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Abstract
Background  Treatment of moderate-to-severe plaque psoriasis with biologics, such as guselkumab, has demonstrated greater 
efficacy over traditional non-biologic treatments. However, given patient diversity, greater understanding of the relationship 
between patient characteristics, positive clinical outcomes, and long-term response to biologics is crucial for optimizing 
treatment choices.
Materials and Methods  This post-hoc analysis of the 5-year VOYAGE 1 clinical trial compares baseline characteristics of 
patients maintaining a Psoriasis Area and Severity Index (PASI) score of 0 at all visits for ≥ 156 consecutive weeks (PASI = 0 
group) with those that never achieve PASI = 0 (comparator group), using descriptive statistics and a multiple logistic regres-
sion model. Guselkumab plasma trough concentrations in both response groups were assessed from Weeks 4–156.
Results  Of patients who started guselkumab treatment at Week 0 or at Week 16 after switching from placebo, 22.7% 
(112/494) maintained PASI = 0 for ≥ 156 consecutive weeks. Numerical differences in baseline characteristics, including 
age, obesity, diabetes, PASI score, disease duration, smoking status, and psoriatic arthritis comorbidity, were identified 
between the PASI = 0 group and comparator group. Plasma guselkumab levels were consistently higher in the PASI = 0 
group. Multiple logistic regression analysis revealed absence of diabetes, lower Dermatology Life Quality Index score at 
baseline, and higher Week 4 guselkumab plasma concentration as significantly (p < 0.05) associated with the PASI = 0 group.
Conclusion  A substantial (22.7%) number of guselkumab-treated patients in the VOYAGE 1 clinical trial maintained com-
plete skin clearance for a consecutive period of ≥ 156 weeks. Factors associated with this outcome may suggest clinical 
benefits of holistic treatment approaches.
Trial Registration  NCT02207231.

Key Points 

This post-hoc analysis of the VOYAGE 1 clinical trial 
revealed that 22.7% of guselkumab-treated patients with 
plaque psoriasis were able to maintain complete skin 
clearance for 3 or more years.

Factors associated with the achievement of sustained 
long-term skin clearance were the absence of previously 
diagnosed diabetes, lower impact of psoriasis on qual-
ity of life at baseline, and higher Week 4 guselkumab 
plasma concentration.

This analysis provides insights into factors that might 
predict a better long-term treatment response.

1  Introduction

Plaque psoriasis is the most common form of psoriasis [1] 
and the concept of this highly prevalent disease [2, 3] involv-
ing accumulating disease memory and increasing impact of 
chronification is now well established [4]. However, fur-
ther understanding of the relationship between the baseline 
demographics and clinical characteristics of patients with 
moderate-to-severe plaque psoriasis and their response to 
biologic treatment may help predict outcomes in clinical 
practice. The importance of effective and lasting treatment 
to patients has been highlighted in a recently published 
consensus on what constitutes ‘freedom from disease’ [5]. 
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Consequently, it would be important to identify specific 
characteristics that could predispose patients to a sustained 
positive response to treatment, especially in the context of 
the long-term management of the disease. In addition, this 
would provide clinicians with valuable information with 
which to develop personalized treatment plans that align 
with patients’ needs.

Over the last few decades, biologic therapies have 
improved the treatment of moderate-to-severe plaque pso-
riasis by demonstrating greater efficacy over traditional 
non-biologic treatments [6–9]. In order to evaluate the 
efficacy and safety of guselkumab, an anti-interleukin (IL)-
23 antibody, 837 patients with moderate-to-severe plaque 
psoriasis, with a Psoriasis Area and Severity Index (PASI) 
score of ≥ 12 at screening and at baseline, were recruited 
and randomized at baseline to receive either placebo, 
guselkumab, or adalimumab in the VOYAGE 1 phase III 
clinical trial (Fig. 1) [8, 10]. The results demonstrated high 
PASI response for guselkumab-treated patients throughout 
the 5-year clinical trial period, as well as greater efficacy of 
guselkumab compared with placebo at 16 weeks and com-
pared with adalimumab at Weeks 16, 24, and 48 [8, 11]. 
Guselkumab has also been shown to have superior efficacy 
to adalimumab in the VOYAGE 2 clinical trial up to week 
48 while maintaining this response over 5 years [11], and 
superior efficacy to secukinumab in the ECLIPSE clinical 
trial up to Week 48 [12]. Furthermore, patients derived ben-
efits by switching to guselkumab from ustekinumab in the 
NAVIGATE clinical trial [13]. One head-to-head clinical 
trial showed faster skin clearance for ixekizumab compared 
with guselkumab, with patients in the ixekizumab arm hav-
ing a slightly larger improvement in PASI from baseline as 
early as Week 1 [14], although results were only reported up 
to Week 12, hence long-term comparative data from a clini-
cal trial setting is missing. Numerous real-world studies have 
also confirmed the efficacy and safety profile of guselkumab, 
confirming the promising results of clinical trials [15–20].

