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Objectives

• The TRACE study assesses the real-world effectiveness and 

safety of up to 12-months of tralokinumab treatment in patients 

with atopic dermatitis (AD)

• Here we evaluate the effectiveness of tralokinumab in AD 

patients previously treated with dupilumab or Janus kinase 

inhibitors (JAKi)

Abbreviations AD, atopic dermatitis; CI, Confidence interval; DLQI, Dermatology Life Quality Index; EASI, Eczema Area and Severity Index; EASI-75, at least 75% reduction in EASI score from baseline; FAS, full analysis set; IGA, Investigator’s 

Global Assessment; JAK, Janus kinase; n, number of subjects with observation; N, number of subjects in analysis set (or subset); N/A, not applicable; NRS, numeric rating scale; SAF, safety analysis set; SCORAD, Scoring Atopic Dermatitis; SD, 

standard deviation.
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Conclusions
• Tralokinumab treatment for up to 12 months was effective in a real-world setting in patients previously treated with dupilumab or JAK inhibitors, 

with clinical responses consistent with the overall TRACE population

• Improvements were observed across measures of AD symptoms, itch, and health-related quality of life

• These finding suggest that tralokinumab is an effective treatment option for AD in patients who have previously discontinued treatment with 

dupilumab or JAK inhibitors 

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

single-cohort study of 835 adults with AD who were prescribed 

tralokinumab according to the national approved label at 

treating physician’s discretion (Figure 1)

• 824 comprised the full analysis set; 182 patients were 

previously treated with dupilumab and 51 were previously 

treated with JAKi

• The most common reasons for discontinuing prior 

dupilumab or JAKi therapy were loss- or lack-of efficacy, 

and adverse events (Table 2) 

Methods

Background

• AD is a chronic and burdensome skin disease which 

significantly impacts patients’ quality of life1,2

• Tralokinumab is a monoclonal antibody targeting interleukin-

13, indicated for the treatment of moderate-to-severe AD, and 

has demonstrated efficacy and tolerability in Phase 3 clinical 

trials3-5

*Includes unknown, not available and not reported values. †Includes American Indian/Alaska Native, 

Native Hawaiian/Pacific Islander, multiple races, and other.

Table 1 Baseline disease characteristics

• Effectiveness outcomes were assessed per routine clinical 

practice. Two composite responder (CR) definitions were used:

• CR1: Patients achieving IGA 0/1 or EASI-75 or SCORAD <10

• CR2: Patients achieving IGA 0/1 or EASI ≤7 or SCORAD <10

All patients
N=824

Patients
previously

treated with
dupilumab

N=182

Patients
previously

treated with JAK 
inhibitors

N= 51

Mean age, years 

(SD)
44.1 (17.9) 46.8 (17.8) 44.3 (16.2)

Female sex, n (%) 392 (47.6) 97 (53.3) 27 (52.9)

Race

White, n (%) 624 (75.7) 132 (72.5) 34 (66.7)

Asian, n (%) 44 (5.3) 11 (6.0) 5 (9.8)

Black or African 

American, n (%)
37 (4.5) 10 (5.5) 2 (3.9)

Unknown*, n (%) 71 (8.6) 19 (10.4) 7 (13.7)

Other†, n (%) 48 (5.8) 10 (5.5) 3 (5.9)

Duration of AD, 

mean (SD), years
18.8 (17.7) 23.2 (20.0) 23.1 (18.4)

Table 2 Reasons for discontinuation of prior treatments*

Total reasons for discontinuation of dupilumab, n (%) N=191

Adverse event 59 (30.9)

Loss of effect 52 (27.2)

Lack of effect 48 (25.1)

Other 18 (9.4)

Intolerance 9 (4.7)

Not covered by insurance 4 (2.1)

Out of pocket cost too high 1 (0.5)

Total reasons for discontinuation of JAK inhibitors, n (%) N=65

Adverse event 13 (20.0)

Lack of effect 20 (30.8)

Loss of effect 16 (24.6)

Other 11 (16.9)

Intolerance 2 (3.1)

Not applicable 2 (3.1)

Not covered by insurance 1 (1.5)

*Some patients reported more than 1 reason for discontinuation of prior treatment with dupilumab 

or JAK inhibitors

Effectiveness of tralokinumab treatment for 12 months

• The proportion of patients with a CR increased rapidly from baseline to month 12 in both patients previously treated with dupilumab (Figure 2) and patients previously treated with JAKi (Figure 3)

• CR was similar among dupilumab- and JAKi-experienced patients and the FAS, where 86% achieved CR definition 1 and 79% achieved CR definition 2 by month 12

• Substantial improvements in AD symptoms, itch, and health-related quality of life were observed with 12 months of treatment in both patients previously treated with dupilumab (Table 3) and patients previously treated with 

JAKi (Table 4)
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Denominator for the proportions, N is patients with at least one response 
assessment at the given visit. Note that EASI-75 is 0 at baseline.

