
Full Terms & Conditions of access and use can be found at
https://www.tandfonline.com/action/journalInformation?journalCode=iebt20

Expert Opinion on Biological Therapy

ISSN: (Print) (Online) Journal homepage: https://www.tandfonline.com/loi/iebt20

Current treatment goals are achieved by the
majority of patients with atopic dermatitis treated
with tralokinumab: results from a multicentric,
multinational, retrospective, cohort study

A Chiricozzi, SM Ferrucci, L Di Nardo, N Gori, A Balato, M Ortoncelli, M
Maurelli, M Galluzzo, M Munera Campos, T Seremet, G Caldarola, C De
Simone, E Ippoliti, T Torres, S Gkalpakiotis, C Conrad, JM Carrascosa, L
Bianchi, G Argenziano, S Ribero, G Girolomoni, AV Marzano, K Peris &
MEDaCoTRA Study Group

To cite this article: A Chiricozzi, SM Ferrucci, L Di Nardo, N Gori, A Balato, M Ortoncelli, M
Maurelli, M Galluzzo, M Munera Campos, T Seremet, G Caldarola, C De Simone, E Ippoliti,
T Torres, S Gkalpakiotis, C Conrad, JM Carrascosa, L Bianchi, G Argenziano, S Ribero, G
Girolomoni, AV Marzano, K Peris & MEDaCoTRA Study Group (2023) Current treatment goals
are achieved by the majority of patients with atopic dermatitis treated with tralokinumab:
results from a multicentric, multinational, retrospective, cohort study, Expert Opinion on
Biological Therapy, 23:12, 1307-1315, DOI: 10.1080/14712598.2023.2292627

To link to this article:  https://doi.org/10.1080/14712598.2023.2292627

View supplementary material Published online: 28 Dec 2023.

Submit your article to this journal Article views: 74

View related articles View Crossmark data

https://www.tandfonline.com/action/journalInformation?journalCode=iebt20
https://www.tandfonline.com/loi/iebt20
https://www.tandfonline.com/action/showCitFormats?doi=10.1080/14712598.2023.2292627
https://doi.org/10.1080/14712598.2023.2292627
https://www.tandfonline.com/doi/suppl/10.1080/14712598.2023.2292627
https://www.tandfonline.com/doi/suppl/10.1080/14712598.2023.2292627
https://www.tandfonline.com/action/authorSubmission?journalCode=iebt20&show=instructions
https://www.tandfonline.com/action/authorSubmission?journalCode=iebt20&show=instructions
https://www.tandfonline.com/doi/mlt/10.1080/14712598.2023.2292627
https://www.tandfonline.com/doi/mlt/10.1080/14712598.2023.2292627
http://crossmark.crossref.org/dialog/?doi=10.1080/14712598.2023.2292627&domain=pdf&date_stamp=28 Dec 2023
http://crossmark.crossref.org/dialog/?doi=10.1080/14712598.2023.2292627&domain=pdf&date_stamp=28 Dec 2023


ORIGINAL RESEARCH

Current treatment goals are achieved by the majority of patients with atopic 
dermatitis treated with tralokinumab: results from a multicentric, multinational, 
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ABSTRACT
Background: Tralokinumab is a human monoclonal antibody targeting interleukin-13 that is approved 
for the treatment of moderate-severe atopic dermatitis. Studies analyzing the efficacy and safety of 
tralokinumab in a real-world setting are scarce.
Research design and methods: A European, multicentric, real-world, retrospective cohort study was 
defined to assess the effectiveness and safeness profile of tralokinumab, investigating the achievement 
of pre-specified treatment goals; and to detect potential differences in terms of effectiveness and 
safeness across some selected patient subcohorts.
Results: A total of 194 adult patients were included in this study. A significant improvement in 
physician-assessed disease severity was detected at each follow-up visit as compared with baseline 
and similar trend was observed for patient-reported outcomes and quality of life. No meaningful 
difference in effectiveness was found when considering patient age (<65 versus ≥65 years), neither 
dissecting patient cohort in dupilumab-naive vs dupilumab-treated subjects. Among tralokinumab- 
treated patients, 88% achieved at least one currently identified real-world therapeutic goal at week 16.
Conclusions: This retrospective multicenter study confirmed the effectiveness and safeness of traloki-
numab throughout 32 weeks of observation, showing the achievement of therapeutic goals identified 
in both trial and real-world settings in a large proportion of tralokinumab-treated patients.
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1. Introduction

