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ABSTRACT

Background: Real-world data on the long-term
use of guselkumab for treatment of psoriasis are
still limited.

Objective: We aimed to evaluate long-term
efficacy, safety, and drug survival of guselkumab
in a real-world setting.

Methods: This is a retrospective study analyz-
ing Czech Republic registry (BIOREP) data of
patients treated with guselkumab.

Results: In total, 333 patients were included.
Improvement in Psoriasis Area and Severity
Index (PASI) score was significant. Mean PASI
score decreased from 16 at baseline to 0.7, 0.9,
and 0.8 after 12, 24, and 36 months, respec-
tively. Absolute PASI scores of < 3 and < 1 were
achieved in 93.9% and 77.9%, 94.2% and
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71.0%, and 94.8% and 70.7% of patients after
12, 24, and 36 months, respectively. Response
PASI 90 and PASI 100 were attained in 81.8%
and 57.1%, 75.4% and 50.7%, and 75.9% and
55.2% of patients after 12, 24, and 36 months,
respectively. The percentage of patients
achieving PASI 90 and PASI 100 responses was
higher throughout the study in bio-naive and in
normal-weight patients, while presence of pso-
riatic arthritis had no influence. Improvement
in Dermatology Life Quality Index (DLQI) score
was also significant; mean DLQI score decreased
from 14.2 at baseline to 0.9, 1.0, and 0.7 after
12, 24, and 36 months, respectively. Patients
with PASI 100 had lower mean DLQI through-
out the study compared with patients with PASI
90. Major reason for discontinuation was loss of
effectiveness in 7.1% of patients, while only
0.6% were due to adverse events. Overall
cumulative drug survival was high, with only a
minimal decline over time, reaching 91.6%,
87.0%, and 85.5% after 12, 24, and 36 months,
respectively. Drug survival was not affected by
previous biological treatment, patient weight,
or presence of psoriatic arthritis.

Conclusions: This real-world study demon-
strated the long-term effectiveness, good safety
profile, and high drug survival of guselkumab
treatment over a period of 36 months.

Keywords: Psoriasis; Guselkumab; Real world;
Biological therapy; Registries; BIOREP
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Key Summary Points

Why carry out this study?

Patients registered in clinical trials can be
quite different from those from daily
clinical practice, mainly due to strict
exclusion criteria, so real-world data are of
high importance.

Real-world analyses of guselkumab are still
limited, and most of these analyses were
of up to 1 year of therapy.

What was learned from the study?

This study shows the high efficacy and
good safety profile of guselkumab during
long-term use.

Previous exposure to biologic therapy,
being overweight, and presence of
psoriatic arthritis did not show to be
negative factors for drug survival.

INTRODUCTION

Psoriasis is a chronic immune-mediated skin
disease, with an estimated prevalence of 2-4%
in Western countries [1], having a significant
impact on patients’ quality of life [2]. In the past
decade, psoriasis has been proven to be associ-
ated with a number of cardiometabolic comor-
bidities, such as obesity, arterial hypertension,
type 2 diabetes mellitus, dyslipidemia, or non-
alcoholic fatty liver disease [3]. The recognition
of the link between psoriasis and these diseases
is related to a shift in the conception of psori-
asis, from the earlier view of a simply cutaneous
disorder to the current view as a systemic
inflammatory disease [4]. At the molecular
level, psoriasis was identified as a T-cell-medi-
ated disease, previously with a major role
attributed to Th1 cells, but later findings high-
lighted the central role of Th17 cells, with
cytokine interleukin (IL)-23 as the “master reg-
ulator” [5]. On the basis of these advances in the

