilia. The patient died 5 days later due to 

multiple organ failure and refractory hypoxemia, later classified as worsening of an interstitial lung disease related to CTCL and 

possible sequelae of COVID-19; cThe details of the reported death in the initial period of the of the vaccine study (ECZTRA 5) have 

been previously published1; dThe difference between ECZTEND and the parent trials for coronavirus infection was consistent with the 

timing of trials relative to the COVID-19 pandemic. 
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Table 1. Exposure time to tralokinumab
ECZTEND

N=1672; PYE=4466.2

Parent trial + ECZTEND

N=1664; PYE=5487.6

PYE

Mean (SD) 2.7 (1.3) 3.3 (1.4)

Median (min;max) 2.6 (0.00;5.14) 3.3 (0.00;6.14)

Exposure time, n (%)

≥16 weeks 1592 (95.2) 1647 (99.0) 

≥52 weeks (1 year) 1422 (85.0) 1551 (93.2) 

≥104 weeks (2 years) 1184 (70.8) 1331 (80.0) 

≥156 weeks (3 years) 701 (41.9) 978 (58.8) 

≥208 weeks (4 years) 321 (19.2) 571 (34.3)

≥256 weeks (~5 years) 61 (3.6) 239 (14.4) 

≥304 weeks (~6 years) - 46 (2.8) 

Scan to download a copy of this poster and an online data supplement

Copies of this poster and its content, obtained through this QR code, are for personal 

use only and may not be reproduced without written permission from the authors

Table 2. Summary of AEs in treatment period
ECZTEND (up to Week 268) Placebo-controlled parent trials (up to Week 16)a

Tralokinumab

N=1672; PYE=4466.2

Tralokinumab

N=1939; PYE=587.2

Placebo

N=913; PYE=271.3

E n (%) IR E n (adj %) Adj IR E n (adj %) Adj IR

Overall summary of treatment-emergent AEs

All AEs 8119 1421 (85.0) 114.33 3894 1325 (67.5) 424.8 1746 616 (68.1) 475.3

SAEs 189 151 (9.0) 3.54 44 43 (2.0) 6.7 36 29 (3.3) 11.1

AEs leading to permanent

discontinuation of study drug 
79 76 (4.5) 1.71 51 42 (2.0) 6.8 24 18 (2.0) 7.0

Outcome

Fatal 1b 1 (0.1) 0.02 1c 1 (0.1) 0.3 0 0 (0.0) -

Treatment-emergent AEs (≥5% in ECZTEND) by PT

Dermatitis atopic 632 357 (21.4) 9.28 394 299 (13.5) 50.9 292 194 (23.0) 99.5

Nasopharyngitis 599 372 (22.2) 10.09 378 313 (15.9) 58.6 141 114 (12.6) 46.5

Coronavirus infectiond 322 299 (17.9) 7.22 0 0 (0) - 0 0 (0) -

Upper respiratory tract infection 233 147 (8.8) 3.57 134 122 (6.2) 21.3 46 42 (4.6) 16.3

Headache 143 114 (6.8) 2.66 128 95 (5.1) 17.7 52 40 (4.4) 15.0

Conjunctivitis 131 103 (6.2) 2.41 115 100 (4.9) 16.9 15 14 (1.6) 5.4

• Baseline demographics and clinical characteristics for the final ECZTEND results were similar to previous 

analyses3,4 (Table 4)

• In ECZTEND most AESI eye disorder events (97%) were mild to moderate and only 7 (0.5%) 

patients discontinued treatment due to AESI eye disorders (Table 3)

n, number of patients with recorded observation; Q1, 1st quartile (25th percentile); Q3, 3rd quartile (75th percentile). 

n, number of patients with recorded observation.

aStudy size-adjusted % and IR; bEye disorders category includes several PTs, such as conjunctivitis, conjunctivitis 

allergic, conjunctivitis bacterial, conjunctivitis viral, keratitis, keratitis viral, ulcerative keratitis, and atopic 

keratoconjunctivitis; cEczema herpeticum category includes PTs such as eczema herpeticum and kaposi's

varicelliform eruption; dMalignancies diagnosed after dosing (excluding basal cell carcinoma, localized squamous 

cell carcinoma of the skin, and carcinoma in situ of the cervix).

Error bars represent 95% CI; *Study duration varied based on patients’ consent to the amendment to prolong the 

study from 3 to 5 years and the country of enrollment (see online supplement, available via QR-code).
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Table 3. Summary of AESIs in treatment period
ECZTEND (up to Week 268) Placebo-controlled parent trials (up to Week 16)a

Tralokinumab

N=1672; PYE=4466.2

Tralokinumab

N=1939; PYE=587.2

Placebo

N=913; PYE=271.3

E n (%) IR E n (adj%) Adj IR E n (adj %) Adj IR

Eye disordersb 260 189 (11.3) 4.59 184 158 (8.0) 27.8 35 30 (3.4) 11.4

Skin infections requiring 

systemic treatment
82 61 (3.6) 1.39 55 48 (2.3) 7.7 54 45 (5.1) 18.1

Eczema herpeticumc 30 23 (1.4) 0.52 9 9 (0.5) 1.6 12 12 (1.4) 4.8

Malignancy diagnosed 

after treatment 

assignmentd
17 17 (1.0) 0.38 1 1 (<0.1) 0.1 1 1 (0.1) 0.4

https://www.ismpp.org/gpp-2022
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• Baseline demographics and disease characteristics were comparable in the two 

treatment groups (Table 3)

Baseline demographics and characteristics

• This head-to-head, phase 3 DELTA FORCE trial (NCT05259722) evaluated the efficacy, effect on HRQoL, and safety of 

twice-daily topical delgocitinib cream 20 mg/g compared with once-daily oral alitretinoin capsules in adult patients with 

severe CHE

Objective

Missing data were imputed with WOCF (continuous endpoints) or non-response (binary endpoints). Data after initiation of rescue treatments or permanent 
discontinuation of trial drug were treated as missing. Two-sided P-values are reported. The order of endpoints in this table reflects the order of the testing 
hierarchy. IGA-CHE TS was defined as achieving an IGA-CHE score of 0 (clear) or 1 (almost clear i.e., barely perceptible erythema only). The AUC of HECSI-90 
from baseline up to Week 24 represents the number of days with 90% reduction in HECSI score until Week 24. The AUC of reduction from baseline in DLQI 
score up to Week 24 represents the cumulative improvement in DLQI score until Week 24. 

• Chronic Hand Eczema (CHE) is one of the most common chronic 

inflammatory disorders affecting the hands and wrists that can negatively 

impact patient HRQoL and occupational capabilities1-4

• Alitretinoin, an oral systemic retinoid, is currently the only drug 

specifically approved in a few countries worldwide for the treatment of 

severe CHE2,5,6

• Delgocitinib cream is a topical pan-JAK inhibitor impacting the activation 

of multiple JAK-STAT pathways involved in skin barrier dysfunction and 

the inflammation associated with CHE pathogenesis7,8

– In phase 3 trials in patients with moderate to severe CHE,9,10

delgocitinib cream demonstrated significant improvement in all primary 

and secondary efficacy endpoints versus cream vehicle and was well 

tolerated when used long-term as needed

Background

Abbreviations: AE, adverse event; AUC, area under the curve; CHE, Chronic Hand Eczema; CI, confidence interval; 
DLQI, dermatological life quality index; E, number of events; FAS, full analysis set; HECSI, hand eczema severity index; 
HECSI-90, at least 90% improvement in HECSI score from baseline; HESD, hand eczema symptom diary; HRQoL, health-
related quality of life; IGA-CHE, Investigator's Global Assessment for CHE; IGA-CHE TS, IGA-CHE treatment success, i.e. 
an IGA-CHE score of 0 (clear) or 1 (almost clear); JAK, Janus kinase; LS mean, Least Squares mean; max, maximum; 
MedDRA, Medical Dictionary for Regulatory Activities; min, minimum; n, number of patients with observation; N, total number 
of patients; NRI, non-response imputation; %, percentage of patients with observation; PYO, patient years of observation; 
Q1, first quartile; Q3, third quartile; R, rates (E/PYO)×100; SD, standard deviation; STAT, signal transducer and activator of 
transcription; TCS, topical corticosteroids; WOCF, worst observation carried forward. 

Results

• Superiority of delgocitinib cream was shown for the primary endpoint and all secondary efficacy endpoints (Table 1)

– Consistently higher efficacy rates in the delgocitinib cream group were observed throughout the treatment period, with 

differences between treatment groups observed from Week 1 (Figure 1)

• Delgocitinib cream was well-tolerated and showed a favourable safety profile versus alitretinoin (Table 2)

– Fewer patients in the delgocitinib cream group than in the alitretinoin group reported AEs, serious AEs, and AEs 

leading to trial drug discontinuation (Table 2) 

• Permanent discontinuations of trial drug were more frequent in the alitretinoin group (35.9%) than in the delgocitinib

cream 20 mg/g group (13.4%; Figure 2) 

• Topical delgocitinib cream 20 mg/g demonstrated superior clinical treatment effects and HRQoL improvements, and a more favourable safety profile compared with oral alitretinoin over 24 

weeks across the primary and all secondary endpoints in patients with severe `CHE

• Delgocitinib cream 20 mg/g was well-tolerated over 24 weeks, with no treatment-emergent safety concerns identified

• These data support the benefits of delgocitinib cream 20 mg/g as an efficacious and well tolerated topical treatment in this patient population which faces a high disease burden and has unmet 

treatment needs

Conclusions

Table 1. Summary of efficacy results in the DELTA FORCE trial (full analysis set)

Delgocitinib 20 mg/g

(N=250)

Alitretinoin

(N=253)

Difference 

(95% CI)
P-value

Primary endpoint

Change in HECSI score (WOCF), Week 12

LS mean

n=249

-67.6

n=250

-51.5
-16.1 (-23.3 to -8.9) <0.001

Key secondary endpoints

HECSI-90 (NRI), Week 12

n (%) 

n=249

96 (38.6)

n=250

65 (26.0)
12.6 (4.3 to 20.8) 0.003

IGA-CHE TS (NRI), Week 12

n (%)

n=250

68 (27.2)

n=253

42 (16.6)
10.6 (3.3 to 17.9) 0.004

Change in HESD itch (WOCF), Week 12

LS mean 

n=238

-3.0

n=238

-2.4
-0.7 (-1.1 to -0.2) 0.005

Change in HESD pain (WOCF), Week 12

LS mean 

n=238

-2.9

n=238

-2.3
-0.6 (-1.1 to -0.1) 0.018

AUC of HECSI-90 (NRI), Week 24

LS mean

n=249

49.2

n=250

34.9
14.3 (5.8 to 22.9) <0.001

AUC of reduction in DLQI score (WOCF), 

Week 24

LS mean

n=230

1124.7

n=236

790.7
334.0 (195.7 to 472.3) <0.001

Change in HECSI score (WOCF), Week 24

LS mean

n=249

-69.6

n=250

-45.1
-24.5 (-32.6 to -16.4) <0.001

• DELTA FORCE was a phase 3, randomised, assessor-blinded, active-

controlled, parallel-group, multi-site trial 

• Adults (aged ≥18 years) with severe CHE (defined as Investigator's 

Global Assessment for CHE [IGA-CHE] score of 4) were randomised 1:1 

to twice-daily topical delgocitinib cream 20 mg/g (n=254) or once-daily 

oral alitretinoin 30 mg* (n=259) for up to 24 weeks (Figure 3)

• The primary endpoint was change in Hand Eczema Severity Index 

(HECSI) score from baseline to Week 12 

• Safety endpoints included numbers of adverse events (AEs), AEs leading 

to trial drug discontinuation, and serious AEs

• Data presented are from the composite estimand, where data collected 

after initiation of rescue treatment or after permanent discontinuation of 

the trial drug, as well as any other missing data, were imputed with worst 

observation carried forward (WOCF; including baseline value, for 

continuous endpoints) or non-response (for binary endpoints)

Methods

*The alitretinoin dose could be reduced to 10 mg in the event of unacceptable adverse reactions (as 
according to the product label). If the alitretinoin dose was decreased to 10 mg due to safety issues, it was 
not permitted to increase the dose at a later point during the trial; local safety requirements for alitretinoin 
use was followed.

