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Atopic dermatitis (AD) is driven by type 2
inflammation, with interleukin-13 (IL-13) as one of
the central operators. Lebrikizumab is a monoclonal
antibody that inhibits IL-13 signalling. Adult
patients with moderate-to-severe AD who received
lebrikizumab in the TREATgermany registry until
12/2024 were selected, and patient characteristics
as well as effectiveness and safety outcomes after
1, 3 and 6 months were evaluated. A total of
108 patients were initiated on lebrikizumab, with
80 having follow-up data available for this analysis
(“registry cohort”). Forty-one patients were switched
to lebrikizumab without a “washout period” from
another advanced systemic therapy (“switchers”).
The mean Eczema Area and Severity Index (EASI)
decreased from 14.8 at baseline to 5.6 and 3.0 at
month 3 and month 6 and was comparable between
switchers and nonswitchers. Clinically meaningful
improvements were also seen across all patient
reported outcomes (PROs) equally in both groups,
e.g. a decrease of the mean peak pruritus numeric
rating scale (PP-NRS) from 6.6 to 3.8 and 3.4 and
the Dermatology Life Quality Index (DLQI) from 11.9
to 4.9 and 4.8. Overall, adverse events (AEs) were
reported for 26.6% of patients within the first 3.
The most frequently reported AE was conjunctivitis
or other ocular complications, reported in 13 patients
(20.3%). 32 patients (40%) had an initial EASI≥16
and were comparable to patients in lebrikizumab
phase 3 studies. In this “trial-like” cohort, EASI-75
and EASI-90 response rates were 60% and 26.7% at
month 3 and 70% and 50% at month 6. Lebrikizumab

shows effectiveness in routine care well comparable
to observations made in randomized controlled trials.
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SIGNIFICANCE
Atopic dermatitis is a long-term skin condition linked
to immune-system activity and itching. This real-world
study followed 80 adults with moderate-to-severe
disease treated with lebrikizumab, including patients
who switched directly from another systemic treatment.
After six months, skin symptoms improved substantially:
average severity score (Eczema Area and Severity
Index, EASI) fell from 14.8 to 3.0, while itching and
quality-of-life scores also decreased. By month six, 70%
achieved at least 75% improvement in skin symptoms,
and 50% achieved at least 90% improvement. Side
effects occurred in 26.6% of the cases, most commonly
eye problems. Overall, results matched clinical trials,
supporting lebrikizumab’s effectiveness in routine care for
adults with difficult-to-treat disease.
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Atopic dermatitis (AD) is a chronic, inflammatory
skin disease characterized by intense itch and

chronic or recurrent eczematous lesions. AD poses
a remarkable burden on both patients and healthcare
systems and often leads to reduction in quality
of life and productivity (1–4). Its pathobiology is
complex, but type 2 inflammation and in particular
interleukin-13 (IL-13) and interleukin-4 (IL-4) are
considered key drivers (5, 6). In recent years, the
approval of innovative, targeted systemic therapies
has greatly expanded the available therapeutic
options (7–15). However, data from registries and
health insurance records indicate that a considerable
proportion of patients continue to suffer from
suboptimal disease control and impaired quality of
life, highlighting persistent gaps in care and the
need for further innovation and more individualized
therapeutic approaches (16). Lebrikizumab, a high-
affinity monoclonal antibody targeting interleukin-13,
represents one of the most recent biologic options
for the systemic treatment of moderate-to-severe AD.
Randomized controlled trials (RCTs) and extension
studies, together with several network meta-analyses
(17, 18), demonstrated robust efficacy. With mean EASI
reductions of up to 65% and EASI-75 response rates of
approximately 60% as well as clinically relevant itch
improvement in around 40% of patients at week 16 on
monotherapy (19), responses increase with concomitant
TCS and longer-term therapy (20, 21). As experience
from daily practice with lebrikizumab continues to
grow, its precise role within the expanding therapeutic
landscape for AD will continue to be defined. Here,
we set out to investigate the treatment pattern, clinical
effectiveness and safety of lebrikizumab under routine
care conditions.