understanding of the pathophysiology of pso-
riasis, a new class of selective IL-23 inhibitors
has been invented [6]. The first member of this
drug group is guselkumab, a fully human
immunoglobulin G1 A (IgG1A) monoclonal
antibody, specifically binding to the p19 sub-
unit of IL-23 [7]. A number of clinical trials with
guselkumab have been conducted (VOYAGE 1,
VOYAGE 2, NAVIGATE, ECLIPSE, ORION,
IXORA-R, POLARIS), all demonstrating good
efficacy with high achievement percentages not
only for Psoriasis Area and Severity Index (PASI)
75 but also for PASI 90 and 100 [8]. Patients who
participate in clinical trials are quite different
from those seen in daily clinical practice for
many reasons (e.g., strict exclusion criteria, age
distribution). Therefore, real-world evidence
(RWE) provides important information about
specific attributes of different biologics in dif-
ferent patients. Due to the novelty of the drug,
there is a strong need for long-term, real-world
data.

The objective of our study was to assess the
efficacy, drug survival, safety, and impact on
quality of life in patients with moderate-to-
severe psoriasis in real-life settings treated with
guselkumab in the Czech Republic.

METHODS

This was a multicentric (specialized dermatol-
ogy centers in the Czech Republic compiled in
the BIOREP registry) retrospective study, utiliz-
ing data analysis from adult patients with
moderate-to-severe  psoriasis treated with
guselkumab. BIOREP is a web-based database of
patients with non-oncological dermatological
diseases who are treated with biological or tar-
geted therapy in the Czech Republic. For
patients with psoriasis, the BIOREP database
contains their demographic data, comorbidi-
ties, PASI scores, Dermatology Life Quality
Index (DLQI) scores, and the efficacy and safety
of the drugs used. The registry was launched in
May 2005 and is under supervision by Czech
Dermatovenereology Society. In the Czech
Republic, biologic therapy is administered at 38
specialized centers, 36 of which are included in
the BIOREP registry. At the time of analysis of
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this study, guselkumab was being administered
in 26 centers. We included every patient who
received at least one dose of guselkumab
100 mg administered subcutaneously. The cut-
off date for our analysis was 31 October 2022.
Patients included in the analysis were both
biologic (bio)-naive (guselkumab administered
as first-line biologic drug) and bio-experienced
(previous exposure to one or more biologic
drugs). The study was conducted in accordance
with the Declaration of Helsinki of 1964 and all
subsequent amendments, and all patients pro-
vided written informed consent. Institutional
review board approval was not required for this
study, and patient-level data used for analysis
were de-identified. Permission to access/use
data from BIOREP registry was obtained. At the
baseline visit, demographic data [age, sex,
weight, height, body mass index (BMI)] and
data on course of psoriasis, comorbidities, per-
sonal medical history, family health history,
smoking status, and previous systemic and
biologic therapy were collected. In addition, the
age at onset of psoriasis and age at onset of
guselkumab therapy were recorded. Data on
PASI and DLQI scores and adverse events were
collected during patient visits at months 3, 6,
12, 18, 24, 30, and 36. We specifically focused
on the PASI 90 and PASI 100, and categorized
our patients according to previous exposure to
biologic drugs, presence of psoriatic arthritis
(PsA), and BMI (< 25 and > 25 kg/m?). We also
compared the change in the DLQI score of
patients who achieved PASI 90 and PASI 100
responses. In addition, we performed a drug
survival analysis.

Statistical Analysis

Epidemiological data (demographic and psoria-
sis characteristics and personal medical history),
disease severity (PASI and DLQI), BMI, comor-
bidities, and previous treatments were summa-
rized using descriptive statistics for the purposes
of study analysis.

Descriptive statistics were used to evaluate
the dataset on the basis of the number of
patients and their percentage proportion in
groups relative to categorical variables; the

mean and standard deviation (SD) were used for
continuous variables. Time to discontinuation
of guselkumab treatment was estimated using
Kaplan-Meier survival curves and compared
with the log-rank test. The P-value < 0.05 was
considered to be statistically significant. The
statistical analyses were performed using R
software (R Core Team 2019).