Figure 3. DELTA FORCE trial design

For patients treated with medications requiring a 28-day washout period prior to baseline, the duration of 
the screening period was extended up to 31 days to ensure appropriate washout. For women of 
childbearing potential, the duration of the screening period was extended up to 42 days to ensure 
compliance with contraceptive and pregnancy prevention program requirements.

Efficacy endpoints were assessed based on the full analysis set (n=503), which comprised all eligible 
randomised patients. Safety endpoints were assessed in the safety analysis set (n=500), which comprised 
all patients who were exposed to the trial drugs. 

Table 3. Patient demographics and baseline characteristics in the DELTA 

FORCE trial (randomised population)

Delgocitinib 20 mg/g 

(n=254)

Alitretinoin

(n=259)

Overall

(N=513)

Age (years)

Median (min;max) 46.0 (18;77) 44.0 (18;75) 45.0 (18;77)

Female sex, n (%) 167 (65.7) 167 (64.5) 334 (65.1)

Race, n (%)

White

Asian

Black or African American

Multiple

Other/Not reported

237 (93.3)

9 (3.5)

1 (0.4)

2 (0.8)

5 (2.0)

240 (92.7)

5 (1.9)

3 (1.2)

0

11 (4.2)

477 (93.0)

14 (2.7)

4 (0.8)

2 (0.4)

16 (3.1)

Region, n (%)

Europe

North America

229 (90.2)

25 (9.8)

230 (88.8)

29 (11.2)

459 (89.5)

54 (10.5)

Age at onset of CHE,

Median years (min;max) 37.5 (0;72) 36.0 (0;72) 37.0 (0;72)

Duration of CHE, 

Median years (min;max) 4.0 (0;50) 4.0 (0;48) 4.0 (0;50)

IGA-CHE, n (%)

Severe

Mild

254 (100.0)

0

258 (99.6)

1 (0.4)a

512 (99.8)

1 (0.2)a

HECSI

Median (Q1;Q3)

n=252 

79.5 (52.5; 114.5) 

n=256 

80.0 (52.0; 119.0) 

n=508

80.0 (52.0; 117.0)

DLQI

Median (Q1;Q3)

n=233

12.0 (8.0; 17.0)

n=242 

12.0 (8.0; 17.0) 

n=475

12.0 (8.0; 17.0)

HESD itch (weekly average)b

Median (Q1;Q3)

≥4, n (%)

n=240

6.1 (3.8; 8.0)

177 (69.7)

n=244

6.4 (4.1; 8.0)

185 (71.4)

n=484

6.2 (3.9; 8.0)

362 (70.6)

HESD pain (weekly average)b

Median (Q1;Q3)

≥4, n (%)

n=240 

5.6 (3.1; 7.6) 

163 (64.2) 

n=244 

6.1 (3.6; 8.0) 

176 (68.0) 

n=484

6.0 (3.3; 7.9)

339 (66.1)

Figure 1. Consistently higher efficacy rates in the delgocitinib cream group throughout the treatment 

period (full analysis set)

***P≤0.001; **P<0.01; *P<0.05.
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Table 2. Summary of adverse events in the DELTA FORCE trial (safety analysis set)

Delgocitinib 20 mg/g

(N=253, PYO=120.9)

Alitretinoin

(N=247, PYO=104.0)

n (%) E R n (%) E R 

All AEs 125 (49.4) 280 231.5 188 (76.1) 620 596.1

Serious AEs 5 (2.0) 5 4.1 12 (4.9) 12 11.5

Severity

Mild

Moderate

Severe

92 (36.4)

68 (26.9)

4 (1.6)

168

108

4

138.9

89.3

3.3

151 (61.1)

104 (42.1)

14 (5.7)

397

198

25

381.7

190.4

24.0

AEs probably or possibly 

related to trial drug

24 (9.5) 30 24.8 134 (54.3) 311 299.0

AEs leading to permanent 

discontinuation of trial 

drug

3 (1.2) 4 3.3 25 (10.1) 44 42.3

AEs of special interest

Eczema Herpeticum

Deep Vein Thrombosis

Pulmonary Embolism

0

0

0

0

0

0

0

0

0

0

1 (0.4)

0

0

1

0

0

1.0

0

Frequent AEs (≥5% in any treatment group)

Headache

Nasopharyngitis

Nausea

10 (4.0)

30 (11.9)

1 (0.4)

19

38

1

15.7

31.4

0.8

80 (32.4)

34 (13.8)

14 (5.7)

114

46

15

109.6

44.2

14.4

AEs starting or worsening in severity after first trial drug dose and reported on or before Week 26 were reported. Relation to trial drug was 
based on investigator's assessment. AEs were coded using MedDRA Version 24.0 dictionary.

Figure 2. Time to permanent discontinuation of trial drug (full analysis set)
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aPatient with baseline IGA-CHE = mild was excluded from the full analysis set due to inclusion criteria not being met. bBaseline weekly 
average was defined as the average of the daily observations during the 7 days preceding the randomization date. IGA-CHE scores: 0-
clear, 1-almost clear, 2-mild, 3-moderate, and 4-severe. HECSI ranges from 0–360. DLQI scores range from 0–30. HESD itch and HESD 
pain scores range from 0–10. 
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• To examine systemic exposure of delgocitinib cream 20 mg/g in adults with 
moderate to severe Chronic Hand Eczema (CHE) in the randomized, double-blind, 
vehicle-controlled DELTA 2 trial

• To compare DELTA 2 systemic exposure with corresponding data following oral 
administration of delgocitinib in a Phase 1 trial

• To present a summary of delgocitinib cream safety from the randomized, double-
blind, vehicle-controlled DELTA 2 trial

Objectives

• The DELTA 2 pivotal Phase 3 clinical trial was randomized, double-blind and 
vehicle-controlled (Figure 3)

– Adults (aged ≥18 years) with moderate to severe CHE were randomized 2:1 
to twice-daily delgocitinib cream 20 mg/g (n=314) or cream vehicle (n=159) 
for 16 weeks followed by either 2-weeks safety follow up or transfer to a 36-
week extension trial

– Pharmacokinetic blood sampling was performed 2-6 hours after delgocitinib 
cream application at Weeks 1, 4, and 16 using an LC/MS-based method with 
a lower limit of quantitation of 5 pg/mL

• In the Phase 1 trial (NCT05050279), single oral doses of delgocitinib 1.5, 3, 6, and 
12 mg) were tested in healthy volunteers (n=40) with sampling performed 30 
minutes prior to administration and at 13 timepoints for up to 24-hours post-
administration

• IC50 of delgocitinib was assessed using an in vitro IL-4 release assay based on 
whole blood of healthy adults (n=4)

Methods
• In DELTA 2, the geometric mean plasma concentration of delgocitinib was 0.21, 

0.20 and 0.12 ng/mL at Weeks 1, 4 and 16, respectively (Figure 1)
• The geometric mean IC50 of delgocitinib in an IL-4 release assay (in vitro spiking of 

whole blood from healthy adults) was 17.2 ng/mL
• In the Phase 1 trial, the lowest oral delgocitinib dose tested (1.5 mg; n=8) showed 

a peak systemic exposure (geometric mean Cmax) of 7.2 ng/mL (Table 1)

Results

• In the DELTA 2 trial, twice-daily application of delgocitinib cream 20 mg/g demonstrated:

– minimal systemic exposure in association with a favorable safety profile in patients with moderate to severe CHE treated for 16 weeks

– no safety findings to support any causal relationship with systemic adverse events, with no AEs of special interest being reported

– no clinically meaningful changes in laboratory parameters versus cream vehicle

• No systemic pharmacological effects are expected from twice-daily applications of delgocitinib cream 20 mg/g in patients with moderate to severe CHE

AE, adverse event; ALT, alanine aminotransferase; AUC0-∞, extrapolated area under the plasma concentration-time curve; CHE, Chronic 
Hand Eczema; Cmax, peak drug plasma concentration; CV, coefficient of variation (calculated based on log-normal distribution assumption); 
HESD, hand eczema symptom diary; HRQoL, health-related quality of life; IC50, concentration of drug required for 50% inhibition;  IGA-CHE, 
Investigator's Global Assessment for CHE; JAK, Janus kinase; LC, liquid chromatography; LDL-C, low-density lipoprotein cholesterol; LTE, 
long-term extension; min, minimum; max, maximum; MS, mass spectrometry; N, number of patients in analysis set; n, number of patients 
with data available at baseline; Q1, first quartile; Q3, third quartile; TCS, topical corticosteroids; TG, triglycerides; t1/2, time required for 
drug plasma concentration to decrease by 50%; tmax, time to peak drug plasma concentration.

1. Dubin C, et al. Ther Clin Risk Manag. 2020;31;16:1319-1332. 2. Lee RG, et al. Dermatol Ther. 2019;32(3):e12840. 
3. Bissonnette R, et al. Late Breaker presentation on 18th March 2023 at the 81st Annual Meeting of the American Academy of 
Dermatology (AAD) in New Orleans, LA, USA. 4. Schliemann S, et al. Poster presentation at 32nd Annual Congress of the EADV, 11-14 
October 2023 in Berlin, Germany. 

Disclosures
MG has been an investigator, speaker and/or advisor for: AbbVie, Acelyrin, Amgen, Akros, AnaptysBio, Arcutis, Aristea, ASLAN 
Pharmaceuticals, Apogee, Bausch Health, BMS, Boehringer Ingelheim, Cara Therapeutics, Celgene, Dermira, Dermavant, Eli Lilly, Galderma, 
Inmagene Biopharmaceuticals, Incyte, Janssen, LEO Pharma, MedImmune, Meiji Seika Pharma, Moonlake, Nimbus, Novartis, Pfizer, 
Regeneron, Reistone Biopharma, Roche, Sanofi Genzyme, Sun Pharma, Tarsus, Takeda Pharmaceuticals, UCB, and Ventyx. DT has received 
honoraria or fees for serving on advisory boards, as a speaker, as a consultant from AbbVie, Amgen, Almirall, Beiersdorf, Bristol-Meiers-
Squibb, Boehringer Ingelheim, Galapagos, LEO Pharma, Merck Sharp & Dohme, Morphosys, Lilly, Novartis, Janssen-Cilag, Pfizer, Regeneron, 
Sanofi, Hexal, Sun Pharmaceuticals, and UCB and grants from LEO Pharma and Novartis. DM and AS are employees of LEO Pharma A/S. TD
was an employee of LEO Pharma A/S. RB is an Advisory Board Member, Consultant, Speaker and/or Investigator for and receives honoraria 
and/or grant from AbbVie, Amgen, Apogee, Arcutis, Asana BioSciences, Bellus Health, BioMimetix, Bluefin Biomedicine, Boehringer-
Ingelheim, Boston, CARA Therapeutic, Clexio, Dermavant, Eli Lilly, Escient, Evidera, Fresh Tracks (Brickell), Galderma, GlaxoSmithKline, 
Incyte, Inmagene Bio, Janssen, LEO Pharma, Merck, Novartis, Opsidio, Pfizer, RAPT Therapeutic, Regeneron, Sanofi, Target RWE, Vyne 
Therapeutics and Zencor.

References

Abbreviations

Funding and Acknowledgements
The authors would like to thank the DELTA 2 study investigators. This DELTA 2 subgroup analysis was sponsored by LEO Pharma A/S,
Ballerup, Denmark. Medical writing and editorial support were provided by Susanne Ulm, PhD from Alphabet Health and was funded 
by LEO Pharma A/S, Ballerup, Denmark. This work was previously presented at the Annual Meeting of the American Academy of 
Dermatology (AAD), 08–12 March 2024, San Diego, CA, USA.