To better understand the relationship between patient 
characteristics and long-term clinical response, a post-hoc 
analysis of the 5-year VOYAGE 1 clinical trial data was 
conducted among all the patients who started guselkumab 
at Week 0 or at Week 16 (after switching from placebo), to 
assess the maintenance of their response to therapy. Spe-
cifically, we investigated baseline characteristics and serum 
guselkumab levels in guselkumab-treated patients who 
achieved complete skin clearance (PASI = 0) for ≥ 156 
consecutive weeks (i.e., without relapse). The aim of this 
research was to identify factors associated with a positive 
response to treatment, which may inform personalized treat-
ment regimens and enhance treatment approaches when 
using guselkumab.

2 � Methods

This exploratory post-hoc analysis was performed using 
the full 5-year dataset of the VOYAGE  1 clinical trial 
(ClinicalTrials.gov identifier NCT02207231) [11]. Data 
from patients treated with guselkumab from both Week 0 
(guselkumab arm) and Week 16 (placebo crossover arm) 
who maintained PASI = 0 at all visits for ≥ 156 consecu-
tive weeks of treatment (PASI = 0 group) were compared 
with data from patients who never achieved PASI = 0 at any 
visit (comparator group) (Fig. 1). For purposes of assigning 
participants into these two response groups, missing PASI 
values were considered to not be 0. Study visits were sched-
uled at Week 0, Week 2, Week 4, then every 4 weeks up to 
Week 52, and then every 8 weeks through to the final visit 
at Week 252. Of note, as this study ended at Week 252, the 
initial PASI = 0 response needed to occur within the first 96 
weeks or first 80 weeks of guselkumab treatment for those 
starting at Week 0 or Week 16, respectively, in order to fulfil 
the requirement of at least 156 consecutive weeks of com-
plete skin clearance.

Fig. 1   VOYAGE 1 clinical trial 
design, including open-label 
extension through Year 5. aThe 
last dose of guselkumab was 
administered at Week 252; 
efficacy was evaluated through 
Week 252. bSafety was evalu-
ated through Week 264. ADA 
adalimumab, GUS guselkumab, 
q2w every 2 weeks, q8w every 8 
weeks, R randomization
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Guselkumab 100 mg was administered by subcutaneous 
injection at Weeks 0, 4, 12, and every 8 weeks through Week 
252 (this corresponds with Weeks 16, 20, and 28 and every 
8 weeks through Week 252 of the study for those in the 
placebo crossover arm).

Descriptive statistics were used to describe baseline char-
acteristics of the two response groups, and a multiple logis-
tic regression model was used to identify factors associated 
with long-term skin clearance. Based on previous reports 
[7, 8, 21], relevant baseline patient and disease character-
istics incorporated in this post-hoc analysis included age, 
sex, body weight, body mass index (BMI) group (BMI ≥ 30/
BMI < 30), diagnosis of diabetes (collected from the Medi-
cal History at screening), current smoking status, psoria-
sis duration, PASI score, Dermatology Life Quality Index 
(DLQI) score, presence of psoriatic arthritis (PsA), Inves-
tigator Global Assessment score, body surface area (BSA) 
of psoriasis involvement, prior biologic treatment, and prior 
treatment with systemic therapy.

In addition, Week 4 guselkumab plasma concentration 
(Week 4 of the study for those in the guselkumab arm of 
the study and Week 20 of the study for those in the placebo 
crossover arm) was also included in the regression model. 
Guselkumab plasma trough concentrations in both response 
groups were assessed prior to treatment between Weeks 4 
and 156 after the start of guselkumab treatment. Plasma 
levels at Weeks 4, 8, 16, and 24 were measured 4 weeks 
after guselkumab treatment; plasma levels at Week 12 and 
every 8 weeks until Week 156 were measured 8 weeks after 
guselkumab treatment.

The odds ratios obtained from multiple logistic regres-
sion analysis indicate the level of association between each 
given factor and maintaining a PASI score of 0, with the 
Wald test to ascertain confidence intervals; p values of 
≤ 0.05 indicated a statistically significant association, and 
p values of ≤ 0.1 identified potential parameters of interest. 
PASI scores over time, and time to achieving PASI = 0, 
were also reported. Data from patients assigned to either 
response group were analyzed as observed, without further 
imputation.

3 � Results

The main results from VOYAGE 1, including compari-
sons between the placebo crossover arm (before and after 
crossover) and the guselkumab arm have been reported pre-
viously [8]. Of the patients treated with guselkumab from 
Week 0 (guselkumab arm) and Week 16 (placebo crossover 
arm), a total of 22.7% (112/494) maintained PASI = 0 at 
all visits for ≥156 consecutive weeks (Fig. 2a). At Visit 0 
of guselkumab treatment, the PASI = 0 group had a mean 

PASI score of 19.5 and the comparator group a mean base-
line PASI score of 22.1. In both the PASI = 0 group and the 
comparator group, there was a steep decline in PASI values 
up to Week 12; they plateaued at Week 16 and were gener-
ally maintained through to Week 252. In contrast to the PASI 
= 0 group, the comparator group maintained a mean PASI 
score of ~ 3 (median ~ 2.5) from Week 16 through to Week 
252 (Fig. 2a). By Week 16, 50% of patients in the PASI = 0 
group had achieved complete skin clearance (Fig. 2b).