RESULTS

Patient Characteristics and Previous
Treatments

A total number of 333 patients with plaque
psoriasis (336 treatment series) were enrolled in
this study, with a predominance of male
patients (66.7%; n = 222). The mean (£ SD) age
at the initiation of guselkumab therapy was
48.6 + 13.3 years and the mean duration of
disease was 22.1 4+ 13.2 years. A positive family
history of psoriasis was found in 135 patients
(40.5%). According to BMI, 31.5% of patients
were overweight (BMI 25-29.99 kg/m?) and
48.0% of patients were obese (BMI > 30 kg/m?).
At the baseline, the mean BMI of the patients
was 30.3 + 6.6 kg/m®. A total of 70 patients
(21.0% of all patients) had concomitant PsA at
the start of guselkumab treatment; of these
patients, 22.9% had asymmetric oligoarticular
arthritis, 11.4% symmetric polyarthritis, 11.4%
distal interphalangeal arthropathy, and 7.1%
spondylitis, and in 47.1% the form of PsA was
not specified. Almost three-quarters of the
patients (72.4%) had at least one other comor-
bidity, with cardiovascular (39.3%) and meta-
bolic/endocrine (37.5%) being the most
frequent. Sixteen patients had a history of pre-
vious malignancy; in most cases, the malig-
nancies were diagnosed less than 5 years before
the initiation of therapy. Of the 333 patients,
122 (36.6%) were active smokers and 48 (14.4%)
were ex-smokers.

Mean PASI score at baseline was 16.0 + 7.7,
with the highest score being 47.4. Impairment
in quality of life was assessed by DLQI at base-
line with a mean score of 14.2 4+ 6.5. Most of
the patients have been previously treated by
phototherapy (80.5%) and with methotrexate
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(78.4%), 62.8% had used acitretin and 42%
cyclosporine. A total of 48.6% patients were bio-
naive (6.0% were treated with apremilast), and
51.4% had been treated with at least one bio-
logic drug [16.8% had been treated in the past
with tumor necrosis factor (TNF) inhibitor,
12.6% with IL-12/23 inhibitor, 19.8% with IL-
17 inhibitors, 0.3% with IL-23 inhibitor risan-
kizumab] (Table 1).

Guselkumab Treatment

In the study population, all patients received at
least one dose of guselkumab. By the time of the
analysis 313, 231, 138, and 58 patients had
completed 3, 12, 24, and 36 months of the
treatment, respectively.

The mean (+ SD) PASI score decreased from
16.0 £ 7.7 at baseline to 2.0+ 3.5 after
3months of therapy, to 0.7 £ 1.4 after
12 months, to 0.9 + 1.6 after 24 months, and to
0.8 + 1.2 after 36 months (Fig. 1).

Absolute PASI scores of <3 and <1 were
achieved in 81.8% (n=256) and 54.0%
(n = 169) of patients after 3 months of therapy,
in 93.9% (n=217) and 77.9% (n=180) of
patients after 12 months, in 94.2% (n = 130)
and 71.0% (n = 98) of patients after 24 months,
and in 94.8% (n=155) and 70.7% (n = 41) of
patients after 36 months, respectively (Fig. 2).

PASI 90 and PASI 100 responses were
observed in 61.7% (n=193) and 32.9%
(n = 103) of patients after 3 months of therapy,
in 81.8% (n=189) and 57.1% (n=132) of
patients after 12 months, in 75.4% (n = 104)
and 50.7% (n = 70) of patients after 24 months,
and in 75.9% (n=44) and 55.2% (n =32) of
patients after 36 months, respectively (Fig. 3).
The percentage of patients achieving PASI 90
and PASI 100 responses was higher at all time-
points of the study in bio-naive patients com-
pared with bio-experienced patients (Fig. 4a).
PASI 90 and PASI 100 responses were higher at
all timepoints of the study in normal weight
patients (BMI < 25kg/m? compared with
overweight patients (BMI > 25 kg/m?) (Fig. 4b).
The percentage of patients achieving PASI 90
and PASI 100 responses varied at different time