METHODS

Study design and setting

TREATgermany is a registry for patients with moderate-
to-severe AD receiving or eligible for systemic
treatment. Details on the study design were published
previously (16, 22–25). Currently >2,500 adult patients
are followed-up prospectively. The medical faculty
of the Technical University Dresden, Germany has
granted approval for the registry (registration number
EK 118032016). Moreover, all ethics committees at
the participating sites have given their approval.
The registry has been registered at clinicaltrials.gov
(NCT03057860) and in the ENCePP Resource
Database.

Case selection

For the current analysis, all adult patients initiated
on lebrikizumab during registry observation until
December 2024 were selected. Patients were restricted
to those initiating lebrikizumab between 2 weeks before
to 4 weeks after the registry visit. For analysis of
effectiveness, patients with data available from at
least one follow-up visit were used (registry cohort).
To contextualize effectiveness outcomes relative to
regulatory trials, an exploratory sensitivity analysis was
performed in patients fulfilling key disease severity
criteria of the pivotal lebrikizumab trials (baseline
EASI≥16) (trial-like cohort). An additional analysis of
patients on lebrikizumab for 1 month (4±2 weeks),
3 months (13±2 weeks) and 6 months of therapy
(26±4 weeks) was carried out for the patients with
a visit under therapy in the respective time frame –
regardless of number of FUVs (see Figs. 1 and 2).

Fig. 1. Effectiveness of lebrikizumab treatment represented by oSCORAD over time in TREATgermany and definition of time frames.
Patients with a defined start visit for lebrikizumab (n=108, black dots) are shown. Since the initiation of therapy does not have to have taken place
exactly at the time of the visit, the black dots scatter around the origin. 80 of these patients had at least one follow-up visit (FUV) on lebrikizumab
(n=80, yellow dots). To facilitate comparison with lebrikizumab approval studies 3 time frames were defined in addition: after 1 month (4 (±2) weeks,
n=55), 3 months (13 (±2) weeks, n=36) and after 6 months (26 (±4) weeks, n=17) of therapy (grey areas).
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Patients who were receiving another systemic therapy at
the time of lebrikizumab initiation (less than 4 weeks
from lebrikizumab initiation) were considered to have
undergone a therapy switch.

Outcomes

Physicians-reported outcomes included investigator
global assessment (IGA, 6-point-scale), Eczema area
and severity index (EASI; 0–72 points) and objective
Scoring AD (oSCORAD; 0–83 points) (26–29). Apart
from demographics and disease history the following
Patient-Reported Outcomes (PROs) were assessed:
patient global assessment (PGA, 6-point-scale), Patient
Oriented Eczema Measure (POEM; 0–28 points) (30),
Recap of atopic eczema (RECAP; 0–28 points) (31),
body surface area affected (BSA; 0–100%), peak
pruritus (PP) in the past 24 h, average pruritus, sleep
loss and pain in the past 3 days (10-point numeric rating
scale (NRS)), Dermatology Life Quality Index (DLQI;
0–30 points) (32), Centre for Epidemiologic Studies
Depression Scale (CES-D; 0–60 points) and Fatigue
Severity Scale (FSS, 1–7 points) (33, 34). The number
of well-controlled (i.e. causing only minor symptoms)
and completely controlled (i.e. causing no symptoms)
weeks within the past 12 weeks was assessed by patient

self-report. Physician and patient satisfaction with the
treatment were also assessed.

Safety

Adverse events (AEs) were recorded at each visit, and
their severity was assessed by the physician. Patients
with at least 3 months of follow-up after initiation were
included, i.e. there had to be at least one follow-up
visit after 3 months or later after initiation, irrespective
of whether the treatment was ongoing or had been
discontinued. All AEs occurring within the first 3
months of therapy were considered.

Statistical analysis

Endpoints were analyzed descriptively using all
observed data. Statistical analysis was performed using
Stata 15 and R software (35). Statistical significance
was assessed using Fisher exact test.

