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L E T T E R  T O  T H E  E D I T O R

Survival, efficacy and safety of tralokinumab after 32 and 52 weeks 
of treatment for moderate- to- severe atopic dermatitis in adults: A 
multicentre real- world study

Dear Editor,
Tralokinumab, a fully human monoclonal antibody inhibit-
ing the signalling of IL- 13, is a new treatment option for adult 
patients with moderate- to- severe AD, which has proven safe 
and efficacious in clinical trials.1– 3 Extension trials investi-
gating the long- term efficacy and safety of tralokinumab are 
ongoing.4 We recently conducted a 16- week real- life case- 
series study in adults with moderate- to- severe AD treated 
with tralokinumab.5 Nevertheless, no real- world studies 
both at weeks 32 and 52 have yet been reported.

Herein, we report an extension analysis of the same case 
series of AD adults beyond 16 weeks, together with new data 
collected from patients referring to 5 dermatological centres. 
We evaluated tralokinumab drug survival, efficacy (Eczema 
Area and Severity Index [EASI]), Numerical Rating Scale 
(NRS)- itch, NRS- sleep, Dermatology Life Quality Index 
(DLQI) and safety up to week 32 and week 52. The study 
was approved by the local Ethics Committee. The baseline 
demographic and clinical characteristics of the 171 (98 F, 
57.3%; mean [SD] age 40.6 [17.4] years) AD adult patients are 
presented in Table 1. The first patient treated with traloki-
numab was recorded in April 2022; a data lock took place in 
March 2023.

By the data lock, 165 patients (96.5%) were still using 
tralokinumab, while 6 patients (3.5%) had permanently dis-
continued it, 2 of whom due to adverse events (AEs) (pso-
riasis, which occurred after 4 and 16 weeks, respectively), 2 
due to inefficacy, 1 owing to AD remission and 1 owing to 
pregnancy. One patient temporarily discontinued traloki-
numab in the fourth month because of conjunctivitis, which 
resolved after 1- month corticosteroids eyedrops treatment. 
Considering the adults who permanently discontinued 
tralokinumab, the overall drug survival rate at week 52 was 
85.9%. There was a continuous improvement in terms of 
EASI, itch- NRS, sleep- NRS and DLQI from week 16 to week 
52 of treatment (Figure 1). The mean EASI score (24.4 at base-
line) decreased to 1.6 at week 32 and to 1.1 at week 52, with a 
mean percentage decrease of 93.4% and 95.5%, respectively. 
The mean percentage reduction of itch- NRS score (mean 
value of 7.7 at baseline, 1.6 at week 32 and 1.3 at week 52) was 
79.2% at week 32 and 83.1% at week 52. The mean percentage 
reductions of sleep- NRS (mean value 6.1 at baseline, 0.7 at 
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T A B L E  1  Baseline demographic and clinical characteristics of the 
study population.

Characteristics No. (%)

Total (%) 171 (100)
Sex (%)

Female 98 (57.3)
Male 73 (42.7)

Age, years, mean (SD) 40.6 (17.4)
BMI, mean (SD) 23.8 (3.1)
Age at AD onset (%)

Early onset (<18 years) 113 (66.1)
Late- onset 58 (33.9)

AD duration, years, mean (SD) 21.8 (13.4)
AD Phenotype (%)

Classical 127 (74.3)
Prurigo 30 (17.5)
Generalized Lichenoid 3 (1.7)
Generalized inflammatory 2 (1.2)
Nummular 9 (5.3)
Erythroderma 0 (0)

Immunosuppressive drug history (%)
No prior immunosuppressive drug 25 (14.6)
1 prior immunosuppressive drug 91 (53.2)
≥2 prior immunosuppressive drugs 55 (32.2)
Prior biologics or JAK inhibitors 51 (29.8)
Baseline systemic immunosuppressants 28 (16.4)
Baseline topical immunosuppressants 153 (89.5)

Atopic comorbidities (%)
Allergic rhinitis 65 (38.0)
Allergic conjunctivitis 50 (29.2)
Allergic asthma 40 (23.4)
Food allergy 17 (9.9)

Other comorbidities (%)
Diabetes 5 (2.9)
Alopecia areata 2 (1.2)
Autoimmune thyroiditis 9 (5.3)
Inflammatory bowel disease 3 (1.8)
Hypertension 26 (15.2)
Cancer 3 (1.8)
Chronic kidney disease 3 (1.8)

Abbreviations: AD, Atopic Dermatitis; BMI, Body Mass Index; SD, Standard 
Deviation.
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week 32 and 0.8 at week 52) were 88.5% and 86.8%, respec-
tively. The mean percentage reductions in DLQI score (mean 
value 13.2 at baseline, 2.4 at week 32 and 1.5 at week 52) were 
81.8% and 88.6%, respectively. For all the assessments, the 
mean percentage reductions from baseline to week 32 and 
week 52 were statistically significant (p < 0.01).

Overall, 100% (n = 61/61) of patients reached EASI- 50, 95.1% 
(n = 58/61) of patients reached EASI- 75 and 73.8% (n = 45/61) of 
patients reached EASI- 90 at week 32. After 52 weeks of treat-
ment, the proportion of patients achieving EASI- 50, EASI- 75 
and EASI- 90 was 100% (n = 22/22), 95.4% (n = 21/22) and 95.4% 
(n = 21/22), respectively. The absence of a medication washout 
period in our patients, 85.4% of whom had used prior systemic 
immunosuppressants and 30% of whom had used prior bi-
ologics or JAK inhibitors and the add- on therapy with topi-
cal corticosteroids in 89.5% of patients, may have favoured 
our better results compared with those from clinical trials.1 
Conjunctivitis was diagnosed in 3/171 patients (1.7%); the first 
episode occurred on average after 16 weeks and healed within 
week 32 of tralokinumab treatment after corticosteroid eye 
drops treatment.6 Other AEs included injection- site reaction 
(5/171; 2.9%), psoriasis (2/171; 1.2%), herpes viral infection 
(1/171; 0.6%) and erythroderma (1/171; 0.6%).7

In conclusion, our data support a good survival of 
tralokinumab after 32 and 52 weeks in patients with AD. 
Tralokinumab maintained long- term control of AD signs 
and symptoms and was well- tolerated. This is a long- term 
prospective cohort study with a limited sample size; addi-
tional real- world studies will increase the reliability of these 
preliminary findings.
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F I G U R E  1  Median percentage improvement in EASI, itch 
NRS, sleep loss NRS, and DLQI from baseline through 52 weeks of 
tralokinumab treatment. DLQI, Dermatology Life Quality Index; EASI, 
Eczema Area and Severity Index; NRS, Sleep Numerical Rating Scale.
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