Table 1 Demographic characteristics of patients at base-
line, comorbidities, and previous systemic therapy

Number of patients 333
Men 222
(66.7%)
Age (years) 50.3
(£ 13.3)
Age at the time of diagnosis (years) 26.5
(+ 14.2)

Age at the time of initiation of guselkumab 48.6

(years) (£ 13.3)
Duration of psoriasis (years) 23.8
(£ 13.2)

Duration from diagnosis to the initiation of 22.1

guselkumab (years) (£ 13.2)
Family history of psoriasis 135
(40.5%)
BMI (kg/m?) 30.3
(£ 6.6)
BMI category
Underweight (< 18.5 kg/m?) 4 (1.2%)
Normal (18.5-24.99 kg/m?) 64 (19.2%)
Overweight (25-29.99 kg/m?) 105
(31.5%)
Obese (> 30 kg/m?) 160
(48.0%)
Types of psoriasis
Plaque 333
(100%)
Exanthematic 19 (5.7%)
Erythrodermic 14 (4.2%)
Palmoplantar 7 (2.1%)
Palmoplantar pustulosis 7 (2.1%)
Inverse 19 (5.7%)
Nail 72 (21.6%)

Psoriatic arthritis

70 (21.0%)
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Table 1 continued

Table 1 continued

At least one comorbidity

Cardiovascular diseases

Metabolic/endocrine disorders

Gastrointestinal and hepatic disease
Psychiatric disorders
Pulmonary diseases
Neurological diseases
Urological/renal diseases
Malignancy
Musculoskeletal disorders
Dermatological diseases
Ocular diseases
Hematologic diseases
Chronic infectious diseases
Other

Smokers

Ex-smokers
Previous systemic therapy

Phototherapy

Methotrexate

Retinoid

Cyclosporine

Other

Previous therapy (yes)

Anti-TNF
IL-12/23

241
(72.4%)

131
(39.3%)

125
(37.5%)

37 (11.1%)
31 (9.3%)
29 (8.7%)
20 (6.0%)
17 (5.1%)
16 (4.8%)
14 (4.2%)
13 (3.9%)
7 (2.1%)

7 (2.1%)

4 (1.2%)

77 (23.1%)

122
(36.6%)

48 (14.4%)

268
(80.5%)

261
(78.4%)

209
(62.8%)

140
(42.0%)

28 (8.4%)

171
(51.4%)

56 (16.8%)
42 (12.6%)

IL-17 66 (19.8%)
IL-23 1 (0.3%)
Other 26 (7.8%)
PASI 16.0
(£ 7.7)
DLQI 14.2
(£ 65)

Values are # (%) of patients or mean (£ SD)
PASI Psoriasis Area and Severity Index, DLQI Dermatol-
ogy Life Quality Index, BMI body mass index

points of the study between patients with PsA
and those without (Fig. 4c).

The mean (4 SD) DLQI score decreased from
14.2 + 6.5 at the baseline to 2.0 + 3.2 after
3months of therapy, to 0.9 £+ 2.1 after
12 months, to 1.0 &+ 2.7 after 24 months, and to
0.7 £ 1.4 after 36 months (Fig. 5a). The mean
DLQI score was lower at all timepoints of the
study in patients with PASI 100 response com-
pared with patients with PASI 90 response
(Fig. Sb).

Overall cumulative drug survival was 91.6%
after 12months of therapy, 87.0% after
24 months, and 85.5% after 36 months. By fur-
ther analyses, we found that drug survival was
not affected by previous biological treatment,
patient weight, or the presence of PsA
(Fig. 6a—-d).