RESULTS

Patient characteristics

As of December 2024, data from 108 TREATgermany
patients initiated on lebrikizumab with follow-up data

Fig. 2. Flow chart of the study cohort.
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on 80 patients were available (“registry cohort”).
The mean age at treatment initiation was 42.2 years,
and 43.5% of the patients were females. Comorbid
allergic rhinitis and asthma were prevalent in 66.0%
and 40.4% of the patients, respectively. These rates
were comparable to those observed in the overall
TREATgermany population, as were rates of other
comorbidities (Table I).

Out of  the study cohort,  54 (50%) patients  who
initiated lebrikizumab had no systemic treatment for
at  least  4 weeks prior  initiation of  lebrikizumab
(“nonswitcher”),  and 54 (50%) patients  were
transitioned directly from a previous systemic
therapy (“switcher”,  Table SI);  25 (23.1%) patients
in the “nonswitcher” group had no systemic
therapy ever (any);  29 (53.7%) of  the nonswitchers
were treated in practices,  while the majority of
“switchers” (39;  72.2%) were patients  in clinics.
Demographics were comparable between these
groups.  Asthma was significantly more frequent in
switchers (29;  55.8%) as compared to nonswitchers
(11;  23.4%; p=0.001),  suggesting a higher burden of
respiratory comorbidity in previously treated patients.
In contrast,  the prevalence of  allergic rhinitis  was
nearly identical  in both groups (34 [66.7%] in
switchers vs 32 [65.3%] in nonswitchers).  Depression
was more frequently reported among switchers  (7;
13.2%) than in nonswitchers (3;  5.8%),  although this
difference was not  significant  (p=0.194).

Out of  the study cohort  of  n=80,  32 (29.6%)
patients  had a baseline EASI score ≥16 and were
analyzed as a severity-based subgroup to enable
contextualization with lebrikizumab phase 3 studies
(19).  This  subgroup was slightly older and included
a higher proportion of  male patients  than the overall
TREATgermany cohort,  while other  demographic
characteristics were broadly comparable (Table SIV).

Physician-reported outcomes

Key physician and patient  reported outcomes of
the 80 patients  of  the registry cohort  with at
least  one follow-up visit  under lebrikizumab are
summarized in Tables II  and III.  At  lebrikizumab
initiation,  most  patients  presented moderate to very
severe clinical  signs (IGA 3–4 : 82.5%, IGA 5 : 5%,
mean oSCORAD 39.0±14.4 (severe)  and mean EASI
14.8±11.2 (moderate)).  Physician satisfaction with the
current  disease treatment was low (with mean 4.1
on a 0 to 10 NRS),  indicating an unmet clinical
need before lebrikizumab initiation.  After  3 months
of therapy,  no patients  had IGA>3, and only 30.6%
still  had IGA 3.  The mean EASI had decreased
from 14.8 to 5.6;  with 48.6%, 37.1% and 20.0% of
patients  achieving EASI-50,  EASI-75 and EASI-90,
respectively,  and the mean oSCORAD had decreased

from 39.0 to 23.8.  Physician satisfaction with
treatment improved from 4.1 to 7.3,  representing a
substantial  positive change in satisfaction.

To account for  a  potential  influence of  recent
prior  systemic therapies,  outcomes were compared
between non-switcher patients  (n=39) and switchers
(n=41; Fig.  2).  Although baseline disease severity
was notably higher in nonswitchers (Table SII),  both
subgroups reached comparably low absolute EASI
and oSCORAD scores over the treatment course
(7.9±7.5 and 25.9±10.8 (nonswitcher)  vs 4.0±4.3 and
22.4±11.1 (switcher)  at  month 3;  and 3.4±2.7 and