Conclusions

Figure 3. DELTA 2 trial designa

aSystemic exposure samples collected at Weeks 1, 4, and 16 (2-6 hours after delgocitinib cream application).
Key inclusion criteria: adults (aged ≥18) with diagnosis of CHE, defined as hand eczema that has persisted for >3 months or returned ≥2 
times within past 12 months; IGA-CHE score of 3 (moderate) or 4 (severe); HESD itch score (weekly average) of ≥4 points; medical history of 
inadequate response to TCS (within past 12 months) or TCS medically inadvisable. 
Results presented are from the main analysis of the primary estimand (composite strategy) where patients who discontinue study 
treatment (any reason) or initiate rescue treatment are considered non-responders with missing values being considered non-response. 
DELTA 3: ClinicalTrials.gov ID NCT04949841.

• The pathogenesis of CHE involves JAK-STAT signaling pathways1,2

• The cream formulation of delgocitinib, a pan-JAK inhibitor, has been developed 
for topical use

– Delgocitinib cream was well tolerated and demonstrated significant 
improvement in all efficacy endpoints in the identical DELTA 1 
(NCT04871711) and DELTA 2 (NCT04872101) pivotal phase 3 trials for 
treatment of moderate to severe CHE3,4

Background

Figure 2. Mean (SD) change in laboratory parameters from baseline by study visit in DELTA 2

2-week safety 
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transfer to LTE trial 

(DELTA 3)

Screening

2:1 randomization
Stratified by 
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and IGA-CHE 

baseline severity Cream vehicle

Delgocitinib cream 20 mg/g

Time from start of treatment (weeks) 
18164210 8 12

• In DELTA 2, delgocitinib cream treatment was well tolerated, with AEs being reported by 45.7% (n=143/313) of patients in the delgocitinib cream group and 44.7% (n=71/159) 
of those in the cream vehicle group, and COVID-19 being most common (11.5% vs 12.6%, respectively)

– The proportion of subjects with possibly or probably related AEs was low and similar between delgocitinib cream (7.0% [n=22/313]) and cream vehicle (6.9% [n=11/159]) 
– Few serious AEs were reported (delgocitinib cream: 1.6% [n=5/313]; cream vehicle: 1.9% [n=3/159]) with none assessed as related to the study drug; no deaths were 

reported
– No AEs of special interest were reported (eczema herpeticum, deep vein thrombosis, or pulmonary embolism)
– No malignancies, major adverse cardiovascular events or venous thromboembolisms were reported in patients treated with delgocitinib cream
– No changes or differences between the delgocitinib cream 20 mg/g and cream vehicle in laboratory parameters were assessed to be of clinical relevance (Figure 2)

Dose 
(mg)

n
AUC0-∞ 

(h*ng/mL)
Cmax

(ng/mL)
tmax (h) 
median

t1/2 (h)

1.5 8 39.6 7.2 1.0 2.0

3 8 66.6 18.4 0.84 2.3

6 8 211.0 51.0 0.83 2.9

12 8 408.0 99.3 1.0 2.8

Table 1. Systemic exposure in the oral Phase 1 trial

- 0 . 4

- 0 . 2

0 . 0

0 . 2

0 . 4

0 . 6

W e e k s

C
h

a
n

g
e

 in
 ly

m
p

h
o

c
y
te

s 
(1

0
9
/
L
)

fr
o

m
 b

a
se

lin
e

, 
m

e
a

n
 (
S

D
)

Delgocit inib cream 20 mg/ g (n=313) Cream vehicle (n=159)

0 2 4 8 12 16

Lymphocytes

- 0.6 - 2.0

- 1.5

- 1.0

- 0.5

0.0

0.5

1.0

1.5

2.0

Weeks

C
h

a
n

g
e

 in
 n

e
u

tr
o

p
h

ils
 (
10

9
/
L
)

fr
o

m
 b

a
se

lin
e

, 
m

e
a

n
 (
S

D
)

Delgocit inib cream 20 mg/ g (n=313) Cream vehicle (n=159)

0 2 4 8 12 16

Neutrophils

- 8

- 6

- 4

- 2

0

2

4

6

8

Weeks

C
h

a
n

g
e

 in
 h

e
m

o
g

lo
b

in

fr
o

m
 b

a
se

lin
e

, 
m

e
a

n
 (
S

D
)

Delgocit inib cream 20 mg/ g (n=313) Cream vehicle (n=159)

0 2 4 8 12 16

Hemoglobin

- 15

- 10

- 5

0

5

10

15

Weeks

C
h

a
n

g
e

 in
 A

L
T
 (
U

/
L
)

fr
o

m
 b

a
se

lin
e

, 
m

e
a

n
 (
S

D
)

Delgocit inib cream 20 mg/ g (n=313) Cream vehicle (n=159)

0 2 4 8 12 16

Alanine aminotransferase

- 0.8

- 0.6

- 0.4

- 0.2

0.0

0.2

0.4

0.6

0.8

Weeks

C
h

a
n

g
e

 in
 C

h
o

le
st

e
ro

l (
m

m
o

l/
L
)

fr
o

m
 b

a
se

lin
e

, 
m

e
a

n
 (
S

D
)

Delgocit inib cream 20 mg/ g (n=313) Cream vehicle (n=159)

0 2 4 8 12 16

Cholesterol

- 0.8

- 0.6

- 0.4

- 0.2

0.0

0.2

0.4

0.6

0.8

Weeks

C
h

a
n

g
e

 in
 L

D
L
-
C

 (
m

m
o

l/
L
)

fr
o

m
 b

a
se

lin
e

, 
m

e
a

n
 (
S

D
)

Delgocit inib cream 20 mg/ g (n=313) Cream vehicle (n=159)

0 2 4 8 12 16

LDL Cholesterol

Figure 1. Box plot of delgocitinib concentration by visit at Weeks 1, 4, and 16 in 
the DELTA 2 triala
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Long-term safety and efficacy of delgocitinib cream for up to 36 weeks in adults with Chronic Hand Eczema: results of the Phase 3 open-label extension DELTA 3 trial
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• To evaluate the long-term safety and efficacy of as-needed treatment with twice-daily applications of delgocitinib cream 20 mg/g in adults with CHE in the DELTA 3 trial

Objectives

• No increase in AE rates was seen in DELTA 3 long term as-needed treatment vs DELTA 1 and 2 (Table 1)
• Few SAEs were observed, with all being evaluated as non-related to study drug
• Delgocitinib cream 20 mg/g was generally well tolerated across all three trials 

– In DELTA 3, most patients reported no or mild tolerability issuesa from Week 1 (83.9%), with tolerability improving up to Week 36 (90.2%)

Results

• CHE is one of the most frequent chronic inflammatory diseases affecting hands and wrists, and 
is associated with pain, itch, as well as significant functional, social, and psychological burden1-4

– There are no topical treatments specifically developed and approved for CHE5,6

– There is a preference from patients for novel steroid-free topical alternatives for CHE 
treatment7

• Delgocitinib is a first-in-class topical pan-JAK inhibitor that targets the key mediators of CHE 
pathogenesis8

– In the pivotal Phase 3 DELTA 1 (NCT04871711) and DELTA 2 (NCT04872101) trials, 
delgocitinib cream 20 mg/g demonstrated greater improvements in both patient- and 
clinician-reported efficacy outcomes versus cream vehicle and was well tolerated over 16 
weeks9,10 

Background

Across DELTA 1, 2, and 3, no safety concerns were identified

Baseline Demographics and Characteristics

During DELTA 3, patients stopped treatment when IGA-CHE 0 or 1 was achieved and re-initiated treatment when they experienced IGA-CHE ≥2. 
Subjects experiencing discontinuation of study drug, initiation of rescue treatment, or withdrawal from trial, were imputed as non-responders. 
Otherwise, missing values were not imputed. 

• Overall, with delgocitinib cream 20 mg/g treatment no safety concerns were identified
– Consistent with DELTA 1 and 2, delgocitinib cream 20 mg/g remained well tolerated in DELTA 3

• Efficacy rates were maintained among subjects treated with delgocitinib cream 20 mg/g in the parent trials (DELTA 1 and DELTA 2)
– Efficacy further improved among subjects previously treated with cream vehicle

• These DELTA 3 data support the benefit of long-term as-needed use of delgocitinib cream 20 mg/g in patients with moderate to severe CHE

Conclusions

AE, adverse event; CHE, Chronic Hand Eczema; E, number of events; HECSI, Hand Eczema Severity; HECSI-75/90, ≥75%/90% improvement in HECSI score from baseline; HESD, Hand Eczema Symptom Diary 
(HESD itch score and HESD pain score ranges from 0-10); IGA-CHE, Investigator’s Global Assessment for Chronic Hand Eczema (IGA-CHE scores: 0-clear, 1-almost clear, 2-mild, 3-moderate and 4-severe); IMP, 
investigational medicinal product; JAK, Janus kinase; min, minimum; max, maximum; PYO, patient years of observation; R, event rate calculated as (E/PYO)*100.
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Figure 2. (A) DELTA 1 and 2 trial designs and (B) DELTA 3 trial design

Previous 
delgocitinib cream 
20 mg/g (N=560)

Previous cream 
vehicle
(N=241)

Total
(N=801)

Age, median years (min-max) 46.0 (18-83) 44.0 (18-86) 45.0 (18-86)
Sex, female, n (%) 355 (63.4) 157 (65.1) 512 (63.9)

Race, n (%)
White
Asian
Black or African American
Other/Not reported

513 (91.6)
15 (2.7)
3 (0.5)

29 (5.2)

219 (90.9)
9 (3.7)
1 (0.4)

12 (5.0)

732 (91.4)
24 (3.0)
4 (0.5)

41 (5.1)
Region, n (%)
Europe
North America

447 (79.8)
113 (20.2)

192 (79.7)
49 (20.3)

639 (79.8)
162 (20.2)

IGA-CHE, n (%)
Clear or almost clear
Mild
Moderate
Severe

138 (24.6)
256 (45.7)
145 (25.9)

21 (3.8)

22 (9.1)
89 (36.9)
98 (40.7)
32 (13.3)

160 (20.0)
345 (43.1)
243 (30.3)

53 (6.6)
HECSI, median 13.0 36.0 20.0
HESD itch (weekly average), median 2.7 4.9 3.4
HESD pain (weekly average), median 2.1 4.4 3.0
Age at onset of CHE, 
median years (min-max) 35.0 (0-83) 33.0 (0-72) 34.0 (0-83)
Duration of CHE, 
median years (min-max) 5.0 (0-61) 5.0 (0-53) 5.0 (0-61) 

CHE subtype, main diagnosis, n (%)
Atopic hand eczema
Hyperkeratotic eczema   
Irritant contact dermatitis
Allergic contact dermatitis 
Vesicular hand eczema (pompholyx)
Contact urticaria/protein contact dermatitis 

192 (34.3) 
120 (21.4)
111 (19.8) 
74 (13.2) 
63 (11.3) 

0

89 (36.9)
48 (19.9)
45 (18.7)
45 (18.7)  
14 (5.8) 

0

281 (35.1) 
168 (21.0) 
156 (19.5) 
119 (14.9) 

77 (9.6) 
0

End of trial

Delgocitinib cream 20 mg/g twice daily “IGA-CHE ≥2”

Off treatment “IGA-CHE 0 or 1”

Time from start of treatment (weeks) 
38362016120 24 28 324 8

Safety
follow-up

period

IGA-CHE 0 or 1 IGA-CHE ≥2

Open-label treatment (twice daily as-needed)
Subjects could arrange an unscheduled visit at any time 

Table 1. DELTA 1, 2, and 3 safety
DELTA 1 

delgocitinib cream 20 mg/g 
(N=325, PYO=100.85)

DELTA 2
delgocitinib cream 20 mg/g 

(N=313, PYO=95.87)

DELTA 3
(N=801, PYO=535.65)

n (%) E R n (%) E R n (%) E R
All events 147 (45.2) 308 305.41 143 (45.7) 269 280.60 495 (61.8) 1238 231.12
Serious events 6 (1.8) 7 6.94 5 (1.6) 5 5.22 27 (3.4) 36 6.72
Severity

Mild
Moderate
Severe

106 (32.6)
68 (20.9)
12 (3.7)

193
99
16

191.38
98.17
15.87

116 (37.1)
50 (16.0)

3 (1.0)

196
68
5

204.45
70.93
5.22

390 (48.7)
242 (30.2)

28 (3.5)

771
429
38

143.94
80.09
7.09

Probably or possibly related to IMP 12 (3.7) 17 16.86 22 (7.0) 30 31.29 27 (3.4) 31 5.79
AEs leading to permanent discontinuation of study drug 2 (0.6) 2 1.98 1 (0.3) 1 1.04 7 (0.9) 8 1.49

aDefined as ‘Worst stinging/burning’ reported as ‘none’ or ‘mild’.