Atopic dermatitis (AD) is one of the most common inflammatory 
skin conditions, with a prevalence of 20% in children and 7–14% 
in adults [1]. AD is clinically characterized by intense, persistent 
and debilitating itching, often leading to sleep deprivation, anxi-
ety, depression, impairment in productivity, and reduction in 
health-related quality of life [2]. More than a third of AD cases 
are considered to be moderate-to-severe and often require sys-
temic treatment to achieve adequate control [3]. However, long- 
term management of AD has been challenging for several years 
due to a lack of therapeutic options, mainly limited to traditional 
systemic immunosuppressants (e.g. cyclosporine, methotrexate, 
and azathioprine), which are burdened by toxicity [3]. Recent 

advances in clarifying the pathogenic role of type II inflammation 
in AD, led to the development of new target therapies, including 
two biologics (dupilumab and tralokinumab) and three small 
molecules (upadacitinib, baricitinib, and abrocitinib), which 
have revolutionized the therapeutic management of AD [4–6].

Tralokinumab is the first fully human monoclonal antibody 
that specifically targets interleukin (IL)-13 with high affinity, 
thus preventing it from binding to both IL-13 Rα1 and IL-13  
Rα2 [7].

Notably, the Phase III ECZTRA 3 and ECZTRA 7 studies 
demonstrated significantly greater efficacy of tralokinumab 
plus topical corticosteroids (TCS) than placebo plus TCS in 
reducing disease signs and symptoms in an adult population 
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with moderate-to-severe AD over 32 and 24 weeks of observa-
tion, respectively [8,9].

In addition, these studies confirmed a favorable safety 
profile of tralokinumab, similarly to placebo, with the majority 
of reported adverse events being mild to moderate in severity 
and not leading to treatment discontinuation [8,9].

To date, studies analyzing the efficacy and safety of tralo-
kinumab in a real-world setting are scarce [10–13]. So far, no 
real-world studies evaluated the therapeutic response consid-
ering the therapeutic goals that have been recently proposed 
to assess, through a multidimensional approach, the treat-
ment response in AD.

Indeed, an international expert panel identified, via an 
e-Delphi consensus process, a list of objective treatment 
goals that were selected to comprehensively evaluate the 
clinical response to systemic treatments for AD, based on the 
achievement of specific scores of validated and recommended 
tools (e.g. SCORAD, EASI, DLQI, Peak Pruritus NRS, or POEM), 
after 3 and 6 months of therapy [14,15]. Additional treatment 
goals were considered within the tralokinumab trial program 
that result similar to those proposed for the real-world set-
ting [8].

The aims of this European, multicentric, real-world, retro-
spective cohort study were: 1) to assess the effectiveness and 
safeness profile of tralokinumab up to 32 weeks, investigating 
the achievement of pre-specified treatment goals; 2) to detect 
potential differences in terms of effectiveness and safeness 
across some selected patient subcohorts.

2. Patients and methods

This European, multicentric, real-world, retrospective, cohort 
study included adult patients affected by moderate-to-severe 
AD under treatment with tralokinumab for at least 16 weeks, 
referring to the outpatient clinics of 10 European dermatology 
centers between October 2022 and July 2023. Tralokinumab 
was prescribed at the standard dose of 600 mg at the baseline 
followed by 300 mg every 2 weeks. All subjects were encour-
aged to use moisturizers on a daily basis, while topical corti-
costeroids or calcineurin inhibitors were allowed on an as- 
needed basis.

The following clinical and demographic characteristics were 
collected at baseline: age, gender, history and severity of AD, 
clinical phenotypes, and topographic distribution of lesions 
according to Silvestre Salvador JF et al16, serum total IgE 
levels, eosinophil count, prior systemic therapies for AD, atopic 
and non-atopic comorbidity and related treatments.

At the baseline and at each subsequent visit conducted at 
weeks 4, 16, and 32, with minor variations depending on each 
center timetable, disease severity was evaluated using Eczema 
Area and Severity index (EASI) with a score ranging from 0 to 
72, and a six points Investigator Global Assessment (IGA) with 
a scale ranging from 0 to 5. In addition, pruritus severity was 
measured using a 0–10 numerical rating scale (itch-NRS), sleep 
disturbances/sleeplessness by a 0–10 NRS scale (sleep-NRS), 
and patient’s quality of life by the Dermatology Life Quality 
Index (DLQI).