A total of 26 adverse events (AEs) were
reported in 23 patients (6.9% of all patients).
The most common AE was coronavirus disease
2019 (COVID-19). Malignant tumors were
diagnosed in three patients a few months after
initiation of therapy. On the basis of consulta-
tion with the oncologists, guselkumab therapy
was temporarily interrupted in two cases (en-
dometrial carcinoma and colorectal carcinoma),
while in the other patient (prostate adenocar-
cinoma) therapy was continued without any
interruption (Table 2).

Discontinuation or switch of guselkumab
therapy occurred in 41 cases (12.2% of all
patients). Loss of effectiveness was the major
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Fig. 4 Achievement of PASI 90 and PASI 100 a in bio-naive and bio-experienced patients; b in patients with BMI under
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reason for termination in 7.1% of patients.
Table 3 summarizes the reasons for discontinu-
ation of drug treatment.

DISCUSSION

This multicenter retrospective study analyzed
data from the Czech Republic Registry for Bio-
logical Treatment (BIOREP), demonstrating
effectiveness, drug survival, and safety profile of
guselkumab in a real-world setting.
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a all patients; b by bio-naivety; ¢ by presence of psoriatic arthritis; d by BMI

The analysis of demographic data showed a
high percentage of obese patients (48.0%) and a
high mean age (48.6 £ 13.3) at the initiation of
therapy, which corresponds to the general pso-
riatic population in BIOREP [9]. Moreover, a
relatively high percentage of this study popu-
lation were bio-naive patients (48.6%),
although guselkumab is one of the newest bio-
logics in the psoriasis treatment. This may be
explained by physicians’ preference to initiate
treatment with a drug that has a high chance of
achieving PASI 100, since achieving complete
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Table 2 Adverse events

Adverse events (AEs) N
Infections 17
COVID-19 11
Other infections 6
Dermatological AEs 1
Malignancy® 3
Other AEs® 5 (19
Total AEs 26

*Worsening of atopic dermatitis

PEndometrial carcinoma (1), prostate adenocarcinoma (1),
colorectal carcinoma (1)

“Exacerbation of chronic obstructive pulmonary disease
(3); cause of death in one of them—respiratory failure);
transient ischemic attack (1); total hip replacement after
injury (1)

dCause of death

Table 3 Reason for discontinuation

Reason for discontinuation

Loss of effectiveness 24 (7.1%)
Patient non-cooperation 5 (1.5%)
Adverse events® 2 (0.6%)
Surgical procedure 2 (0.6%)
Pregnancy 1 (0.3%)
Other 3 (0.9%)
Death® 4 (1.2%)
Total 41 (12.2%)

*Worsening of atopic dermatitis (1), transient ischemic
attack (1)
®Acute gastric ulcer with bleeding and perforation (1),
cardiorespiratory failure (1), respiratory failure (1), heart
failure (1)

skin clearance is known to positively correlate
with improvement in the DLQI [10].

The effect of guselkumab therapy on skin
involvement was fast. The mean (& SD) PASI
score dropped from 16.0 &+ 7.7 at baseline to

2.0 £ 3.5 after 3 months, which correlates with
other real-world data [11-13]. A further decrease
in the PASI score to 0.7 £ 1.4 was observed after
12 months. This is comparable to the results by
Ruggiero et al. (mean PASI 0.8) [14] and Ruiz-
Villaverde etal. (mean PASI 0.9) [15]. The
achieved improvement remained entirely
stable and PASI score was 0.8 & 1.2 after
36 months. Real-world evidence for mean PASI
score with a treatment duration of about 3 years
is available only from Megna et al. (120 weeks)
with a slightly worse result (mean PASI 1.0) [16].