DELTA 3 - Most frequent AEs were similar based on previous treatment
• No difference in proportion of patients who experienced the frequent AEs (≥2% of total subjects) was identified (Table 2)
• No clinically relevant changes were identified for vital signs, investigator-assessed ECGs and laboratory parameters

Table 2. Most frequently reported AEs
Previous delgocitinib cream 

20 mg/g (N=560, PYO=378.03)
Previous cream vehicle 
(N=241, PYO=157.62)

Total
(N=801, PYO=535.65)

System organ class/Preferred terma n (%) E R n (%) E R n (%) E R
Infections and infestations

COVID-19
Nasopharyngitis
Upper respiratory tract infection
Influenza

95 (17.0)
91 (16.3)
24 (4.3)
20 (3.6)

99
117
28
20

26.19
30.95
7.41
5.29

39 (16.2)
37 (15.4)

8 (3.3)
8 (3.3)

39
44
8
8

24.74
27.91
5.08
5.08

134 (16.7)
128 (16.0)

32 (4.0)
28 (3.5)

138
161
36
28

25.76
30.06
6.72
5.23

Skin and subcutaneous tissue disorders
Hand dermatitisb

Eczemac

20 (3.6)
7 (1.3)

24
7

6.35
1.85

11 (4.6)
10 (4.1)

12
14

7.61
8.88

31 (3.9)
17 (2.1)

36
21

6.72
3.92

Musculoskeletal and connective tissue disorder
Back pain 12 (2.1) 13 3.44 8 (3.3) 8 5.08 20 (2.5) 21 3.92

Nervous system disorder
Headache 15 (2.7) 18 4.76 7 (2.9) 9 5.71 22 (2.7) 27 5.04

aAny clinically significant aggravation/exacerbation/worsening of any medical condition comparted to screening had to be reported; bReporting exacerbation or worsening of CHE, which exceeded normal fluctuation or appeared in areas not normally affected by CHE; cPreferred term 
designated for non-specific eczemas on areas other than hands and wrists.

DELTA 3 efficacy response rates were maintained over time
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• In DELTA 3, IGA-CHE 0/1 was maintained among subjects previously treated with delgocitinib cream 20 mg/g (Fig. 1A)
– In DELTA 3, the IGA-CHE 0/1 response rate improved among subjects previously treated with cream vehicle

• Among subjects previously treated with delgocitinib cream 20 mg/g, HECSI-75/90 scores were maintained in DELTA 3 (Fig. 1B and C)
– Among subjects previously treated with cream vehicle, the HECSI-75/90 score response rates improved in DELTA 3

• In DELTA 3, ≥4-point HESD itch/pain reductions were maintained among subjects previously treated with delgocitinib cream 20 mg/g (Fig. 1D and E)
– In DELTA 3, ≥4-point HESD itch/pain reductions were improved among subjects previously treated with cream vehicle

Figure 1. DELTA 3 efficacy response rates
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Previous delgocitinib cream 20 mg/g (n=516)
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Missing data and data after initiation of rescue medication imputed as non-response. aOnly includes subjects with parent trial baseline itch 
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Methods

Screening 
and 

Randomization 2:1 Cream vehicle

Delgocitinib cream 20 mg/g 

Primary 
endpoint

Time from start of treatment (weeks) 

164210 8 12

2-week safety 
follow-up or 
transfer to 

DELTA 3

A

B

HECSI ranges from 0-360.

• DELTA 3 (NCT04949841) was a Phase 3, 36-week, open-label, multi-site, extension trial in adults with 
CHE who completed DELTA 1 or DELTA 2 (Fig. 2)

– DELTA 1 and 2 studied the effect of twice-daily applications of delgocitinib cream 20 mg/g 
versus cream vehicle in adults with moderate to severe CHE

– In DELTA 3, patients with IGA-CHE 0 or 1 were not assigned to treatment while patients with 
IGA-CHE ≥2 were assigned to delgocitinib cream 20 mg/g treatment
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• To evaluate changes in physician-assessed disease severity of AD 

in an interim analysis of the global noninterventional TRACE study

Objective

• AD is a chronic inflammatory skin disease that is associated with substantial 

disease burden, often requiring long-term treatment1

• Tralokinumab, a high-affinity monoclonal antibody that specifically targets IL-13, is 

indicated for the treatment of moderate-to-severe AD2,3

• Phase 3 clinical trials have shown that tralokinumab is effective and well tolerated 

• TRACE is a global, real-world, up to 12-month study of adult patients with AD that 

aims to better understand the use of tralokinumab in clinical practice4

Background

Abbreviations: AD, atopic dermatitis; BMI, body mass index; CI, confidence interval; DLQI, dermatology life quality index; 
EASI, eczema area and severity index; IGA, investigator’s global assessment; IL, interleukin; n, patients in the analysis set; NRS, 
numerical rating scale; PP-NRS, peak pruritus numeric rating scale; PRO, patient-reported outcome; SD, standard deviation; 
TRACE, tralokinumab real world clinical use.

Results

• Mean EASI improved from 20.1 at baseline to 6.4 at 3 months, 

5.4 at 6 months, and 3.6 at 9 months of tralokinumab treatment 

(Fig. 2)

• The proportion of patients with EASI ≤7 (no or mild disease) 

increased from 14% at baseline to 72% at 3 months, 77% at 6 

months, and 80% at 9 months (Fig. 3)

• Among the patients with baseline IGA ≥2 (mild to severe disease), 

the proportion with at least a 2-point improvement in IGA 

increased from 46% at 3 months to 58% at 6 months, and 70% at 

9 months of treatment (Fig. 4)

• Dupilumab-naive and dupilumab-experienced patients showed 

similar improvement across all efficacy endpoints, despite higher 

baseline disease severity in dupilumab-naive patients

• Results from the interim analysis (up to 9 months) of the global non-interventional TRACE study show effectiveness of 

tralokinumab treatment in adult patients with AD in a real-world setting

• Improvements were similar regardless of prior dupilumab use, and consistent with progressive improvements with tralokinumab in 

phase 3 clinical trials

Conclusions

• TRACE is a prospective, noninterventional, multicenter study of adult patients with 

AD who were prescribed tralokinumab according to national approved labels (Fig. 

1)

• Patients from 167 sites from 11 countries across Europe, North America, and the 

Middle East, were enrolled in TRACE between November 2021 and July 2023

• This interim analysis, with data cutoff of October 15th, 2023, assessed patients at 

baseline, 3-, 6- and 9-month visits

• This analysis included 824 patients who received ≥1 dose of tralokinumab

• Physician-assessed outcome measures included: EASI and/or IGA, according to 

individual clinical practice

• All data presented are as observed

Methods

Figure 1. TRACE study design

Inclusion criteria

• Adult patients (≥18 years of age)

• Diagnosis of AD

• Tralokinumab-naive (new users)

Exclusion criteria

• Participation in the active treatment phase of a clinical trial

• Previous enrollment in TRACE

Tralokinumab administered according to nationally approved labels

Patients assessed regularly for 12 months

12 ±10 3 ±1 6 ±1 9 ±1 

Time (months)

• Overall, baseline demographics were similar between dupilumab-naive (N=627) and 

dupilumab-experienced (N=197) patients; however, dupilumab-naive patients exhibited 

higher baseline disease severity (Table 1)

Baseline and Disease Characteristics

Table 1. Baseline demographics and disease characteristics

Dupilumab-naive

(N=627)

Dupilumab-

experienced

(N=197)

Total

(N=824)

Mean age, years (SD) 43.2 (17.9) 46.7 (17.6) 44.1 (17.9)

Gender, n (%)

Male 338 (53.9) 92 (46.7) 430 (52.2)

Race, n (%)

Asian 33 (5.3) 11 (5.6) 44 (5.3)

Black or African American 24 (3.8) 13 (6.6) 37 (4.5)

White 480 (76.6) 144 (73.1) 624 (75.7)

Multiple/Unknown/Other 90 (14.3) 29 (14.7) 119 (14.4)

BMI (kg/m2), mean (SD) n=539, 26.6 (5.7) n=176, 27.7 (6.0) n=715, 26.9 (5.8)

EASI

mean (SD)

≤7, % 

n=499

20.9 (10.9)

11.0

n=132

16.9 (10.8)

26.0

n=631

20.1 (11.0)

14.0

IGA

3 (moderate disease), n (%)

4 (severe disease), n (%)

n=616

321 (52.1)

214 (34.7)
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Figure 2. Mean EASI with tralokinumab

Some error bars are clipped at the axis.
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Figure 4. Percentage of patients with IGA ≥2-point improvement with 

tralokinumab (among patients with baseline IGA ≥2)

Figure 3. Percentage of patients with EASI ≤7 with tralokinumab
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Real-world effectiveness of tralokinumab in adults with atopic dermatitis on the genitals: Interim data on improvements in 

physician-assessed disease severity and patient-reported outcomes in up to 3 months of treatment in the TRACE study
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• To evaluate changes in investigator-assessed disease severity and patient-reported outcomes in patients with AD on the genitals in an 

interim analysis of the noninterventional TRACE study

Objectives

• TRACE is a prospective, non-interventional, international, single-

cohort study of adult patients with AD who were prescribed 

tralokinumab according to national approved labels (Fig. 3)

• Patients from 167 sites from 11 countries across Europe, North 

America, and the Middle East, were enrolled in TRACE between 

November 2021 and July 2023

• This subanalysis included patients with AD on the genitals at 

baseline with a data cutoff of October 15, 2023

• Outcome measures collected included: IGA, DLQI, and sleep 

NRS, as per individual clinical practice

Methods

• The proportion of patients with IGA 0/1 (clear or almost clear 

disease) increased from 0% at baseline to 32% by 3 months of 

treatment, and the proportion of patients with IGA 4 (severe 

disease) decreased from 49% at baseline to 7% at 3 months 

(Fig. 2)

• Among patients with IGA ≥2 at baseline, approximately half of 

patients achieved an IGA reduction of ≥2 at 3 months (Table 1)

Results

• AD is an inflammatory skin disease that can involve any part of 

the body, including the genital region1,2

• The presentation of AD on the genitals is often overlooked and 

underreported due to patients' reluctance to discuss this sensitive 

area with the clinician and the lack of routine examination of this 

region1-3

• Presence of AD in the genital area can have a significant negative 

impact on quality of life, including pain, sleep, mood, sexual 

function, and personal relationships4,5

• Tralokinumab, a high-affinity monoclonal antibody that specifically 

targets IL-13, is indicated for the treatment of moderate-to-severe 

AD6,7

• Recent case series have demonstrated successful use of 

tralokinumab in the treatment of AD on the genitals1,2

Background
• Of the 824 patients in the total population, 14.9% had AD on the genitals 

at baseline (Table 2) 

• Baseline demographics were similar between the total population and 

patients with AD on the genitals, though patients with AD on the genitals 

tended to have higher baseline disease severity, and a greater proportion 

were male, White, and in Europe

Baseline demographics

• An increased awareness of involvement of AD on the genitals and treatment options for this neglected 

area is essential

• Among adult patients with AD on the genitals at baseline, two-thirds reported clear skin on the genitals, 

with only 25% still reporting AD on the genitals, at 3 months of tralokinumab treatment in TRACE