Table I. Characteristics of all TREATgermany patients, as
compared to both the lebrikizumab cohort with a start visit on
lebrikizumab and the study cohort with at least one follow-up
visit on lebrikizumab. The table displays information regarding
study site, age, body mass index (BMI), sex, socioeconomic
factors and relevant comorbidities assessed at registry inclusion.
Discrepancies in totals are due to missing data

Baseline characteristic Lebrikizumab
start in the
registry

Lebrikizumab
start in registry
and 1. FUV

TREATgerman
y

Number of patients N=108 N=80 N=2,369
Study site
  Clinic 64 (59.3%) 52 (65.0%) 1,437 (60.7%)
  Practice 44 (40.7%) 28 (35.0%) 932 (39.3%)
Age, mean±SD (N) 40.9±14.8 40.9±14.9 39.9±15.0
Age at start visit, mean±SD (N) 42.2±15.3 42.2±15.3 -
BMI, mean±SD (N) 26.7±4.4 26.9±4.6 25.9±5.2
Sex
  Male 61 (56.5%) 44 (55.0%) 1,271 (53.7%)
  Female 47 (43.5%) 36 (45.0%) 1,096 (46.3%)
  Divers - - 2 (0.1%)
Education
  Without graduation 0 (0.0%) 0 (0.0%) 22 (1.0%)
  Certificate of secondary education 6 (5.7%) 5 (6.3%) 272 (11.8%)
  General certificate of secondary
education

35 (33.0%) 28 (35.4%) 765 (33.1%)

  General qualification for university
entrance

28 (26.4%) 20 (25.3%) 658 (28.5%)

  Graduate degree 37 (34.9%) 26 (32.9%) 594 (25.7%)
Age of onset
  Since infancy 55 (51.9%) 43 (54.4%) 1,288 (55.8%)
  Since preschool 25 (23.6%) 18 (22.8%) 353 (15.3%)
  Since adolescence 13 (12.3%) 8 (10.1%) 293 (12.7%)
  Since adulthood 11 (10.4%) 9 (11.4%) 345 (14.9%)
  Unknown 2 (1.9%) 1 (1.3%) 30 (1.3%)
Smoking status
  Smoker 23 (21.7%) 18 (22.8%) 580 (25.1%)
  Ex-smoker (<10 years without
smoking)

12 (11.3%) 9 (11.4%) 313 (13.5%)

  Ex-smoker (≥10 years without
smoking)

13 (12.3%) 7 (8.9%) 239 (10.3%)

  Never smoked 58 (54.7%) 45 (57.0%) 1,181 (51.1%)
Allergic comorbidity
  Rhinitis 66 (66.0%) 52 (67.5%) 1,368 (60.9%)
  Asthma 40 (40.4%) 33 (44.6%) 953 (41.8%)
Nonallergic comorbidities present
  Hypertension 12 (11.3%) 11 (13.9%) 376 (16.2%)
  Cardiac insufficiency 1 (0.9%) 1 (1.3%) 18 (0.8%)
  Condition after myocardial infarction 2 (1.9%) 1 (1.3%) 18 (0.9%)
  Condition after stroke 0 (0.0%) 0 (0.0%) 10 (0.5%)
  Diabetes type I 1 (0.9%) 1 (1.3%) 7 (0.3%)
  Diabetes type II 1 (0.9%) 1 (1.3%) 64 (2.7%)
  Morbus Crohn/Colitis ulcerosa 2 (1.9%) 2 (2.5%) 29 (1.2%)
  Renal insufficiency 0 (0.0%) 0 (0.0%) 22 (0.9%)
  Rheumatoid arthritis 0 (0.0%) 0 (0.0%) 7 (0.3%)
  Depression 10 (9.5%) 10 (12.8%) 225 (9.8%)
  Alopecia areata (inquired about since
2021)

1 (1.1%) 1 (1.4%) 25 (2.1%)

  Cancer in the past 1 (1.0%) 1 (1.3%) 41 (1.9%)
  Serious infections 2 (1.9%) 2 (2.6%) 35 (1.7%)
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Table II. Disease severity at start visit, first follow-up visit and follow-up visits after 1 month, 3 months and 6 months as assessed by
the physicians

