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ABSTRACT

Objective: Atopic dermatitis (AD) is a chronic, recurrent inflammatory skin disease. Both tralokinumab and dupilumab have been
recommended in the European Guideline for the treatment of adult patients with severe AD. In Korea, dupilumab has been approved
for patients with moderate to severe AD, and reimbursed for those with severe AD. Since there is no clinical trial directly comparing
tralokinumab and dupilumab, we conducted indirect comparison to assess the clinical usefulness in patients with AD. Methods: We
selected clinical trials for indirect comparison through a systematic literature review. Individual patient data were available for the
tralokinumab clinical trial, and aggregated data were available for the dupilumab clinical trial. Therefore, we employed the
Matching-Adjusted Indirect Comparison (MAIC) method. The treatment efficacy was assessed based on whether patients achieved
a 75% reduction on the Eczema Area and Severity Index (EASI 75) after drug administration. Results: The difference in the
proportion of patients achieving EASI 75 between tralokinumab and dupilumab was 4.7% (95% CI: =7.9 to 17.3). Considering the
non-inferiority margin for the EASI 75 achievement rate is —10%, tralokinumab is deemed non-inferior to dupilumab as the lower
bound of the CI for the difference in the EASI 75 achievement rate between tralokinumab and dupilumab was within —10%.
Conclusion: We conducted a MAIC analysis comparing tralokinumab and dupilumab based on EASI 75 achievement. The findings
of this study show that tralokinumab is non-inferior to dupilumab and can be implemented in Korean clinical settings with a
therapeutic position comparable to dupilumab.
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Table 1. Effective Sample Size of each analysis
Arm Actual population size* Effective Sample Size (ESS) Proportion (%)
Tralokinumab + TCS (base-case analysis) 116 84.7
Tralokinumab + TCS (sensitivity analysis) 124 90.5

TCS, Topical Corticosteroid

*: For the MAIC analysis, only patients treated with tralokinumab who had complete information for all the matching variables were included.
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ECZTRA-7 CAFE
Tralokinumab 300 mg Placebo+TCS Dupilumab 300 mg Placebo+TCS
Q2W + TCS (n=138) (n=137) Q2W +TCS (n=107) (n=108)
Primary efficacy outcome
EASI 75 at week 16 (% (n/N)) 64.2% 50.5% 62.6% 29.6%
(88.6/138) (69.2/137) (67/107) (32/108)
Secondary efficacy outcome
Weekly average of worst daily P-NRS 45.5% 35.6% 45.7% 14.3%
reduction of >4 at week 16 (% (/N)) (61/134) (48/135) (43/94) (13/91)
SCORAD score change at week 16 (+SE) -42.7 (£1.6) -34.1 (£1.6) -62.4 (£2.48) -29.5 (£2.55)
DLQI score change at week 16 (+SE) n=137,; n=134; -9.5 (£0.46) -4.5 (£0.49)
-11.2 (£ 0.4) 9.6 (£0.4)
EASI 50 at week 16 (%(n/N)) 80.0% 69.5% 85.0% 43.5%
(110.4/138) (95.3/137) (91/107) (47/108)
EASI 90 at week 16 (%(n/N)) 41.1% 29.3% 45.8% 12.0%
(56.7/138) (40.2/137) (49/107) (13/108)

TCS, Topical Corticosteroid; EASI, Eczema Area and Severity Index; P-NRS, Pruritus-Numerical Rating Scale; SCORAD, Scoring Atopic
Dermatitis; DLQI, Disease-Specific Quality of Life measure; SE, Standard Error
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Table 3. Baseline characteristics before and after matching

Before matching After matching
Baseline characteristics ECZTRA-7 (r=137) CAFE (n107) P-value* (tralokiii?;@gghted) CAFE
Age (mean, years) 36.9 375 0.73 375 375
Duration of AD (mean, years) 27.0 29.6 0.18 29.6 29.6
Sex (male %) 584 60.8 0.79 60.8 60.8
Race (white %) 97.8 97.2 1.00 97.2 97.2
BMI (mean) 25.1 24.7 0.43 24.7 24.7
DLQI (mean) 15.9 14.5 0.14 14.5 14.5
EASI (mean) 322 333 0.41 333 333
IGA (mean) 3.50 3.50 0.95 3.50 3.50
SCORAD (mean) 70.0 68.6 0.35 68.6 68.6

AD, Atopic Dermatitis; BMI, Body Mass Index; DLQI, Disease-Specific Quality of Life measure; EASI, Eczema Area and Severity Index; IGA,
Investigator Global Assessment; SCORAD, Scoring Atopic Dermatitis
*: t-test for continuous variables and chi-squared test for categorical variables
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*adjusted: age, duration of AD, sex, race, BMI, DLQJ, EASI, IGA, SCORAD
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Fig. 1. Base case analysis results
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*adjusted: age, sex, race, BMI, EASI, SCORAD
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Fig. 2. Sensitivity analysis results
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