• Patients with AD on the highly impactful genital region showed substantial improvements in AD severity 

and PROs with tralokinumab treatment in a real-world setting, including the proportion of patients with 

IGA ≤2 (clear-to-mild) increasing from 3% at baseline to 59% at 3 months

Conclusions
Abbreviations: AD, atopic dermatitis; BMI, body mass index; DLQI, Dermatology Life Quality Index; IGA, 
Investigator’s Global Assessment; IL, interleukin; n, number of patients who achieved the indicated metric; N, number 
of patients with available data; NRS, numeric rating scale; PRO, patient-reported outcome; SD, standard deviation; 
TRACE, Tralokinumab Real World Clinical Use. 
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Figure 1. Proportion of patients with AD on the genitals at 

baseline and after 3 months of tralokinumab treatment

Table 2. Baseline characteristics
Patients with genital AD 

(N=123)

Total population

(N=824)

Mean age, years (SD) 42.2 (17.1) 44.1 (17.9)

Gender, male, n (%) 78 (63.4) 430 (52.2)

Race, n (%)

White 100 (81.3) 624 (75.7)

Asian 5 (4.1) 44 (5.3)

Black or African American 3 (2.4) 37 (4.5)

Unknown 5 (4.1) 45 (5.5)

BMI (kg/m2) N=115 N=715

Mean (SD) 27.1 (6.0) 26.9 (5.8)

Country, n (%)

Germany 57 (46.3) 226 (27.4)

Italy 20 (16.3) 149 (18.1)

United States 15 (12.2) 137 (16.6)

Canada 8 (6.5) 93 (11.3)

France 5 (4.1) 58 (7.0)

Switzerland 5 (4.1) 12 (1.5)

Belgium 4 (3.3) 24 (2.9)

Netherlands 4 (3.3) 18 (2.2)

Spain 3 (2.4) 40 (4.9)

Great Britain 1 (0.8) 29 (3.5)

United Arab Emirates 1 (0.8) 38 (4.6)

AD disease duration (years) N=120 N=807

Mean (SD) 19.2 (16.6) 18.9 (17.8)

IGA, n (%)

0 (Clear disease) 0 (0.0) 3 (0.4)

1 (Almost clear disease) 0 (0.0) 13 (1.6)

2 (Mild disease) 4 (3.3) 67 (8.3)

3 (Moderate disease) 54 (44.3) 401 (49.6)

4 (Severe disease) 60 (49.2) 275 (34.0)

DLQI N=61 N=446

Mean (SD) 15.8 (7.6) 12.8 (7.5)

Sleep NRS N=50 N=372

Mean (SD) 6.2 (3.1) 5.0 (3.2)

Figure 2. Improvement in IGA after 3 months of tralokinumab 

treatment

• Among the patients who had AD on the genitals at baseline, the 

majority (67%) reported clear skin on the genitals by 3 months of 

tralokinumab treatment (Fig. 1)

Table 1. Improvement in additional endpoints from baseline to 3 

months of tralokinumab treatment

Endpoint Baseline 3 months

IGA reduction ≥2

n/N (%) - 44/90 (48.9)

DLQI reduction of ≥6

n/N (%) - 14/22 (63.6)

Sleep NRS N=50 N=26

Mean (lower error ; upper error) 6.16 (5.72 ; 6.60) 3.54 (2.90 ; 4.17)

• Among patients with DLQI ≥6 at baseline, the majority achieved a 

DLQI reduction of ≥6 at 3 months (Table 1)

• Mean sleep NRS improved by approximately half from baseline to 3 

months (Table 1)
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Figure 3. TRACE study design

*Information on AD localization not available. 

Percentages are rounded to the nearest whole number.
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Real-world effectiveness of tralokinumab in adults with atopic dermatitis: Interim data on improvements in patients 

with atopic dermatitis with hands and feet involvement after up to 9 months of treatment in the TRACE study 
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• To evaluate the effectiveness of tralokinumab treatment on AD signs and symptoms in 

patients with hands and/or feet (H&F) AD in an interim analysis of the noninterventional 

TRACE study

Objectives • Among patients with baseline DLQI ≥6, percentages achieving ≥6-point reduction 

in DLQI increased from 59.2% at 3 months to 71.1% at 9 months of tralokinumab 

(Fig. 3)

Results

• AD is a chronic inflammatory skin disease that is associated with 

substantial disease burden1

• AD often affects the H&F, which are considered high-impact areas, 

due to significant negative impact on patients’ quality of life and 

ability to work2,3

• Tralokinumab, a high-affinity monoclonal antibody that specifically 

targets IL-13, is indicated for the treatment of moderate-to-severe 

AD4,5

Background

• In patients with baseline H&F AD (59.8% of full analysis 

set), dupilumab-naïve patients reported slightly higher 

baseline disease severity and impact on QoL than 

dupilumab-experienced patients (Table 1)

Baseline and Disease Characteristics

Conclusions

Figure 1. Percentages of patients with clear skin on the H&F area 

Table 1. Baseline characteristics

Dupilumab-

naïve

(N=383)

Dupilumab-

experienced

(N=110)

Total

(N=493)

Mean age, years (SD) 41.6 (17.1) 48.1 (17.5) 43.0 (17.4)

Gender, n (%)

Male 206 (53.8%) 51 (46.4%) 257 (52.1%)

Race, n (%)

Asian 23 (6.0%) 7 (6.4%) 30 (6.1%)

Black/African American 7 (1.8%) 8 (7.3%) 15 (3.0%)

White 301 (78.6%) 79 (71.8%) 380 (77.1%)

Multiple 1 (0.3%) 1 (0.9%) 2 (0.4%)

Mean disease duration, 

years (SD)
19.7 (16.9) 23.1 (20.9) 20.5 (17.9)

n=375 n=110 n=485

BMI (kg/m2), mean (SD) 26.7 (5.4) 28.1 (6.2) 27.1 (5.6)

IGA 4 (severe), n (%) 144 41 185

(38.0%) (37.6%) (37.9%)

DLQI, Mean (SD) 14.3 (7.5) 12.1 (7.8) 13.9 (7.5)

n=217 n=49 n=266

WPAI, Mean 30.9 22.1 29.7

n=75 n=12 n=87

Peak Pruritus NRS,

Mean (SD)

6.8 (2.4) 5.6 (2.6) 6.5 (2.5)

n=215 n=60 n=275

Sleep NRS, Mean (SD) 5.5 (3.1) 4.2 (2.7) 5.3 (3.0)

n=182 n=33 n=215

• Among patients who had H&F AD at baseline, 42.4% had clear skin on the H&F area at 

3 months, which increased to 53.3% at 9 months of tralokinumab (Fig. 1) 

• Percentages of patients with IGA 0/1 increased from 0.8% at baseline to 32.7% at 3 

months, and further increased to 60.9% at 9 months of tralokinumab (Fig. 2A)

• Among patients with baseline IGA ≥2, percentages achieving ≥2-point improvement in 

IGA increased from 45.4% at 3 months to 74.7% at 9 months (Fig. 2B)

• Mean peak pruritus and Sleep NRS scores improved by 3 months, with further 

improvement by 9 months of tralokinumab (Fig. 5)

Figure 3. Improvement in QoL

• WPAI (percent overall work impairment) due to AD decreased from 29.7% at 

baseline to 16.7% at 3 months, and 15.2% at 9 months of tralokinumab (Fig. 4)

Figure 4. Improvement in patient-reported ability to work 

Figure 5. Improvement in Pruritus and Sleep NRS 

Figure 2. Improvement in IGA-assessed disease severity AD, atopic dermatitis; BMI, body mass index; DLQI, dermatology life 

quality index; H&F, hands and feet; IGA, investigator’s global 

assessment; IL, interleukin; n, number of patients with the indicated 

metric; N, number of patients with available data; NRS, numeric rating 

scale; QoL, quality of life; RECAP, recap for atopic eczema; SD, 

standard deviation; WPAI, work productivity and activity impairment; 

TRACE, tralokinumab real world clinical use.  
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Methods

• TRACE is a prospective, noninterventional, single-cohort study of

adult patients with AD who were prescribed tralokinumab according

to national approved labels (Fig. 6)

• Patients from 167 sites from 11 countries across Europe, North

America, and the Middle East, were enrolled in TRACE between

November 2021 and July 2023

• This interim analysis, with a data cutoff of October 15, 2023,

assessed patients with AD involvement on hands and/or feet at

baseline

• Outcomes collected included AD localization, and overall AD

measures; IGA, DLQI, WPAI, Peak Pruritus NRS, and/or Sleep

NRS according to individual clinical practice

• Data presented as observed from baseline, 3-, 6-, and 9-month

visits*

*Not all patients included in the analysis had completed all visits at the time of interim

analysis data cutoff

Percentages are rounded to the nearest whole number. *Information on AD localization not available. 

Dupilumab-naïve 
Dupilumab-experienced

Total

% of Patients AD on H&F Clear skin on H&F Unknown* H&F AD

0 months 100 / 100 / 100 0 / 0 / 0 0 / 0 / 0

3 months 47 / 44 / 57 42 / 45 / 34 10 / 11 / 9

6 months 39 / 38 / 42 44 / 46 / 41 17 / 16 / 17

9 months 25 / 25 / 26 53 / 51 / 58 22 / 24 / 16
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Figure 6. TRACE study design

• 42% of patients with baseline H&F AD reported clear skin on the H&F area after 3 months of tralokinumab, which increased to 53% at 9 months

─ Among dupilumab-experienced patients with baseline H&F involvement, 58% showed clear skin on the H&F area at 9 months of tralokinumab

• In this TRACE interim analysis, tralokinumab improved signs, symptoms, QoL, and work productivity in patients with H&F AD in a real-world setting
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LEBRI 250 mg Q2W
(N=90)

TEAEa 21 (23.3)

Mild 11 (12.2)

Moderate 9 (10.0)

Severe 1 (1.1)

SAE 0

Death 0

TEAE related to study treatmentb 4 (4.4)

AE leading to treatment discontinuationb 0

TEAE within special safety topics

Infectionsc 6 (6.7)

Skin infections 2 (2.2)

Potential hypersensitivityd 1 (1.1)

Injection site reactions 0

Keratitis cluster 0

Conjunctivitis clustere 0

Malignanciesf 0

AD exacerbation 1 (1.1)

Hepatic events 0
aPatients with multiple events with different severity are counted under the highest severity; bAs assessed by 
investigator; cNo cases of herpes infection or helminthic infection were reported; dEvents that occurred on the day of 
drug administration and captured using the Hypersensitivity, Angioedema, and Anaphylaxis Standardized MedDRA 
Queries. The Preferred Term for the potential hypersensitivity event was dermatitis atopic; eDefined using the 
following MedDRA Preferred Terms: conjunctivitis, conjunctivitis allergic, and conjunctivitis bacterial; fIncludes cases 
with and without NMSC.
Notes: Data are n (%). Severe TEAE includes back pain.