An absolute PASI score < 3 has been recently
suggested as one of the ideal goals of therapy
[17]. PASI < 3 were achieved by 81.8%, 93.9%,
and 94.8% of patients after 3, 12, and
36 months of therapy, respectively. PASI <1
were achieved by 54.0%, 77.9%, and 70.7% of
patients after 3, 12, and 36 months of therapy,
respectively. These results are considerably bet-
ter than published results at similar time inter-
vals by Gerdes et al. (PASI < 3 in 65% and 79%
and corresponding PASI <1 in 34.2% and
50.8% of patients after 3 and 7 months,
respectively) [18], Mdlkone etal. (PASI <2 in
80% of patients after 9-14 months) [19], and
with modified NRI method by Del Alcazar et al.
(PASI <4 in 78.4% and 80.1% and corre-
sponding PASI <2 in 63.8% and 72.7% of
patients after 4 and 6 months, respectively) [11].

PASI 90 and PASI 100 are increasingly rec-
ommended as an ideal treatment goal [20]. After
3 months of therapy with guselkumab, PASI 90
and PASI 100 were achieved in 61.7% and
32.9% of our patients. This is similar to results
by Ruiz-Villaverde et al. (PASI 90 in 56.3% and
PASI 100 in 38.0% after 3 months) [15] and
Benhadou et al. (PASI 90 in 55.4% and PASI 100
in 32.1% after 4 months) [13] and quite better
than results by Peldez Bejarano et al. (PASI 90 in
31.8% and PASI 100 in 22.7% after 3 months)
[12]. After 12 months of therapy the response
rate increased further; PASI 90 and PASI 100
were achieved in 81.8% and 57.1% of our
patients, respectively. This is similar to results
by Ruiz-Villaverde et al. (PASI 90 in 71.0% and
PASI 100 in 51.6%, after 12 months) [15] and
Ruggiero et al. (PASI 90 in 73.9% and PASI 100
in 43.5%, after 11 months) [14]. At the end of
the follow-up period, after 36 months of
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therapy, the response rate decreased only mar-
ginally, and PASI 90 and PASI 100 were achieved
in 75.9% and 55.2% of our patients, respec-
tively. This is close to the results by Megna et al.
(PASI 90 in 77.4% and PASI 100 in 54.8%, after
120 weeks) [16].

A number of studies evaluating TNF-in-
hibitors and IL-17 inhibitors have revealed that
the best therapeutic response is achieved in bio-
naive patients [21-23]. In our study population
with guselkumab treatment, we observed that
PASI 90 and PASI 100 responses were better in
bio-naive patients throughout the follow-up
period. This is consistent with the findings of
study by Galluzzo etal., which also reports
poorer efficacy in patients treated with guselk-
umab who have experience with prior biologic
therapy [24]. Contrary to these conclusions,
other real-life analyses of guselkumab by
Fougerousse et al. [25], Benhadou et al. [13], and
Megna et al. [16] found no difference in efficacy
between bio-naive and bio-experienced
patients. More data are necessary to conclude if
previous biologic therapy is a negative predic-
tive factor for PASI 90 and PASI 100 in patients
treated with guselkumab.

The TNF-a inhibitors have well-known worse
outcomes in overweight patients [26, 27]; even
analysis of IL-17 inhibitors tend to present bet-
ter clearance rates in normal weight patients
[28, 29]. In our population treated with
guselkumab, the PASI 90 and PASI 100 respon-
ses were better throughout the follow-up period
in normal weight patients (BMI < 25) compared
with overweight patients (BMI > 25). Our
results are in contrast with other real-world
studies [24, 31, 32] that reported no difference
in PASI score improvement between obese and
normal weight patients. However, the different
conclusions can be explained by the fact that
the studies focused on a possible difference in
the overall PASI score.

Conclusions of whether the presence of PsA
affects the efficacy of biological therapy are
inconsistent in the literature. Some studies did
not find a significant difference [32-36] and
some studies have documented a negative
influence on the efficacy [37-40], contrary to
one in which a positive effect was reported [41].
In our population, the presence of PsA did not

worsen but also did not improve the achieve-
ment of PASI 90 and PASI 100 responses. Until
now, only one other real-world study has sta-
tistically evaluated the efficacy of guselkumab
between patients with and without PsA, and it
found no impact on treatment efficacy [18].