Safety was evaluated through physical examination and 
laboratory tests. Any abnormal physical condition and alteration 

in blood test results was defined as adverse event (AE). 
Physicians collected this information every 16 weeks or more 
frequently in response to clinical needs throughout the study 
period. This study was approved by the Local Ethics Committee – 
Comitato Etico Territoriale Lazio Area 3, Prot ID: 5909. Permission 
was obtained from each center involved to use their patient 
records for the purposes of this study. Patient records were 
anonymized. Written informed consent was obtained from 
patients, whereby they also gave consent for their anonymized 
data to be used for research and publication purposes.

2.1. Statistical analysis

Summary statistics were generated and expressed as mean 
and standard deviation, or numbers and frequencies. AD 
extent and severity were evaluated at baseline, weeks 4, 16 
and 32 by defining absolute scores, including physician- 
measured (EASI, v-IGA) and patient-reported scores (DLQI, 
itch-NRS, and sleep-NRS scores). We also evaluated the pro-
portion of patients achieving clinically meaningful treatment 
goals, established in the real-world and trial setting, that 
included: 50%, 75%, and 90% improvement in baseline EASI 
score (EASI50, EASI 75 and EASI 90, respectively), a minimum 
4-point improvement in DLQI score and a minimum 3-point 
improvement in itch-NRS versus baseline, and absolute EASI ≤  
7, absolute DLQI score ≤5, absolute itch-NRS ≤4.

For binary endpoints, the McNemar’s test has been used to 
assess differences in proportions between paired data. For 
continuous endpoints, changes from baseline were analyzed 
using a repeated-measurements model (paired t-test or ana-
lysis of variance-ANOVA, as needed) at each follow-up visit. 
Results were stratified according to age at tralokinumab initia-
tion and previous exposure to dupilumab. Multivariable logis-
tic regression analysis was conducted to characterize the study 
population accessing to tralokinumab. All data management 
and analysis were performed using STATA BE/17.

3. Results

3.1. Patient characteristics

A total of 194 adult patients, 110 (56.7%) males and 84 (43.3%) 
females, with a mean (±SD) age at treatment initiation of 42.0  
± 19.1, who were diagnosed as moderate-to-severe AD and 
treated with tralokinumab, were analyzed. Disease and 
patients’ characteristics with indication of prior systemic thera-
pies are reported in Table 1.

Mean (±SD) age at diagnosis was 21.4 (±26.6) years, with 
a mean (±SD) disease duration of 21.7 (±15.1) years. Persistent 
and relapsing AD patterns were recorded in 58.9% (99/168) 
and 10.1% (17/168), respectively, while late onset AD pattern 
was seen in 30.9% (52/168). Early onset (<18 years) of disease 
was observed in 62.1% (108/174) of patients, adult AD onset 
(18–64 years) in 25.3% (44/174) and elderly AD onset (≥65  
years) in 12.6% (22/174).

Head/neck AD involvement occurred in 70.6% (84/119) of 
patients, while hand eczema in 9.2% (11/119) of patients. 
Elevated IgE level (IgE ≥100 kU/L) and eosinophilia (>500 
cells/mm3) were recorded in 76.9% (80/104) and 40.2% (39/ 
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97) of patients, respectively. The most frequent AD phenotype 
was flexural eczema (82.0%, 159/194).

Patients with active allergic comorbidities were 56.1% (97/ 
173), being rhinitis 79.4% (77/97) and asthma 49.5% (48/97) 
the most frequent ones, followed by conjunctivitis (40.2%, 39/ 
97) and food allergy (12.3%, 11/97). Patients with early onset 
of disease showed more often (73.6%, 67/91) allergic comor-
bidities (p = 0.004) and head/neck (73.2%, 60/82) AD involve-
ment (p < 0.0001) compared to adults (17.6%, 16/91, and 
20.7%, 17/82, respectively) or elderly subjects (8/91, 8.8% 
and 5/82, 6.1%, respectively).