OBJECTIVES
■ Results on efficacy and safety outcomes from ADmirable (NCT05372419), 

the first Phase 3, open-label, 24-week trial of lebrikizumab in adult and 
adolescent patients with moderate-to-severe AD and skin of color, a 
historically under-represented patient population, were first reported at 
AAD 20241

■ This analysis reports the 16-week efficacy and safety outcomes, including 
innovative measures of post-inflammatory hyperpigmentation 
and hypopigmentation

69% of Patients Achieved EASI 75 (Primary Endpoint), 

and 45% of Patients Achieved EASI 90 at Week 16 

Baseline Demographics and Disease Characteristics
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Lebrikizumab Improves 
Atopic Dermatitis in Adult 
and Adolescent Patients 
With Skin of Color:           
16-Week Results From    
the ADmirable Study 

Scan the QR code for a list of 
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the congress.
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CONCLUSIONS
■ ADmirable is the first clinical trial to report data from patients with 

moderate-to-severe AD and skin of color (78% Black or African American 
patients) using novel tools and scales to evaluate signs and symptoms that 
matter to patients 

■ Lebrikizumab improved AD signs and symptoms after 16 weeks of 
treatment

‒ The majority of patients achieved 75% or greater improvement in skin 
clearance and showed improved symptoms of itch and quality of life

■ Based on the novel PDCA-Derm scale, lebrikizumab improved 
hypopigmented and hyperpigmented lesions

■ Lebrikizumab’s safety profile was consistent with that reported in         
Phase 3 trials3-6

‒ No SAEs were reported Supplemental Materials
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LEBRI 

250 mg Q2W

(N=90)

Age, years 40.7 (19.6)

Adult (≥18 years), n (%) 76 (84.4)

Adolescent (≥12 to <18 years), 

n (%)
14 (15.6)

Female, n (%) 39 (43.3)

BMI, kg/m2 30.1 (7.7)

BMI category, n (%)

Underweight (<18.5 kg/m2) 3 (3.3)

Normal (≥18.5 and <25 kg/m2) 19 (21.1)

Overweight (≥25 and <30 

kg/m2)
30 (33.3)

Obese (≥30 and <40 kg/m2) 26 (28.9)

Extreme obese (≥40 kg/m2) 12 (13.3)

Duration since AD onset, years 19.7 (16.1)

IGAb

3 (Moderate), n (%) 62 (68.9)

4 (Severe), n (%) 27 (30.0)

EASI 26.4 (12.2)

BSA % affected 37.8 (20.5)

POEM 17.3 (6.5)

Pruritus NRSc 7.0 (2.2)

≥3, n (%) 73 (93.6)

≥4, n (%) 70 (89.7)

Sleep-Loss scalec 2.0 (1.1)

DLQId 13.2 (7.4)

cDLQId 12.2 (8.2)

PO-SCORADe 57.1 (17.8)

PDCA-Derm ,f

Hypopigmented lesion(s), n (%) 16 (17.8)

Hyperpigmented lesion(s), n (%) 52 (57.8)
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Pre-specified Clinical Events

Ethnicity

78.9%

21.1%

Not
Hispanic
or Latino

(n=71)

Hispanic
or Latino
(n=19)

Race

American Indian
or Alaska Native
(n=6)

Asian
(n=10)

Black or
African
American
(n=70)

Native Hawaiian or
Other Pacific Islander
(n=4)

77.8%

11.1%

6.7%

4.4%

Fitzpatrick

Phototypea

24.4%

43.3%
32.2%

VI: Never
burns, tans
very easily

(n=29)

V: Very rarely
burns, tans
very easily

(n=22)

IV: Rarely
burns, tans
easily
(n=39)

45% of Patients Achieved IGA (0,1) With ≥2-Point 

Improvement From Baseline at Week 16

aAs observed. 

Notes: NRI/MI analyses are based on all N=90 patients at each timepoint. Patients who discontinued treatment due to lack 
of efficacy were imputed as non-responders; all other missing data were imputed using MI.

aITT population with baseline IGA ≥2; bAs observed.

Notes: NRI/MI analyses are based on all N=90 patients at each timepoint. Patients who discontinued treatment due to lack of efficacy 
were imputed as non-responders; all other missing data were imputed using MI.

50-year-old Black/African American, non-Hispanic female

■ Information on the ADmirable Study Design, Key Eligibility Criteria, 

Methods, and Use of Concomitant Topical and Systemic Therapy are 

described in Supplemental Materials

58% of Patients Achieved ≥4-Point Improvement, and 66% 
Achieved ≥3-Point Improvement in Pruritus NRS at Week 16

Nxa

LEBRI 250 mg Q2W, as observed LEBRI 250 mg Q2W, NRI/MI

33% of Patients Showed Improved Hypopigmentation and 63% Showed Improved Hyperpigmentation at 

Week 16, as measured by PDCA-Derm

aThe analysis was performed on patients with a hypopigmentation lesion at baseline and non-missing data at Week 16 (N=12); bThe analysis was performed on patients with a hyperpigmentation lesion at baseline and non-missing data at Week 16 (N=46).
Notes: For patients with multiple hypopigmented or hyperpigmented lesions at baseline, only the lesion with the most severe score was included in the analysis for each lesion type. In the event of a tie, the lesion reflecting a smaller improvement or worsening in condition from 
baseline to Week 16 was included.

Improved 
hyperpigmented 

lesionsb

63%

Hyperpigmented 
lesions improved to 
normal skin toneb

20%

Improved 
hypopigmented 

lesionsa

33%

Hypopigmented 
lesions improved to 
normal skin tonea

17%

72% of Patients Achieved ≥4-Point Improvement in DLQI, and 
DLQI Scores Decreased by an Average of 53% at Week 16
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Pruritus NRS With 
≥3-Point Improvementb

Pruritus NRS With 
≥4-Point Improvementa

LEBRI 250 mg Q2W, as observed LEBRI 250 mg Q2W, NRI/MI

aITT population with baseline Pruritus NRS ≥4; bITT population with baseline Pruritus NRS ≥3; cAs observed. Notes: NRI/MI analyses are based on all 

N=70 (Pruritus NRS with ≥4-point improvement) or N=73 (Pruritus NRS with ≥3-point improvement) patients at each timepoint. Patients who 

discontinued treatment due to lack of efficacy were imputed as non-responders; all other missing data were imputed using MI.

DLQI ≥4-Point 
Improvementa

DLQI Percent Change 
From Baselineb

aITT population with baseline DLQI ≥4; bITT population with baseline DLQI score.

Notes: Data inside bars are n/Nx unless stated otherwise. Participants <16 years of age at baseline completed the cDLQI [Nx=10]; others completed the 

DLQI [Nx=77]. Patients who discontinued treatment due to lack of efficacy were imputed as non-responders; all other missing data were imputed using MI.
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Severe
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Mild

aBased on the patient’s reported cutaneous reaction to sun exposure; b1 patient inadvertently enrolled with IGA=2 and discontinued when discovered they did not meet enrollment criteria; cNx=78; dPatients <16 years of age at baseline completed 
cDLQI [Nx=10]; others completed DLQI [Nx=77]; eNx=87; fA scale used to compare post-inflammatory lesions to unaffected, adjacent normal skin.
Notes: Data in table are mean (SD) unless stated otherwise. Percent values for pre-specified clinical events were calculated using 86 as the denominator.
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Baseline

IGA EASI

3 19.35

Week 16

IGA EASI
EASI % 

CFB

1 2.4 88%

Results

Photographs Showing Improvement in AD With 
Lebrikizumab in a Patient With Skin of Color

At Week 16:
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Abbreviations: AAD=American Academy of Dermatology; AD=atopic dermatitis; AE=adverse event; BMI=body mass index; 
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MI=multiple imputation; NMSC=non-melanoma skin cancer; NRI=non-responder imputation; NRS=Numeric Rating Scale; 
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PO-SCORAD=Patient-Oriented SCORing of Atopic Dermatitis; Q2W=every 2 weeks; Q4W=every 4 weeks; QoL=quality of 
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OBJECTIVE
■ To evaluate PASI 100 response rates at Week 12 and 

Months 6, 12, 18, and 24 for patients with moderate-to-severe 

PsO treated with biologics in a real-world setting

CONCLUSION
■ Building on previous Week 12, Month 6, and Month 12 PSoHO 

data,2-4 this interim analysis demonstrates the continued high-

level effectiveness of anti–IL-17A biologics through Month 24 

and the varying effectiveness of individual biologics, including 

ixekizumab, in a real-world setting

KEY RESULTS

The Anti–IL-17A Cohort Had Numerically Higher PASI 100 Response 

Rates Than the Other Biologics Cohort Through to Month 24

BACKGROUND
■ PsO severely impacts the health and 

quality of life of patients, and disease 

management is an ongoing 

challenge1

■ PSoHO is an ongoing international, 

prospective, observational study 

comparing the effectiveness of anti–

IL-17A biologics to other approved 

biologics for the treatment of PsO2,3 

‒ Preliminary Month 12 data 

reported higher PASI 100 

response rates for patients 

treated with anti–IL-17A biologics 

compared with other biologics 

and durability of treatment 

effectiveness4

METHODS
Analysis Population

■ This 4th interim analysis includes 2 cohorts of PSoHO patients: 

‒ FDA On-Label Dose Cohort: Patients who received 

FDA-approved on-label dosing

‒ EMA On-Label Dose Cohort: Patients who received 

EMA-approved on-label dosing

■ Week 12 data correspond to patients who received FDA/EMA-

approved on-label dosing up to Week 12

■ Months 6 and 12 data correspond to patients who received 

FDA/EMA-approved on-label dosing up to Month 12

■ Months 18 and 24 interim data are preliminary, not inclusive of 

the FDA/EMA adjudication populations

Supplemental Materials 
Scan or click the QR code to access:  

■ Eligibility Criteria 

■ Statistical Analyses 

■ FDA and EMA On-Label Dosing for Other Biologics

■ EMA On-Label Dose Cohort Percentage of 

PASI 100 Response for Anti–IL-17A vs. Other Biologics

Individual Biologics Showed Varying Effectiveness (PASI 100) Over Time Limitations 

■ As an observational study, PSoHO is subject to 

various forms of bias, including selection or 

participation bias, or measurement error

■ Grouping of non-anti–IL-17A biologics into a single 

category may not reflect variabilities within the class, 

particularly as some individual drugs were used by 

only small numbers of patients

■ Months 18 and 24 interim data are preliminary, not 

inclusive of the FDA/EMA adjudication populations

■ No comparative analysis was conducted and no 

adjustments were made for measured confounders
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Abbreviations: CI=confidence interval; EMA=European Medicines Agency; FDA=US Food and 

Drug Administration; IL=interleukin; M=Month; NRI=non-responder imputation; PASI=Psoriasis 

Area and Severity Index; PASI 100=100% improvement in PASI from baseline (total clearance); 

PsO=psoriasis; PSoHO=Psoriasis Study of Health Outcomes; QW=every week; Q2W=every 2 

weeks; Q4W=every 4 weeks; Q8W=every 8 weeks; Q12W=every 12 weeks; UCL=upper 

confidence limit; W=Week
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Effectiveness of 
Biologics in 
Clinical Practice: 
Interim Month 24 Results 
From the International 
Observational Psoriasis 
Study of Health 
Outcomes (PSoHO)

NRI Data Showed a Consistent, but Lower, Trend of PASI 100 Response 

Rates Compared With Observed Data Through to Month 24

a Ixekizumab and secukinumab; b Adalimumab, brodalumab, certolizumab, etanercept, guselkumab, infliximab, risankizumab, tildrakizumab, and ustekinumab

Note: Grey shading indicates interim data 

a Ixekizumab and secukinumab; b Adalimumab, brodalumab, certolizumab, etanercept, guselkumab, infliximab, risankizumab, tildrakizumab, and ustekinumab

Note: Grey shading indicates interim data 
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FDA- and EMA-Approved On-Label Dosing

Treatment
FDA-Approved On-Label 
Dosing for PsO

EMA-Approved On-Label Dosing 
for PsO

Ixekizumab 160 mg at W0, then 80 mg 

Q2W until W12, then Q4W 

thereafter

As per FDA

Secukinumab 300 mg weekly at W0-4, 

then 300 mg Q4W. 

For some patients, a dose 

of 150 mg may be 

acceptable

300 mg weekly at W0-4, then monthly 

dosing. 300 mg Q2W maintenance 

dose may provide additional benefit 

for patients with a body weight of 

≥90 kg

Guselkumab 100 mg at W0 and W4, 

then Q8W thereafter

As per FDA 

Risankizumab 150 mg at W0 and W4, 

then Q12W thereafter

As per FDA 

Note: See Supplementary Data for FDA- and EMA-approved on-label dosing for adalimumab, brodalumab, certolizumab, 

etanercept, infliximab, tildrakizumab, and ustekinumab 
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CONCLUSIONS

▪ The addition of systemic therapy to topical treatment resulted 

in a higher proportion of patients being "extremely or very 

satisfied" with their therapy.

