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ABSTRACT

Introduction: Despite significant advances in psoriasis treatment, off-label dosing studies of psoriasis
biologic therapies are limited.

Materials and methods: In this retrospective case series, medical records from 28 patients with
moderate-to-severe psoriasis treated with bimekizumab during 64-week period from May 2023 to
October 2024 at the Psoriasis Unit of the Grupo Jaen (Madrid, Spain), were evaluated. Patients were
managed with an off-label, as-needed, dosing strategy, with all patients initially receiving two 320mg
doses of bimekizumab at Weeks 0 and 4; subsequent doses were administered only if a given patient
dropped below a PASI90 response. Primary outcome was the percentage of patients that achieved and
maintained optimal skin control over time, defined as achieving a PASI90 response.

Results: Twenty-seven out of the 28 patients achieved a PASI90 response after the first two bimekizumab
doses, and all maintained PASI90 responses with as-needed dosing over time. One patient achieved
PASI90 after a single dose of bimekizumab, and voluntarily decided not to receive a second dose. No
adverse events were observed.

Conclusions: Larger prospective studies comparing efficacy and safety of this off-label, as needed,
bimekizumab dosing regimen with standard on-label dosing are necessary to corroborate these
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findings.

Introduction

Psoriasis, a chronic, immune-mediated, inflammatory skin disease,
affects 2-3% of the world population (1). Biologic therapies have
significantly transformed the treatment of psoriasis in recent years
by targeting crucial cytokines involved in the pathogenesis of the
disease, such as tumor necrosis factor (TNF)-q, interleukin (IL)-
12/23, IL-17, and IL-23 (2). Despite significant advancements in
psoriasis treatment, however, challenges remain in treating patients
in real-world clinical settings. For example, highly effective biologic
therapies are associated with considerable costs, limiting access to
many patients, particularly in resource-poor countries with less
developed healthcare systems (3). Personalized as-needed treat-
ment strategies could optimize individual therapeutic responses
while controlling costs in these settings (4), and has demonstrated
to be an acceptable treatment approach to both patients and cli-
nicians (5). Bimekizumab, the newest approved biologic for psori-
asis, is a novel IL-17A/F inhibitor with a fast onset of action and
very high PASI90 or PASI100 responses (6-8), and has demon-
strated favorable outcomes in real-world clinical practice (9,10).
Since up to 70% of patients achieve complete clearance over time,
it is possible that at least a portion of these patients could main-
tain clearance or near clearance of skin disease with fewer main-
tenance doses (11,12). Yet, to date, no studies have described
clinical experience in adjusting/individualizing bimekizumab

dosing in real-world clinical settings. Here, a case series of 28
patients with psoriasis managed with an off-label, as-needed,
bimekizumab dosing strategy are reported.

Materials and methods
Treatment strategy

In this retrospective case series, medical records from all patients
with moderate-to-severe psoriasis treated with bimekizumab from
May 2023 to October 2024 at the Psoriasis Unit of the Grupo Jaen
(Madrid, Spain) were evaluated. Patients were managed with an
off-label, as-needed, dosing strategy, with 27 patients initially receiv-
ing two 320mg doses of bimekizumab at Weeks 0 and 4; subse-
quent 320mg doses were administered only if a given patient
dropped below a PASI90 response. Of note, one patient received
only a single bimekizumab dose of 320mg at Week 0, achieved a
PASI90, and voluntarily decided not to receive a second dose.

Follow-up and outcome

After the initiation of bimekizumab treatment at Week 0, patients
were scheduled for a Week 4 follow-up visit to receive a second
dose. Once the first two doses were administered, all patients
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Figure 1. As-Needed dosing of moderate-to-severe psoriasis patients with bimekizumab.

underwent telephone/e-mail follow-up evaluations every 4weeks
to monitor their treatment progress. Patients agreed to contact
the clinic to schedule additional injections of bimekizumab if and
when psoriasis recurred. The main study outcomes were the per-
centage of patients that achieved and maintained optimal skin
control over time, defined as achieving a PASI90 response, and
safety. Adverse events were actively monitored at every visit and
during each follow-up phone call.

Statistical analysis

Values are reported as mean (standard deviation [SD]) for para-
metric variables, median (interquartile interval [IQI]) for nonpara-
metric variables, and n (%) for categorical variables. Normality was
evaluated using skewness, kurtosis, and histogram plots.