Baseline 3 months 6 months 9 months 12 months

CR1, n/N 12/169 57/136 56/108 53/83 43/68

CR2 n/N 38/180 78/136 70/108 63/83 55/68
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Figure 2 Effectiveness of up to 12-months tralokinumab in patients previously treated with dupilumab
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Figure 3 Effectiveness of up to 12-months tralokinumab in patients previously treated with JAKi

Denominator for the proportions, N, is patients with at least one response 
assessment at the given visit. Note that EASI-75 is 0 at baseline.

Baseline 3 months 6 months 9 months 12 months

CR1, n/N 1/50 11/38 14/40 14/19 9/14

CR2, n/N 12/51 18/38 19/30 16/19 12/15
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Results 

Figure 1 TRACE study design

Exclusion criteria
• Participation in the active 

treatment phase of a clinical trial

• Previous enrollment in TRACE

Inclusion criteria
• Adults (aged ≥18 years)

• Diagnosis of AD

• Tralokinumab-naïve (new users)

149
global sites

Outcome measures per individual clinical practice

12 months

±1 month

3 months

±1 month

6 months

±1 month

9 months

±1 month
824 

patients*

Day

0

Tralokinumab administered according to nationally approved labels

*:835 patients were enrolled, of which 824 were included in the FAS and 825 in the SAF.​

● CR1: IGA 0/1 or EASI-75 or SCORAD < 10

● CR2: IGA 0/1 or EASI ≤ 7 or SCORAD < 10 ● CR1: IGA 0/1 or EASI-75 or SCORAD < 10

● CR2: IGA 0/1 or EASI ≤ 7 or SCORAD < 10

Table 3 Patient-reported outcomes among dupilumab-experienced patients receiving up to 12-

months tralokinumab therapy

Mean DLQI score
DLQI ≤ 5

Proportion (95%CI) 

Mean Peak pruritus 

NRS score

Peak pruritus NRS ≤ 4 

Proportion (95%CI) 

Baseline
n=92 n=92 n=116 n=116

10.9 29.3 (20.3 - 39.8) 5.6 35.3 (26.7 - 44.8)

3 months
n=43 n=43 n=55 n=55

6.6 48.8 (33.3 - 64.5) 4.6 52.7 (38.8 - 66.3)

6 months
n=37 n=37 n=46 n=46

6.4 67.6 (50.2 - 82.0) 3.9 60.9 (45.4 - 74.9)

9 months
n=29 n=29 n=34 n=34

6.7 58.6 (38.9 - 76.5) 3.8 64.7 (46.5 - 80.3)

12 months
n=25 n=25 n=28 n=28

6.3 56.0 (34.9 - 75.6) 4.0 60.7 (40.6 - 78.5)

Mean DLQI score
DLQI ≤ 5

Proportion (95%CI) 

Mean Peak pruritus 

NRS score

Peak pruritus NRS ≤ 4 

Proportion (95%CI) 

Baseline
n=28 n=28 n=36 n=36

11.1 21.4 (8.3 - 41.0) 6.6 22.2 (10.1 - 39.2)

3 months
n=15 n=15 n=19 n=19

7.2 66.7 (38.4 - 88.2) 5.1 47.4 (24.4 - 71.1)

6 months
n=13 n=13 n=15 n=15

6.3 61.5 (31.6 - 86.1) 3.8 66.7 (38.4 - 88.2)

9 months
n=10 n=10 n=11 n=11

6.9 40.0 (12.2 - 73.8) 4.0 54.5 (23.4 - 83.3)

12 months
n=6 n=6 n=7 n=7

7.0 50.0 (11.8 - 88.2) 4.0 57.1 (18.4 - 90.1)

Table 4 Patient-reported outcomes among JAKi-experienced patients receiving up to 12-

months tralokinumab therapy
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