▪ The primary reason for patients' dissatisfaction in both 

treatment groups was that their AD was not improving as 

expected.

▪ Additionally, systemics±topicals therapy resulted in low rates 

of issues related to the mode of administration and therapy 

inconvenience.

▪ Systemics±topicals therapy may increase 

compliance/adherence compared to topical-only treatment, 

but overall compliance could be improved. 

▪ It is crucial for APPs to set appropriate therapy expectations 

initially and continually reassess them, ensuring alignment 

with patient understanding and treatment progress for optimal 

care outcomes.

▪ Considering the potential benefits of adding systemic therapy 

to the topical treatment, newer advanced systemics with 

strong efficacy and flexible dosing may further help to improve 

compliance/adherence and reduce treatment challenges.

LIMITATIONS

▪ The APPs captured patient information retrospectively within 

the patient record forms, which may have introduced recall 

bias – a common limitation of survey data.

▪ The study sample included consecutive patients who 

consulted the APPs. Therefore, the sample may not truly 

represent the overall AD population, as patients who 

consulted frequently were more likely to be included in the 

sample.

OBJECTIVE

▪ This study evaluates APPs’ perceptions of patients' 

treatment challenges and patients' perceptions of treatment 

adherence and satisfaction in patients with a history of 

moderate-to-severe AD.
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METHODS

BACKGROUND

▪ Atopic dermatitis (AD) is a chronic heterogeneous skin condition associated with a profound symptom burden affecting patients' quality of life.1

▪ Despite therapeutic advances, patients with AD often face challenges with treatment adherence and satisfaction.2,3

▪ Dermatology advanced practice providers (APPs) are often involved in patient care.4 However, their perceptions of patients' treatment challenges have not been explored. 
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Topicals-only

(N=304)
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APP-reported proportion of patients experiencing issues 

with their current treatments

Reasons for patients' dissatisfaction with current treatments 

▪ Loss of response over time and failure to resolve all symptoms were 

most frequently reported issues in both treatment groups.

▪ APPs reported that patients receiving topicals-only had experienced 

more inconvenience with therapy, struggled with mode of administration, 

and lack of compliance than patients receiving systemics±topicals.

Patient-reported ADAQ score

▪ Patients receiving topicals-only were slightly less adherent 

than those receiving systemics±topicals.

Patient-reported satisfaction with the current treatments 

Abbreviations: AD, Atopic dermatitis; ADAQ, Adelphi Adherence 

Questionnaire; APP, Advanced practice providers; BSA, Body surface 

area; N, Total population; NPs, Nurse practitioners; PAs, Physician 

assistants; SD, Standard deviation; US, United States

*APPs (34 NPs, 53 PAs) provided data for a total of 914 patients. Here, we present data for patients receiving systemics±topicals or 

topicals-only
$Indian/Southeast Asian/Other Asian subcontinent

^Other include Native Americans, Middle Eastern, Mixed race, or APP-reported other race.

The overall assessment of the current severity of AD was based on the NP/PA’s personal definitions of the terms mild, moderate, and 

severe AD. Flare was not defined in the study protocol and was left to the interpretation of the APPs.

KEY RESULTS

▪ APPs reported that full compliance with topical and systemic treatments 

was numerically higher among patients receiving systemics±topicals.

APP-reported patient’s compliance with current treatments

■ The proportion of patients extremely or very satisfied with the current 

prescribed treatment was numerically higher in the systemics±topicals

group than in the topicals-only group.

APP-reported issues experienced by patients with current treatments

■ The primary reason for patients' dissatisfaction in both treatment 

groups was that their AD was not improving as expected.
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OBJECTIVE
■ To evaluate the effectiveness of ixekizumab treatment on skin, 

itch, and quality of life of patients with PsO in the prospective 

PsO in Special Areas (PSoSA) study

CONCLUSION
■ Patients initiating ixekizumab in a real-world setting 

demonstrated improvements in PASI, Itch, and DLQI scores 

starting as early as Week 4 and continuing through Week 24

■ Patients reached PASI 100, Itch NRS (0), and DLQI (0,1) as 

early as Week 4, with the percentages of patients achieving 

these scores increasing over 24 weeks

■ This second interim analysis of the PSoSA study further 

confirms the effectiveness of ixekizumab in real-world settings

Limitations

■ As an interim analysis, the results should be interpreted with 

caution, because the number of patients completing later 

timepoints was small

■ Ixekizumab, a highly 
selective interleukin-17A 
monoclonal antibody, has 
demonstrated 

effectiveness in treating 
moderate-to-severe 
plaque PsO, including in 

challenging body areas 
such as nails and 
scalp1-3

■ However, real-world data 

relating to its effects on 
these areas are limited

PSoSA Patient Population

■ PSoSA is a US-based, 
single-arm, prospective, 
multicenter, observational, 
real-world study

Inclusion Criteria

■ Adult patients (age ≥18 years) 
who present within the usual 
course of care

■ Eligible for ixekizumab treatment 
in accordance with FDA labeling 
with a diagnosis of moderate-to-
severe plaque PsO, as 
determined by the investigator

■ Nail involvement (mNAPSI >0)

■ First-time treatment with 
ixekizumab

Exclusion Criteria

■ Overt onychomycosis or any 
significant disease in the 
fingernails other than PsO, as 
determined by the investigator

■ Treatment initiation 
contraindicated due to 
US-approved indication

■ Current participation in another 
PsO or PsA study that includes 
treatment with ixekizumab or an 
investigational product and/or 
intervention
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Mwangi Murage4, Ali Sheikhi Mehrabadi4, 

Edward Herman5

1Fivenson Dermatology, Ann Arbor, USA, 2Kirsch Dermatology, Naples, 

USA, 3Complete Dermatology, Houston, USA, 4Eli Lilly and Company, 

Indianapolis, USA, 5South Shore Dermatology Physicians, North Easton, 

USA

Effectiveness of 
Ixekizumab on Skin, 
Itch and Quality of 
Life Through 24 Weeks 
From the Second 
Interim Analysis of a 
US Observational 
Psoriasis Study

Elevate-Derm West Conference; Scottsdale, AZ, USA; November 7-10, 2024

Sponsored by Eli Lilly and Company

KEY RESULTS

Effectiveness Continued to Increase From 4 Weeks to 24 Weeks of 

Treatment With Ixekizumab

RESULTS

Baseline Demographics and Disease Characteristics

BACKGROUND

Statistical Analyses and 
Assessments

■ A descriptive analysis of the 
second interim data from the 
PSoSA study

■ The following outcomes were 
assessed at Weeks 4, 12, and 24:

‒ Mean change and percent 
change from baseline in: 

• PASI, a measure of PsO, 
with higher scores 
(range, 0-72) indicating 
greater severity 

‒ Response rates for:   

• PASI 90: 
≥90% improvement from 
baseline in PASI

• PASI 100: 
100% improvement from 
baseline in PASI

• Itch NRS 0: Indicating 
no itch

• Itch NRS ≥4-point 
improvement from baseline: 
Clinically meaningful 
improvement in itch, 
measured in patients with 
Itch NRS ≥4 at baseline

• DLQI (0,1): Indicating no or 
minimal impact of disease 
on quality of life

PASI Change and Percent Change From Baseline Was Observed 

as Early as Week 4 and Improved Up to Week 24 

Mean PASI Change From 
Baseline

Mean PASI Percent Change 
From Baseline

aThis interim analysis included patients who had completed W4, or W12, or W24, respectively; Nx excluded patients 

with a baseline score of 0.

Improvement in Itch Was Observed as Early 

as Week 4 and Continued Up to Week 24 

Itch NRS (0) Itch NRS ≥ 4-Point Improvement 
From Baseline

aThis interim analysis included patients who had completed W4, or W12, or W24, respectively; Nx excluded patients 

with a baseline score of 0.

PASI 90/100 Responses Were Observed as Early as 

Week 4 and Continued to Increase Up to Week 24

PASI 90 PASI 100

a This interim analysis included patients who had completed W4, or W12, or W24, respectively.

Percentage of Patients Achieving DLQI (0,1) 

Scores Increased Through Week 24
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Pooled LEBRI

250 mg Q2W and Q4W  

(N=86)

TEAEb 46 (53.5)

Mild 26 (30.2)

Moderate 17 (19.8)

Severe 3 (3.5)

SAE 2 (2.3)

Death 0

AE leading to treatment discontinuationc 5 (5.8)

TEAE within special safety topics

Infections 19 (22.1)

Skin infections 1 (1.2)

Potential hypersensitivityd 5 (5.8)

Dermatitis atopic 4 (4.7)

Urticaria 1 (1.2)

Injection site reactionse 4 (4.7)

Conjunctivitis clusterf 3 (3.5)

Malignancies 1 (1.2)

NMSC 1 (1.2)

Malignancies excluding NMSC 0

AD exacerbation 7 (8.1)

Hepatic events 1 (1.2)

Alanine aminotransferase increased 1 (1.2)

Aspartate aminotransferase increased 1 (1.2)

■ 3 participants reported TEAEs of  

conjunctivitis, which were mild or moderate  

and did not lead to discontinuation

aAssessed in patients who received ≥1 dose of LEBRI; bPatients with multiple events  
with different severity were counted under the highest severity; cDetermined to be due to  
dermatitis atopic, drug eruption, immune-mediated dermatitis, rash morbilliform, and  
headache (n=1 each); dEvents that occurred on the day of drug administration identified  
using a narrow algorithm search; eInjection site reactions are defined using MedDRA  
high-level term of injection site reactions excluding joint-related Preferred Terms;  
fDefined using the following MedDRA Preferred Terms: conjunctivitis, conjunctivitis  
allergic, conjunctivitis bacterial, conjunctivitis viral, and giant papillary conjunctivitis.
Note: Data are n (%).

AEsa Through Week 24Baseline Demographics and Disease Characteristics

d

aReasons for dupilumab discontinuation were patient-reported. The dupilumab inadequate response subgroup consists of patients who  

discontinued dupilumab due to no response to treatment, defined as having a peak response for skin and itch that did not improve at all  

and/or improved less than 25%; partial response to treatment, defined as having a peak response for skin and itch that only improved  

partially and/or improved between 25% and 50%; or lost response to treatment, defined as “initially responded but lost response to  

dupilumab” with respect to skin and/or itch. Other reasons included being unable to afford treatment, health insurance changes, previous  

open-label clinical trial participation that completed with no discontinuation for adverse events; bPatients <16 years of age at baseline  

completed the cDLQI and continued to complete the cDLQI for the duration of the study; c41 patients in the all lebrikizumab cohort had  

mTLSS ≥12, and the mean (SD) score among these patients was 14.0 (2.0); 1=dupilumab only, 2=dupilumab and 1 other prior systemic  

treatment, 3=dupilumab and ≥2 other prior systemic treatments.

Notes: Data are mean (SD) unless stated otherwise. Number of patients with non-missing data was used as the denominator.

Copyright ©2024 Eli Lilly and Company. All rights reserved.

OBJECTIVES
■ In real-world settings, approximately 18-20% of patients with  

moderate-to-severe AD discontinue dupilumab within 3-4 years of  
treatment, and the primary reasons are loss of efficacy (26-40%),  
AEs (20%), and cost issues and insurance coverage (18%)1,2

■The open-label, Phase 3b, 24-week ADapt trial (NCT05369403) aims  
to assess the efficacy and safety of lebrikizumab in patients previously  
exposed to dupilumab

– Other clinical questions include:

• How are patients with inadequate response to dupilumab likely  
to respond to lebrikizumab?

• Are patients who stopped dupilumab because of an AE likely to  
experience the same AE with lebrikizumab?