Lebrikizumab start
visit with follow-up

1.Follow-up visit Time frames

Follow-up visit at 1
month

Follow-up visit at 3
months

Follow-up visit at 6
months

Number of patients N=80 N=80 N=55 N=36 N=17
IGA - categories
  clear=0 0 (0.0%) 1 (1.3%) 0 (0.0%) 0 (0.0%) 2 (11.8%)
  almost clear=1 3 (3.8%) 11 (13.9%) 6 (11.1%) 6 (16.7%) 5 (29.4%)
  mild=2 7 (8.8%) 35 (44.3%) 24 (44.4%) 19 (52.8%) 4 (23.5%)
  moderate=3 45 (56.3%) 29 (36.7%) 22 (40.7%) 11 (30.6%) 5 (29.4%)
  severe=4 21 (26.3%) 3 (3.8%) 2 (3.7%) 0 (0.0%) 1 (5.9%)
  very severe=5 4 (5.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%)
oSCORAD 39.0±14.4 24.8±11.4 25.8±11.8 23.8±10.9 21.0±13.3
oSCORAD - categories
  clear=0–8 1 (1.3%) 4 (5.1%) 2 (3.7%) 0 (0.0%) 2 (11.8%)
  mild=8–24 11 (13.8%) 40 (50.6%) 28 (51.9%) 25 (69.4%) 10 (58.8%)
  moderate=24–38 30 (37.5%) 22 (27.8%) 13 (24.1%) 6 (16.7%) 3 (17.6%)
  severe=38–83 38 (47.5%) 13 (16.5%) 11 (20.4%) 5 (13.9%) 2 (11.8%)
EASI 14.8±11.2 6.6±6.2 7.1±6.6 5.6±6.0 3.0±3.0
EASI - categories
  clear=0 0 (0.0%) 1 (1.3%) 0 (0.0%) 0 (0.0%) 2 (13.3%)
  mild=0–6 22 (27.5%) 49 (64.5%) 33 (62.3%) 26 (74.3%) 10 (66.7%)
  moderate=6–23 41 (51.2%) 24 (31.6%) 18 (34.0%) 8 (22.9%) 3 (20.0%)
  severe=23–72 17 (21.3%) 2 (2.6%) 2 (3.8%) 1 (2.9%) 0 (0.0%)
EASI≤7 26 (32.5%) 52 (68.4%) 34 (64.2%) 26 (74.3%) 13 (86.7%)
EASI subscales
  EASI head and neck 1.9±1.5 1.1±1.0 1.2±1.0 0.8±0.6 0.6±0.5
  EASI trunk 4.2±3.9 1.6±1.9 1.8±2.2 1.6±2.2 0.8±1.3
  EASI arms 3.5±2.7 1.7±1.5 1.8±1.6 1.4±1.4 0.9±1.2
  EASI legs 5.1±5.5 2.2±3.6 2.4±3.6 1.8±3.6 0.7±1.5
EASI response rates
  EASI-50 - 40 (52.6%) 25 (47.2%) 17 (48.6%) 13 (86.7%)
  EASI-75 - 21 (27.6%) 11 (20.8%) 13 (37.1%) 10 (66.7%)
  EASI-90 - 6 (7.9%) 3 (5.7%) 7 (20.0%) 7 (46.7%)
  EASI-100 - 1 (1.3%) 0 (0.0%) 0 (0.0%) 2 (13.3%)
Physicians’ satisfaction
with treatment

4.1±2.7 7.4±2.2 7.4±2.4 7.3±2.3 7.7±2.2

Table III. Disease severity at start visit, first follow-up visit and follow-up visits after 1 month, 3 months and 6 months as assessed by
the patients