Psoriasis bears a substantial disease burden
for patients. The improvement in quality of life
was rapid; after just 3 months of therapy with
guselkumab the mean (+ SD) DLQI score drop-
ped from 14.2 + 6.5 at baseline to 2.0 £+ 3.5.
The decrease continued and after 12 months
DLQI score was 0.9 & 2.1. The achieved
improvement remained stable until the end of
the study period, not decreased to 1, where a
score of 0-1 means that the disease has none or
minimal impact on quality of life. Compared
with other real-world studies that evaluated
DLQI within 6-18 months after initiating
guselkumab therapy, our results are similar and
support the evidence that patients achieving
PASI 100 response have a better quality of life
than those having PASI 90 response
[11, 15, 18, 42].

Overall cumulative drug survival (DS) was
high, with only a minimal decline over time,
attaining 91.6% after 12 months of therapy,
87.0% after 24 months, and 85.5% after
36 months of therapy. Our data correlate with
other RWE in the assessment of one-year
[43, 47], two-year drug survival on treatment
[15, 22, 44-46]. Three-year survival data on
treatment have not yet been published.

We further investigated the possible influ-
ence of several factors on drug survival, namely
previous exposure to biological therapy, patient
weight, and presence of PsA. In our population,
there was no statistically significant difference
between bio-naive and  bio-experienced
patients. This is consistent with the findings of
the analysis by Dapavo et al. [43] and contrary
to the analysis by Lytvyn et al. [45], where lower
DS was observed in bio-experienced patients. In
our population, we also did not find a statisti-
cally significant difference between patients
with and without concomitant PsA. Our find-
ings are in contrast to analyses by Iznardo et al.
[44] and Van Muijen et al. [46], where a trend
towards shorter DS in patients with PsA was
observed. In our population, drug survival was

A\ Adis



Dermatol Ther (Heidelb) (2023) 13:787-801

797

not affected even by patient weight. In this
matter, no other studies have evaluated the
possible impact of patient weight on DS specif-
ically for guselkumab yet. We consider our
findings to be of considerable importance
because real-world analyses typically find a
negative impact of weight on DS, with these
conclusions being applicable to all previous
drug classes, both TNF inhibitors [26, 27], IL-12/
23 inhibitor [41, 48], and IL-17 inhibitors
[22, 49].

In the study population 23 patients (6.9% of
all patients) experienced an AE. Most of the
reported AEs were of a non-significant transient
character and did not lead to treatment dis-
continuation. The most common infectious AE
was COVID-19, but this specific infectious dis-
ease is known to affect patients on biological
therapy as often as those without biological
therapy [50]. We did not see any worse course of
COVID-19 in our patients. Similar results have
been published in other studies evaluating
patients in a real-world setting, addressing
overall favorable safety profile and good toler-
ance with no new safety  signals
[11, 15, 18, 42, 44, 51, 52].

A total of 41 patients (12.2% of all patients)
discontinued treatment. Most of the cases (7.1%
of all patients; n = 24) were due to loss of effi-
cacy. Insufficient efficacy as the main reason for
discontinuing guselkumab therapy, and only a
low percentage of other reasons, has also been
stated in other studies published to date
[15, 43-45]

The strength of our study is a longer follow-
up period with a larger number of patients
compared with most previously published
studies evaluating guselkumab. An advantage is
also a detailed analysis of high skin improve-
ment (PASI 90 and PASI 100) and drug survival,
including an assessment of possible influencing
factors. The limitations of our study are typical
of studies that use real-world data, the retro-
spective design, and the absence of a control

group.

CONCLUSIONS

This study confirmed data from clinical trials
and previous real-world analyses regarding the
high efficacy and good safety profile of guselk-
umab. We were able to show that both efficacy
and safety remain stable over a long time period
and do not tend to deteriorate in any significant
way. Drug survival is not influenced by previous
biological therapy, higher BMI, or the presence
of PsA. No new safety signals arise.
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