■This analysis reports the efficacy and safety of lebrikizumab following  
24 weeks of treatment in patients with moderate-to-severe AD  
previously treated with dupilumab in the ADapt trial

CONCLUSIONS
■Lebrikizumab provides meaningful improvements in skin  

(including face and hand) clearance, itch, and QoL in patients with
moderate-to-severe AD who were previously treated with dupilumab

■The ADapt safety profile is consistent with other lebrikizumab  
phase 3 trials3-6

aOther includes increased itching; weight gain and worsening of itch; hives, rash, pruritus, and swelling (n=1 each).

In the ADapt Trial

■ Of the 10 patients who reported eye-related events, facial  

dermatitis, or inflammatory arthritis as the reason forprior  

dupilumab discontinuation, none reported similar events  

with lebrikizumab

■ Of the 14 patients with prior dupilumab discontinuationdue  

toAEs

– 2 discontinued treatment with lebrikizumab due to anAE:

• Dermatitis atopic, n=1

• Immune-mediated rash, n=1
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In a Patient Who Discontinued Dupilumab Due to Loss of Response,  
Lebrikizumab Shows Improvement in Facial Atopic Dermatitis
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How Are Patients With Inadequate Response to Dupilumab  
Likely to Respond to Lebrikizumab?

Achievement of EASI 75 at Week 16 by  

Reason for Prior Dupilumab Discontinuation

Are Patients Who Stopped Dupilumab Because of  

an AE Likely to Experience the Same AE With  

Lebrikizumab?

Primary Intolerance or AE

Leading to Prior Dupilumab Discontinuation

N=14

n=2

n=2

n=3

n=1

Not reported

Othera

New onset/worsening  
of facial dermatitis

New onset/  
worsening of  
inflammatory  

arthritis

New onset/worsening  
of ocular surface  

disease/conjunctivitis

n=1

n=1

Eye irritation

Eyes were burning  
and itching

n=4

This study was funded by Eli Lilly and  
Company. Almirall, S.A. has licensed  the 
rights to develop and commercialize  
lebrikizumab for the treatment of  
dermatology indications, including  atopic 
dermatitis, in Europe. Lilly has  exclusive 
rights for development and  
commercialization of lebrikizumab in  the 
United States and the rest of the  world 
outside of Europe.

Characteristic

All LEBRI 

(N=86)

Reason for Dupilumab Discontinuationa

Inadequate  

Response  

(N=48)

Intolerance  

or AE  (N=14)

Other  

Reason  

(N=24)

Age, years 46.4 (20.0) 43.0 (20.8) 53.1 (15.8) 49.1 (20.0)

Adult (≥18 years), n (%) 77 (89.5) 40 (83.3) 14 (100.0) 23 (95.8)

Adolescent (≥12 to <18 years), n (%) 9 (10.5) 8 (16.7) 0 1 (4.2)

Female, n (%) 41 (47.7) 21 (43.8) 7 (50.0) 13 (54.2)

BMI, kg/m2 27.9 (6.0) 27.2 (5.5) 29.3 (6.7) 28.7 (6.7)

Age at AD onset, years 26.6 (25.9) 22.3 (25.2) 27.4 (25.4) 34.7 (26.6)

Duration since AD onset, years 20.2 (19.9) 21.1 (20.8) 26.2 (21.6) 14.8 (16.2)

IGA, n (%)

3 (Moderate) 65 (75.6) 33 (68.8) 13 (92.9) 19 (79.2)

4 (Severe) 21 (24.4) 15 (31.3) 1 (7.1) 5 (20.8)

F-IGA, n (%)

2 (Mild) 21 (24.4) 15 (31.3) 2 (14.3) 4 (16.7)

3 (Moderate) 40 (46.5) 25 (52.1) 6 (42.9) 9 (37.5)

4 (Severe) 8 (9.3) 3 (6.3) 3 (21.4) 2 (8.3)

Pruritus NRS 6.6 (2.4) 6.5 (2.5) 7.0 (2.4) 6.6 (2.2)

≥4, n (%) 62 (87.3) 32 (84.2) 11 (91.7) 19 (90.5)

EASI 24.1 (10.7) 25.8 (12.2) 20.2 (4.3) 22.8 (9.6)

BSA % affected 32.2 (18.5) 35.3 (19.9) 24.8 (11.5) 30.3 (17.7)

DLQIb 14.4 (7.0) 15.1 (6.9) 15.4 (7.2) 12.7 (6.8)

mTLSSc 10.0 (5.0) 10.4 (5.0) 9.0 (4.4) 9.8 (5.3)

Number of prior systemic treatments,d n (%)

1 50 (58.1) 27 (56.2) 6 (42.9) 17 (70.8)

2 22 (25.6) 13 (27.1) 4 (28.6) 5 (10.8)

≥3 14 (16.3) 8 (16.7) 4 (28.6) 2 (8.3)

F-IGA (0,1) With ≥2-Point Improvementa

Baseline Week 4 Week 16 Week 24

F-IGA 4 3 3 2

©2024 Eli Lilly and Company. All rights reserved. ©2024 Eli Lilly and Company. All rights reserved. ©2024 Eli Lilly and Company. All rights reserved. ©2024 Eli Lilly and Company. All rights reserved.

Lebrikizumab Improved Hand Dermatitis Through Week 24

■ In dupilumab-experienced patients with moderate-to-severe hand dermatitis at baseline  

(N=41), defined by mTLSS ≥12, mTLSS decreased by an average of 69% (as observed;  

NRI/MI, 64%) at Week 16 and by 75% (as observed; NRI/MI, 68%) at Week 24

Notes: NRI/MI analyses are based on all N=41 patients at each timepoint and were performed for Week 0 to Week 24 after pooling together the LEBRI 250 mg Q2W  
and Q4W arms. Patients who discontinued treatment due to lack of efficacy were imputed as non-responders; all other missing data were imputed using MI.

Nxb  69 69 67 62 48 44

aITT population with baseline F-IGA ≥2; bAs observed.
Notes: NRI/MI analyses are based on all N=69 patients at each timepoint and were performed for Week 0 to Week 24 after pooling  

together the LEBRI 250 mg Q2W and Q4W arms. Patients who discontinued treatment due to lack of efficacy were imputed as  

non-responders; all other missing data were imputed using MI.

References: 1. Kimball AB, et al. Dermatol Ther (Heidelb). 2023;13:2107-2120. 2. Kang DH, et al. J Dermatol. 2024;51:e63-e65. 3. Silverberg JI, et al. N Engl J Med.  

2023;388:1080-1091. 4. Blauvelt A, et al. Br J Dermatol. 2023;188:740-748. 5. Paller AS, et al. Dermatol Ther (Heidelb). 2023;13:1517-1534. 6. Simpson EL, et al. JAMA  

Dermatol. 2023;159:182-191.

Abbreviations: AD=atopic dermatitis; AE=adverse event; BMI=body mass index; BSA=body surface area; cDLQI=Children’s DLQI; DLQI=Dermatology Life Quality Index;  

EASI=Eczema Area and Severity Index; EASI 75=≥75% improvement from baseline in EASI; F-IGA=Face-IGA; IGA=Investigator’s Global Assessment; IGA (0,1)=IGA  response 

of clear or almost clear; ITT=intent-to-treat; JAK=Janus kinase; LD=loading dose; LEBRI=lebrikizumab; mTLSS=modified Total Lesion Symptom Score;  MI=multiple 

imputation; NMSC=non-melanoma skin cancer; NRI=non-responder imputation; NRS=Numeric Rating Scale; Nx=number of patients with non-missing values;  PDE-

4=phosphodiesterase-4; Q2W=every 2 weeks; Q4W=every 4 weeks; QoL=quality of life; SAE=serious adverse event; SC=subcutaneous; SD=standard deviation;  TCI=topical 

calcineurin inhibitor; TCS=topical corticosteroids; TEAE=treatment-emergent adverse event; W=Week
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LEBRI Induction  

LEBRI Maintenance

(pooled Q2W and Q4W arms)
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Study Design
ADapt

aPatients received LD of 500 mg given SC at Week 0 and Week 2; bScreening window was up to 30 days.  

Notes: The use of low- and/or mid-potency TCS, TCIs, topical PDE-4 inhibitors, or high-potency TCS up  to 

10 days was permitted. Patients requiring rescue therapy (high-potency TCS >10 days, topical JAK  

inhibitors, phototherapy, systemic medication) were discontinued from the study.

Results
Lebrikizumab Improved QoL and Symptoms of  

Itch Through Week 24

■ Of dupilumab-experienced patients with baseline DLQI ≥4  

(N=77), 83% (as observed) achieved ≥4-point improvement  

in DLQI from baseline at Weeks 16 and 24 (NRI/MI, 81%  

and 80%, respectively)

■ Of dupilumab-experienced patients with baselinePruritus  

NRS ≥4 (N=62), 53% and 62% (as observed) achieved

≥4-point improvement in Pruritus NRS from baselineat  

Week 16 and 24 (NRI/MI, 49% and 48%), respectively

Notes: NRI/MI analyses are based on all N=77 or N=62 patients at each timepoint and were performed for  
Week 0 to Week 24 after pooling together the LEBRI 250 mg Q2W and Q4W arms. Patients who  
discontinued treatment due to lack of efficacy were imputed as non-responders; all other missing data  were 
imputed using MI.

LEBRI 250 mg  

Q2W

LEBRI 250 mg

Q4W
LEBRI 250 mg Q2W (N=86)

N=48 Inadequate Response  

N=14 Intolerance or AE  

N=24 Other Reason

Treatment Period Safety Follow-up

Week 16 Week 24 Week34  

Primary Endpoint

Week 16  

Non-

responders
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Chronic AD  
Age ≥12years

Adolescents ≥40kg  
Prior dupilumab  

experience

Week -4b Week 0

Safety follow-up  

at approximately 

12 weeks after  

last dose

Week 16

IGA (0,1) or

EASI 75

RespondersLDa

*Dupilumab inadequate response subgroup (n/Nx): 2/3 had no response to dupilumab;  

7/21 had partial response to dupilumab; and 7/11 lost response todupilumab

Notes: 61 patients had observed data at Week 0 and Week 16 and were included in this subgroup analysis. Data inside the bars are n/Nx. Reasons for  
dupilumab discontinuation were patient-reported. The inadequate response group consists of patients who discontinued dupilumab due to no response to  
treatment, defined as having a peak response for skin and itch that did not improve at all and/or improved less than 25%; partial response to treatment,  
defined as having a peak response for skin and itch that only improved partially and/or improved between 25% and 50%; or lost response to treatment,  
defined as “initially responded but lost response to dupilumab” with respect to skin and/or itch. Other reasons included being unable to afford treatment,  
health insurance changes, and previous open-label clinical trial participation that completed with no discontinuation for AEs. Due to the small sample size  
of all subgroups, no conclusions can be drawn from these analyses.

These results are  

similar to Phase 3  

monotherapy trials of  

lebrikizumab in  

patients with moderate-

to-severe AD without  

prior dupilumab  

exposure:

 The EASI 75

response rate at Week  

16 using pooled

ADvocate 1 & 2 data  

was 55.4%4,b

/
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How Efficacious Is Lebrikizumab in Patients Previously Exposed to Dupilumab?

EASI 75
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60%
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LEBRI Induction  

LEBRI Maintenance

(pooled Q2W and Q4W arms)

57%

51%

as observed  

NRI/MI
53%

Nxa   86 86 83 76 61 55

aAs observed; bIn ADvocate 1 and ADvocate2, patients who discontinued treatment due to loss of efficacy or initiated protocol-defined rescue therapy were imputed as non-responders  

in the NRI/MI analysis.

Notes: NRI/MI analyses are based on all N=86 patients at each timepoint and were performed for Week 0 to Week 24 after pooling together the LEBRI 250 mg Q2W and Q4W arms.  

Patients who discontinued treatment due to lack of efficacy were imputed as non-responders; all other missing data were imputed using MI.
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