Lebrikizumab start
visit with follow-up

1.Follow-up visit Time frames

Follow-up visit at 1
month

Follow-up visit at 3
months

Follow-up visit at 6
months

Number of patients N=80 N=80 N=55 N=36 N=17
PGA - categories
  clear=0 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%) 1 (6.3%)
  almost clear=1 5 (6.4%) 17 (23.6%) 12 (24.0%) 6 (16.7%) 4 (25.0%)
  mild=2 12 (15.4%) 27 (37.5%) 16 (32.0%) 20 (55.6%) 7 (43.8%)
  moderate=3 28 (35.9%) 20 (27.8%) 15 (30.0%) 8 (22.2%) 4 (25.0%)
  severe=4 25 (32.1%) 7 (9.7%) 6 (12.0%) 1 (2.8%) 0 (0.0%)
  very severe=5 8 (10.3%) 1 (1.4%) 1 (2.0%) 1 (2.8%) 0 (0.0%)
DLQI 11.9±7.3 6.1±5.5 6.5±6.0 4.9±4.8 4.8±4.6
POEM 17.1±7.5 10.4±6.3 10.6±6.7 10.1±6.2 9.1±7.5
Fatigue (FSS) 3.9±1.8 3.4±1.8 3.3±1.8 3.1±1.6 2.9±1.8
CES-D 17.6±10.5 14.0±9.6 10.0±5.5 12.0±9.8 13.5±12.3
RECAP 16.3±6.8 10.1±6.5 10.4±7.1 9.0±5.3 8.5±6.9
Good controlled weeks
(last 12 weeks)

3.3±3.4 6.4±3.5 3.1±1.7 7.6±3.5 8.8±3.3

Completely controlled
weeks (last 12 weeks)

1.5±2.8 3.3±3.7 2.0±1.9 4.6±4.1 6.7±4.7

Skin pain last 3 days 4.3±3.0 2.5±2.5 2.5±2.6 2.3±2.4 2.0±2.0
Pruritus last 3 days 6.6±2.4 4.1±2.4 4.0±2.4 4.0±2.3 3.7±2.3
Sleep loss last 3 days 5.0±3.5 2.7±3.0 2.9±3.2 1.9±2.3 2.3±3.0
Peak pruritus last 24 h 6.6±2.9 3.9±2.4 3.9±2.5 3.8±2.6 3.4±2.5
BSA 30.3±31.7 15.4±23.7 18.3±27.0 8.7±17.0 4.1±2.8
Patients’ satisfaction
with medical treatment

4.8±3.0 7.9±2.2 8.7±1.0 7.7±1.8 7.9±2.1

Patients’ satisfaction
with medical care

7.0±3.0 8.6±1.4 9.3±0.8 8.4±1.9 8.7±1.7

5/9    B. Kind et al. "Lebrikizumab treatment in the TREATgermany registry"

Acta Derm Venereol 2026

http://medicaljournalssweden.se/actadv


18.2±10.4 (nonswitcher)  vs 2.8±3.4 and 23.0±15.3
(switcher)  at  month 6 (Fig.  3).

Details  on the trial-like cohort  are summarized
in Table SV and SVI (36).  At initiation,  mean
EASI and oSCORAD scores were 25.9±8.6 and
50.1±10.8.  At month 3,  the mean EASI had
decreased to 6.4,  with 80.0%, 60.0% and 26.7% of
patients  achieving EASI-50,  EASI-75 and EASI-90,
respectively.  At month 6,  the observed improvements
were further  enhanced: 36.4% of the trial-like cohort
had achieved an IGA of 0 or  1.  The mean EASI
had further  decreased to 3.8.  EASI-50,  EASI-75 and
EASI-90 in the trial-like-cohort  were 100%, 70.0%
and 50.0%. Physicians'  satisfaction with treatment
had increased from initially 3.0 to 7.7 after  6
months,  supporting sustained clinical  effectiveness of
lebrikizumab.