Based on the age at treatment initiation (<65 versus ≥65  
years old), elderly patients [18.4% (35/194)] showed 
a significantly lower number of atopic comorbidities (either 
conjunctivitis p = 0.040, asthma p = 0.031, or rhinitis p =  
0.011) and more frequent head/neck involvement (p <  
0.0001) than younger patients.

Cardiovascular diseases (hypertension and/or IMA, coron-
ary/aortic stenosis, dilated cardiomyopathy) were significantly 
more frequent among elderly (≥65 years) patients (65.2% ver-
sus 311.6% of those aged <65 years, respectively, p = 0.030). 
Other recorded comorbidities included type 2 diabetes in 
16.7% (7/42), history of neoplastic disease (colon cancer, 
lung cancer, melanoma) in 9.5% (4/42) of patients, one case 
of thyroid disorder and one case of alopecia areata.

Previous systemic treatments were recorded in 86.6% 
patients (148/171), including non-steroidal immunosuppres-
sants (79.0% of cases 117/148), with cyclosporin as the most 
frequently prescribed conventional systemic immunosup-
pressant (77.0%, 114/148), followed by methotrexate 
(10.1%, 15/148) and azathioprine (3.4%, 5/148). Prior use of 
targeted therapies included dupilumab (25.7%, 38/148), JAK- 
inhibitors (upadacitinib) (9/148, 6.1%), and omalizumab (3/ 
148, 2.0%). Multiple systemic treatments (at least two) were 
recorded in 62.8% (93/148) of patients. Dupilumab- 
experienced patients were more likely to show 
relapsing AD (OR = 3.5, 95%CI = 1.0–12.13, p = 0.043) and to 
be aged ≥65 years (OR = 7.2, 95%CI = 1.9–25.7, p = 0.003; 
Table 2), than dupilumab-naïve patients. The main (74.3%, 
26/35) reason for discontinuing dupilumab was ineffective-
ness, while adverse events caused treatment interruption in 
25.7% of cases (9/35).

3.2. Assessment of AD severity throughout the 
observation period

Disease burden at the baseline was defined by a mean 
(±SD) EASI score of 21.6 ± 9.2, mean (±SD) DLQI of 10.8 ±  
6.1, mean (±SD) itch-NRS of 7.3 ± 2.4, mean (±SD) sleep-NRS 
of 5.0 ± 3.7. The majority of patients presented an IGA 3 (53/ 
138, 38.4%), with IGA 4 being documented in 37.0% (51/ 
138), IGA 2 in 7.4% (24/138), IGA 1 in 5.8% of (8/138), and 
IGA 5 in 1.4% of patients. Baseline EASI score was greater in 
patients showing head/neck involvement than in those 
without head/neck AD (20.9 ± 9.4 versus 14.7 ± 9.8, p =  
0.001), and it was found significantly higher in erythroder-
mic than in other phenotypes (p = 0.002). In addition, we 
found significantly higher EASI (p = 0.009) and DLQI (p =  
0.042) scores in bio-naïve than dupilumab-experienced 

patients, although the only two patients presenting IGA5 
were previously treated with dupilumab (p < 0.0001) 
(Table 1).

A significant improvement in mean EASI score compared 
to baseline was detected at each follow-up visit during 
tralokinumab administration (Table 3). A similar trend was 
observed for patient-reported outcomes, including itch-NRS, 
sleep-NRS, and DLQI, with significant improvements from 
baseline to week 16 and sustained until week 32. The 
proportion of patients achieving EASI75 continued to 
increase through week 32 (from 42% at week 16 to 76% 
at week 32), while EASI90 response rates achieved a plateau 
at week 16 without meaningful improvements thereafter. 
Similarly, the proportion of patients obtaining absolute 
DLQI score ≤5 and itch-NRS score ≤4 significantly increased 
through the whole treatment period. DLQI score amelio-
rated by more than 4 points in 46.5% (60/129) of patients 
at week 4, 50% (43/86) at week 16 and 52% (13/25) at week 
32, while itch-NRS score improved by more than 3 points 
from baseline to week 16 but these improvements were not 
sustained throughout the whole observation period 
(Table 3).