Results

This case series included 28 psoriasis patients followed over a
64-weel period. In Table 1, sample’s characteristics are described.
Mean age was 44.9+ 14.4years, and the majority were male (64%).
Mean disease duration before treatment was 15 (6.5—-30.5) years,
mean PASI at baseline was 8.03+6.90, and 43% had previously
received oral systemic or biologic treatment. Regarding cardiovas-
cular risk factors, 57% reported dyslipidemia and 14% reported
hypertension. Only one patient had psoriatic arthritis. Figure 1
shows the number of doses each patient received (green bars)
over 64weeks and the number of doses they would have received
if they had received standard dosing (red+green bars).

Table 1. Baseline demographics and disease characteristics.

Psoriasis patients (N=28)

Age (years) 449 (14.4)
Sex, male (%) 18 (64%)
BMI (kg/m?) 46.8 (39.6-53.0)
PASI 8.03 (6.90)
BSA 8.15 (6.13)
Dyslipidemia, n (%) 16 (57%)

6

Hypertension, n (%) 4
Diabetes mellitus, n (%) 0
Family history CVD, n (%) 3
Psoriatic arthritis, n (%) 1
5

2

Psoriasis duration (years) 15 (6.5-30.5)

Prior conventional systemic 12 (43%)
treatment, n (%)

Prior biologic treatment, n (%) 12 (43%)

N° of doses received 3.10 (1.39)

N° of doses needed if UC had been 7.17 (2.12)

followed

Data are presented as mean (SD) or median (IQR) for continuous measures, and
n (%) for categorical measures. BMI: Body Mass Index. BSA: Body Surface Area.
CVD: Cardiovascular Disease. N°: Number. PASI: Psoriasis Area Severity Index.

Twenty-seven out of the 28 patients (96.4%) achieved PASI90 after
the first two doses, and all maintained treatment responses with
as-needed dosing. Patients received <50% of bimekizumab doses
over the study period without losing PASI90 (mean number of
doses received [3.10+1.39] vs. mean number of doses needed if
labeled dosing was followed [7.17 +2.12]). No adverse events were
observed, including no cases of oral candidiasis. Of note, one
patient achieved PASI90 after receiving a single dose of bimeki-
zumab, and voluntarily decided not to receive a second dose; this



patient maintained PASI90 during the entire study observation
period and experienced no adverse events.

Discussion

In this retrospective case series, off-label, as-needed dosing of
bimekizumab is reported. Remarkably, all patients achieved and
sustained PASI90 over time with as-needed dosing of bimeki-
zumab, with no cases of oral candidiasis or other adverse events
reported. This experience highlights the fact that not all patients
with psoriasis require on-label dosing of bimekizumab to do well.
The findings also emphasize that less-than-approved dosing of
bimekizumab is potentially safer for patients, at least in terms of
oral candidiasis rates, and could potentially lead to marked reduc-
tions in drug costs, especially in real-world healthcare settings
with limited financial resources.

A recent review has highlighted previous dose reduction stud-
ies with all types of biologics, demonstrating, for the most part,
good clinical efficacy and safety along with the potential for sub-
stantial cost savings (4). Data reported here are the first to report
an alternative off-label dosing strategy for bimekizumab.
Dose-reduction strategies for other biologics have described
extending dosing intervals between injections in a measured man-
ner. By contrast, an as-needed, more individualized dosing strategy
is reported here for bimekizumab. High levels of efficacy were
maintained with as-needed dosing of bimekizumab over the
course of 2years, while minimizing the potential for safety issues
(i.e. no cases of oral candidiasis were noted) and reducing overall
drug costs (i.e. half the number of doses was required when com-
pared to standard dosing). Although not studied here, it is possi-
ble that as-needed dosing of bimekizumab could promote the
development of anti-drug antibodies, with associated loss of effi-
cacy over time. In addition, the absence of a control group receiv-
ing standard bimekizumab dosing constitutes a limitation in the
evaluation of efficacy for this treatment strategy. Larger and lon-
ger prospective studies comparing efficacy and safety of this
off-label bimekizumab regimen vs. standard on-label dosing are
necessary to corroborate these findings, which would help better
inform practitioners in clinical settings where drug cost concerns
limit implementation of standard bimekizumab dosing.

The sum of the red and green bars is the total number of
doses that each patient would have received if on-label dosing
was utilized. Green bars are the number of doses actually received.
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