Patient-reported outcomes

At treatment initiation, patients starting lebrikizumab
therapy reported moderate impairments across various
PROs. According to the PGA, 42.3% of patients rated
their AD as severe or very severe. This proportion
decreased substantially to 5.6% in 3 months and 0% in 6
months. The DLQI demonstrated clear reductions from
initially 11.9 (very large effect on patient’s life) to 4.9
after 3 months and 4.8 after 6 months (small effect on
patient’s life). This represents a 58.8% reduction of the
impact of AD on patient’s daily life, emotional well-
being, and social functioning already after 3 months of
lebrikizumab therapy.

Other PROs, such as the POEM and RECAP score,
confirmed substantial improvement under lebrikizumab.
The mean POEM score decreased from 17.1 at baseline
to 10.1 after 3 months and 9.1 after 6 months,
indicating a meaningful improvement of disease burden.
Similarly, the RECAP score improved from 16.3 to 9.0

and 8.5 after 3 and 6 months respectively, reflecting
enhanced patient-received disease control. The number
of well-controlled and completely controlled weeks
within the past 12 weeks more than doubled over the
treatment period, supporting sustained improvement in
symptom burden and quality of life.

Patients reported substantial and sustained
improvements in itch, pain and sleep quality during
lebrikizumab therapy, accompanied by reduced fatigue
and depressive symptoms and high satisfaction with
treatment (Table III).

Analysis of perception of lebrikizumab therapy in
nonswitchers vs switchers

At treatment initiation, nonswitchers reported slightly
higher disease burden across several PROs, consistent
with their higher baseline disease activity. Both groups
improved substantially over time, although direct
comparisons are limited by baseline imbalances and
small subgroup sizes. Over the treatment course,
both groups improved in all major PROs, including
DLQI, POEM, RECAP and PP-NRS. These exploratory
findings suggest that clinical improvement under
lebrikizumab can also be observed in patients previously
exposed to systemic therapies (Table SIII).

Safety

Of the 108 patients who initiated lebrikizumab therapy,
follow-up data were available for 83 patients (including
3 patients without lebrikizumab at the follow-up visit,
see data flow diagram Fig. 2), with≥3 months follow-up
data available from 64 patients. Within this subgroup, at
least one adverse event (AE) was reported in 17 patients
(26.6%). The most frequently documented AE was
conjunctivitis or other ocular complications, reported in
13 patients (20.3%). In 5 of these patients conjunctivitis
had been reported with previous dupilumab treatment.
Of the remaining 8 patients, 5 had previously received
dupilumab without developing conjunctivitis or ocular
symptoms, and 3 patients were naïve for advanced
systemic therapies. Less frequently reported AEs
include 2 cases of upper respiratory tract infections and
individual cases of fatigue, worsening of known asthma,
flush, exanthema, acne, weight gain, worsening of itch,
herpes simplex and depressive symptoms. All reported
AEs were mild to moderate in severity. No severe
or life-threatening events due to AEs were observed.
Discontinuation of lebrikizumab due to AE within the 3
months was rare and only reported in 1 patient.

DISCUSSION

In this interim analysis of the TREATgermany registry,
lebrikizumab demonstrated clinically meaningful

Fig. 3. Boxplots of EASI scores at therapy start and at
3, 6 and 12 months. Shown are all patients with a defined
start visit for lebrikizumab and at least one follow-up visit on
lebrikizumab (n=80). Data are stratified into therapy-experienced
patients (switchers, nstart=41, n1month=29, n3months=22, n6months=10)
and patients without prior systemic therapy exposure after an
appropriate washout period (nonswitchers, nstart=39, n1month=26,
n3months=14, n6months=7).
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effectiveness and acceptable safety in adults with
moderate-to-severe AD treated under routine care
conditions. Most patients showed rapid and sustained
improvements in physician-reported outcomes, with
mean EASI scores decreasing from moderate baseline
levels to the mild range by month 3 and further by
month 6. Patient-reported outcomes, including pruritus,
sleep and quality of life, improved in parallel, and
treating physicians reported marked gains in treatment
satisfaction. These findings support lebrikizumab as an
effective option for patients with moderate-to-severe
disease in everyday clinical practice.