3.3. Comparing tralokinumab effectiveness among 
different patient subcohorts

No difference in effectiveness was also found when consid-
ering the whole patient cohort according to age at traloki-
numab initiation (<65 versus ≥65 years), except for the 
significantly more frequent DLQI scoring ≤5 at week 16 in 
patients ≥65 years old (57.1% versus 55.7%, p = 0.005) 
(Supplementary Table S2). Whereas no difference could be 
demonstrated between dupilumab-naive vs dupilumab- 
treated subjects in terms of effectiveness at week 4 and 
16, an EASI75 response was significantly more frequent 
within dupilumab-naïve patient subcohort at week 32 
(93.7% versus 44.4%, p = 0.006). Dissecting patient popula-
tion by patient‘s age at the disease onset (early AD onset 
[<18 years old] vs late AD onset [≥18 years old]), we did not 
detect any significant difference in terms of treatment 
response, except for two effectiveness parameters assessed 
at week 4 (Supplementary Table S4). The absolute itch 
Absolute itch-NRS score ≤4 that was achieved by 
a significantly greater percentage of early AD onset patients 
(56.9% vs. 37.5%, p = 0.03). This improvement in itch distur-
bances was associated with a significantly lower mean 
sleep-NRS value in early AD onset patients (1.9 ± 2.1 vs. 
3.9 ± 3.6, p = 0.0002; Supplementary Table S2). 
Considering AD localization in special areas, we evaluated 
the impact of head/neck involvement that negatively 
affected the effectiveness of tralokinumab, obtaining signif-
icantly lower rates of EASI 75 and EASI 90 responses, with 
a significantly smaller reductions of different disease sever-
ity scores (Supplementary Table S2). Overall head/neck 
involvement reduced treatment response at both week 4 
and week 16, whereas this negative impact was not 
detected when considering hand involvement 
(Supplementary Table S2).
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3.4. Current therapeutic goals were achieved by the vast 
majority of tralokinumab-treated patients.

Among tralokinumab-treated patients, 88% achieved at least 
one currently identified real-world therapeutic goal at week 
16, and 81% of patients obtained one physician-measured 
endpoint of AD severity (absolute EASI ≤ 7 or EASI75) com-
bined with patient-reported endpoints of AD symptoms or 
quality of life (absolute DLQI ≤ 5, absolute itch-NRS ≤4, or 
DLQI ≥ 4-point reduction from baseline, itch-NRS ≥3-point 
reduction from baseline; Figure 1). Overall, 35% (30/86) and 
25% (21/85) of tralokinumab-treated patients reached all the 
three therapeutic goals described by absolute scores (EASI ≤7, 
absolute itch-NRS ≤4, and absolute DLQI ≤ 5) or improved 
scoring from baseline (EASI75, DLQI ≥ 4-point reduction, itch- 
NRS ≥3 points reduction), respectively.

About one third of patients (31%) achieved all therapeutic 
endpoints commonly used in the trial setting, i.e. EASI50, itch- 
NRS ≥3-point reduction, DLQI ≥ 4 points reduction at week 16. 
Specifically, an EASI50 response was largely achieved by 86% 
of patients, while both DLQI ≥ 4-point and itch-NRS ≥3 points 
reductions were obtained by half of patients (Supplementary 
Figure S1).

3.5. Safety and reason of treatment discontinuation

Early treatment discontinuation occurred in 7.0% (9/129) of 
patients, 2 of them were due to ineffectiveness, while adverse 
events like injection site reaction (4/9, 44.4%) or flu-like symp-
tom (4/9, 44.4%) were reported in the other cases, without 
specifying their causative relationship with therapy disconti-
nuation. After 16 weeks of tralokinumab administration, the 
percentage of treatment discontinuation slightly increased to 
12.5% (11/88). AEs reported at week 16 included 4 ocular 
disturbances (3 conjunctivitis and 1 dry eye disease), 1 psor-
iasis, 3 injection site hematoma, 1 facial redness, 1 visual 
blurring and 1 defluvium. At week 32 only 1 case of therapy 
discontinuation was recorded as lost-to-follow-up and unre-
lated to AEs.

4. Discussion

The recent introduction of new targeted therapies revolutio-
nized the therapeutic approach in AD, providing long-term 

stable control of clinical signs and symptoms and valuable 
tolerability. In this scenario, the development of new biologic 
drugs (tralokinumab, lebrikizumab, the last not yet approved) 
that inhibit IL-13 signaling, which is central to the pathogen-
esis of AD, provided valid and additional therapeutic options, 
exhibiting significant clinical efficacy in the trial setting [7].

Overall, this retrospective multicenter study confirmed the 
effectiveness and safeness of tralokinumab throughout 32  
weeks of observation in a relatively large real-word patient 
cohort.

Significant reductions from baseline in both patient- 
reported (Itch and Sleep NRS and DLQI) and physician- 
reported (EASI, IGA) outcomes were observed as early as 
week 4 and were maintained throughout the 32 weeks of 
treatment.

Notably, the proportion of patients achieving EASI75 con-
tinued to increase through week 32 (from 42% at week 16 to 
76% at week 32). In the ECZTRA 3 study, the proportion of 
EASI75 responders increased from 56% at week 16 to 70% at 
week 32 [8]. This observation is clinically relevant, indicating 
that week 16 May be too early to evaluate the full effect of 
tralokinumab.

Since a multidimensional disease such as AD cannot be 
adequately captured by a single outcome, we conducted 
a comprehensive evaluation of clinical response, using both 
specific treatment goals proposed by De Bruin-Weller 
M et al.14 and its update15 along with therapeutic targets 
identified in the clinical trial setting [8,9].

Notably, by week 16, over 88% of patients treated with 
tralokinumab achieved at least one of the therapeutic goals 
proposed by De Bruin-Weller M et al. and approximately one- 
third of patients achieved all therapeutic goals [14,15], reflect-
ing a multidimensional improvement induced by 
tralokinumab.

Similarly to ECZTRA 3, approximately one-third of 
patients achieved all three endpoints of interest at week 
16, namely EASI 50, itch-NRS ≥3 and DLQI ≥ 4. Indeed, an 
improvement in disease domains correlating positively with 
patients’ quality of life, pruritus, sleep, and DLQI was 
observed within the first 4 weeks of treatment, with further 
amelioration through week 32.

We investigated treatment response across different 
patient subcohorts and no difference in clinical response was 
observed according to age at the treatment initiation (<65 vs 

Table 2. Multivariable analysis to characterize bio-experienced patients (number of obs = 158, prob > chi2 = 0.0133, pseudo R2 = 0.0920).

Prior use of dupilumab OR Std. Err. P>|z| [95% conf. interval]

Age at tralokinumab initiation (years) ≤65 ref
>65 7.2 4.676 0.003 1.997–25.747

Sex Female ref
Male 1.1 0.466 0.882 0.452–2.514

AD pattern Persistent ref
Late 0.4 0.277 0.189 0.114–1.533
Relapsing 3.5 2.226 0.043 1.038–12.136

Compassionate access to tralokinumab No ref
Yes 1.3 0.576 0.612 0.514–3.088

Abbreviations OR:odds ratio; Std.Err.:Standard Error; 95% conf. interval:95% confident interval. 
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≥65 years). Patient’s age at AD onset negatively but partially 
affected therapeutic response in terms if itch and sleep dis-
turbances, with early AD onset that was significantly asso-
ciated with better outcomes. Considering AD localization in 
special areas, head/neck involvement significantly reduced the 
effectiveness of tralokinumab whereas no impact on treat-
ment response was detected in patients with hand involve-
ment (compared with patients without these affected sites). 
Lower responses were also observed with dupilumab in 
patients with head/neck AD localization whereas upadacitinib 
was suggested to obtain higher responses in patients with this 
affected body area, unresponsive to dupilumab [16,17].

Several lines of evidence indicate that elderly patients 
with AD exhibit a predominantly Th2/Th17/Th22 skewed 
mixed inflammation, whereas children and young adults 
with AD typically present a Th2-mediated inflammation 
[18]. Based on these observations, the clinical response 
could likely differ according to the age of the patient. 
However, our study, in line with results from a recently 
published post-hoc analysis of phase 3 trials in adults 
aged 65 years and older, confirms that tralokinumab is 
equally effective in treating moderate-to-severe AD in 
elderly patients [19]. In contrast to clinical trials, our study 
includes a significant proportion of patients who have pre-
viously received targeted therapy for AD. In our patient 
population, 25.7% (38/148) had previously used dupilumab, 
which was discontinued in 25 patients due to ineffective-
ness and in 9 patients due to the occurrence of AEs.