When we restricted the analysis to a “trial-like”
subgroup (EASI≥16) with baseline AD severity
comparable to those in pivotal phase 3 trials, clinical
responses were in a similar range to the results reported
from randomized controlled studies. In those trials,
lebrikizumab monotherapy or in combination with
topical corticosteroids achieved mean EASI reductions
of around 60–65% and EASI-75 response rates of
approximately 60% after 16 weeks, with further gains
during longer-term treatment (19, 20, 36–38). In our
trial-like cohort, EASI-75 and EASI-90 responses by
month 3 and month 6 broadly mirrored these figures,
indicating that the efficacy observed in controlled
settings translates well into routine care. However, this
analysis was intended as a descriptive contextualization
rather than a direct comparison with clinical trials, given
the differing inclusion criteria, follow-up procedures
and concomitant treatment approaches between registry
and regulatory trial settings. Network meta-analyses
have placed lebrikizumab among the more efficacious
targeted therapies for atopic dermatitis, and our data
are consistent with that, suggesting that selective IL-13
inhibition is a meaningful therapeutic approach (18).

An important aspect of our analysis is the comparison
between patients who switched “directly” (without true
washout) from another systemic treatment to those who
initiated lebrikizumab without recent systemic therapy
(“nonswitchers”). Switchers more frequently had
asthma and tended to be managed in clinics, indicating
a more complex, pretreated population. Despite these
differences, both groups achieved similarly low absolute
EASI and oSCORAD scores over time. Patient-reported
outcomes improved to a similar extent in both
groups. However, these exploratory subgroup findings
should be interpreted cautiously given the baseline
imbalances and limited sample size, and no conclusions
regarding comparative effectiveness can be drawn.
For clinicians, this supports the use of lebrikizumab
also as a reasonable option after insufficient response
or tolerability issues with other systemic agents.
The conjunctivitis rate observed in our cohort was
numerically higher than reported in pivotal trials. This
may partly reflect the inclusion of patients previously
treated with dupilumab, including individuals with prior

dupilumab-associated ocular complications. However,
several patients who had developed conjunctivitis
with dupilumab also reported ocular problems with
lebrikizumab, re-inforcing the broadly similar safety
profile of these 2 biologics. Overall, the safety profile
observed broadly with data from clinical trials, with no
new safety signals identified, and conjunctivitis or other
ocular complications being the most frequent side-
effect reported in approximately one fifth of patients,
including both such recurrent cases as well as de
novo cases. Other adverse events were infrequent and
mostly mild or moderate, and treatment discontinuations
due to safety reasons were rare. Overall, these
observations support the conclusion that lebrikizumab
has a manageable safety and tolerability profile in daily
practice.

This study has limitations inherent  to observational
registry research and the short  time lebrikizumab has
yet  been available in routine care.  Due to the recent
approval  of  lebrikizumab in Germany,  follow-up
duration was still  limited,  resulting in smaller  patient
numbers at  later  timepoints,  particularly at  6 months.
Therefore,  long-term effectiveness estimates should
be interpreted cautiously,  as  patients  with ongoing
treatment and available follow-up may represent  a
selected subgroup.  The sample size,  particularly in
subgroup and sensitivity analyses,  was modest  and
follow-up was limited to a maximum of 6 months in
this  interim analysis.  There was no control  group,
and treatment allocation as well  as  concomitant
therapies followed routine clinical  practice,  which
may introduce confounding by indication.  Missing
data were not  imputed,  which can bias estimates
toward patients  with more complete follow-up.
In addition,  information on concomitant  non-AD
medications and some potential  confounders was
limited.  Analyses exploring predictors  of  response
and longer-term outcomes will  require larger patient
numbers and extended follow-up.

In summary, this interim analysis of the
TREATgermany registry indicates that lebrikizumab
is an effective and well-tolerated treatment option
for adults with moderate-to-severe AD in real-world
practice and reinforces the role of selective IL-13
inhibition as a valuable component of individualized,
long-term management strategies.
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