In comparison to our study, an analysis of the first 100 
patients enrolled from 39 sites across Germany in the observa-
tional TRACE study detected a slightly higher percentage of 
bio-naïve subjects (4 out of 5) among those who started 

tralokinumab, confirming that tralokinumab is typically pre-
scribed as first-line systemic treatment in the real world, in 
accordance with European Dermatology Forum guide-
lines [20].

In our study, bio-naïve patients reported a significantly 
worse disease burden at baseline (higher EASI and DLQI 
scores) compared with dupilumab-experienced patients. 
Therapeutic responses between these two subgroups did not 
significantly differ with the exception of higher percentage of 
EASI75 response detected among bio-naïve sub-group at 
week 32 (93.7% versus 44.4%, p = 0.006), although considering 
the small number of patients analyzed at this time point, this 
finding should be carefully interpreted.

Likewise, a multicenter study involving 85 individuals, 32% 
(27/85) of whom were not naïve to biologicals or Janus kinase 
inhibitors, revealed a significantly higher percentage of EASI75 
responders among naïve vs. non-naïve patients (67% vs. 41%) 
[12]. In addition, a Belgian multicentric study including with 
a limited patient cohort detected a higher response at 16  
weeks among patients who had not previously been treated 
with immunomodulatory agents [13]. Nevertheless, the scarce 
number of bio-experienced patients enrolled in that study (6 
out of 21) may have limited the validity of the results [13].

Indeed, further studies comprising larger sub-cohorts of 
patients for longer periods of observation are needed to 
elucidate the aforementioned issue.

A good safety profile was observed in this study through-
out the 32 weeks of treatment, with most of the AEs 
reported as mild and not requiring treatment discontinua-
tion. Interestingly, no differences in safety were reported in 
elderly patients compared to non-elderly ones, suggesting 
tralokinumab being well tolerated in this sub-cohort of frail 

Figure 1. Therapeutic goals achieved at week 16 a) by meaning of clinically relevant absolute scored and b) clinically relevant improvement from baseline. The 
overlap between circles represents the combination of efficacy endpoints. Non-overlapping areas represent the achievement of a unique, non-combined endpoint. 
The space outside the circles represents patients achieving none of the therapeutic goals. In brackets are indicated the % of total. DLQI Dermatology life quality 
index, EASI eczema Area and severity index, EASI-75 at least 75% improvement in EASI, NRS numeric rating scale.
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patients, which is scarcely represented in clinical trials. This 
aspect could be notably relevant for the positioning of 
tralokinumab in the therapeutic algorithm as it may repre-
sent a valid option in elderly patients, whose management 
may result challenging. Indeed, in this peculiar patient sub-
population the number of alternative therapeutic therapies 
is limited as the prescription of JAK-inhibitors is recom-
mended with caution prioritizing the use of other agents if 
available.

Allergic conjunctivitis was reported in 2% of patients, which 
is consistent with the literature and confirms a lower incidence 
of ocular adverse events compared to dupilumab, that ranges 
between 17.9% and 48.6% in real-world studies [21–23].

The main limitation of the study lies in its retrospective 
nature. In addition, in real-life experience, there may be varia-
bility in visit schedules between centers or missing follow-up 
visits, which may affect data collection.

5. Conclusions

This study suggested that tralokinumab is a valid therapeutic 
option in the treatment of AD as it is able to achieve the ther-
apeutic goals identified in both trial and real-world settings. 
A large proportion of tralokinumab-treated patients obtained at 
least one therapeutic goal. In addition, about one-third of patients 
after 16 weeks of treatment achieved all therapeutic goals, reflect-
ing a multidimensional amelioration induced by tralokinumab. 
The favorable safety and efficacy profile is widely observed across 
different patient subcohorts such as elderly patients or dupilu-
mab-experienced patients. The safety of tralokinumab may 
strengthen its positioning as valid therapy in the management 
of elderly patients. The preserved effectiveness in dupilumab- 
experienced patients tralokinumab is an additional finding that 
may have relevant clinical implications. Indeed, these results sug-
gest that tralokinumab may be equally effective either as a first- 
line treatment in patients who are naïve to immunomodulatory 
treatment or as a second-line treatment in patients who experi-
ence ineffectiveness or adverse reactions to dupilumab.
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