The PASI = 0 group contained a numerically higher pro-
portion of patients in the lowest age category (< 45 years: 
53.6% vs 46.8%), a lower proportion of patients with obesity 
(BMI ≥ 30 kg/m2: 32.1% vs 48.1%), a lower percentage diag-
nosed with diabetes (3.6% vs 15.2%), and a lower percentage 
of current smokers (30.4% vs 36.7%) versus the comparator 
group. The PASI = 0 group also had a numerically greater 
prevalence of psoriatic arthritis (PsA) at baseline (23.2% vs 
16.5%), lower disease severity (mean PASI score: 20.6 vs 
23.4), and shorter duration of psoriasis (mean years: 16.5 vs 
18.9) versus the comparator group (Table 1).

The multiple logistic regression analysis revealed no pre-
vious diagnosis of diabetes (p = 0.047), lower DLQI score 
(indicating a lower impact of psoriasis on quality of life) at 
baseline (p = 0.030), and higher Week 4 guselkumab plasma 
concentration (p = 0.016) as significantly associated with 
achieving PASI = 0 at all visits for ≥ 156 consecutive weeks. 
Obesity and psoriasis duration represent potential additional 
parameters of interest (p < 0.1) for future studies (Fig. 3).

Mean peak and trough guselkumab plasma concentrations 
were numerically higher in the PASI = 0 group compared 
with the comparator group at all assessments. After Week 28, 
trough guselkumab levels of the comparator group ranged 
from 0.83 to 1.15 µg/mL, while they ranged from 1.04 to 
1.40 µg/mL in the PASI = 0 group. Trough concentrations in 
both groups were relatively stable from Week 28 up to Week 
156 of guselkumab treatment (Fig. 4).

4 � Discussion

This post-hoc analysis evaluated patients who achieved and 
maintained complete skin clearance with guselkumab treat-
ment at all study visits in the VOYAGE 1 clinical trial for 
≥ 156 consecutive weeks compared with those who never 
achieved complete skin clearance over the same period. 
These cohorts were chosen with the aim of identifying fac-
tors associated with achieving and maintaining complete 
skin clearance that may be used to predict treatment out-
comes for guselkumab. Our analysis revealed that nearly 
25% of patients with moderate-to-severe plaque psoriasis 
treated with guselkumab maintained complete skin clear-
ance (PASI = 0) for 3 or more consecutive years, with half 
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of them beginning this period of PASI maintenance at or 
before Week 16.

To provide the best opportunity for identifying factors 
associated with maintaining complete skin clearance, we 
compared the extremes with the comparator group con-
sisting of trial participants who never achieved PASI = 
0. Nevertheless, in this group of patients there was still 
a reduction in mean PASI score from ~ 22 at baseline 

to between 2 and 4 from Week 16 through to Week 252. 
According to guidelines provided by the National Institute 
for Health and Care Excellence (NICE) in the UK, an ade-
quate response is defined as either achieving PASI 75 at 
16 weeks from when treatment was initiated or achieving 
PASI 50 and a 5-point reduction in DLQI at Week 16 from 
when treatment started [22]. In addition, there is a general 
consensus that the therapeutic goal for psoriasis should 

Fig. 2   PASI score a comparison between the PASI = 0 group and 
comparator group over time and b cumulative percentage of patients 
achieving complete skin clearance in the PASI = 0 group (n = 112). 

Dotted line indicates that half of the patients who achieved PASI = 0 
did so within 16 weeks. GUS guselkumab, PASI Psoriasis Area and 
Severity Index
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be achieving an absolute PASI score of ≤ 3 or a PASI90 
response [23]. Based on this guidance, the > 85% reduc-
tion in PASI score, and PASI scores plateauing at around 3 
for the comparator group, suggests that these patients had 
an overall adequate response to guselkumab at Week 16. 
This, in turn, highlights the challenge of finding signifi-
cant differences between the PASI = 0 and comparator 
group. Notably, some factors were associated with long-
term skin clearance in the univariable analysis but not the 
multivariable analysis, including age and BMI (treated as 
a categorical variable, BMI ≥ 30 or BMI < 30), despite 
a higher proportion of patients under 45 years of age and 
a lower proportion of BMI ≥ 30 patients in the PASI = 0 
group. The reason for this difference is unclear but may 
reflect insufficient power and the generally small sample 
size in the multivariable analysis.

Previously, body weight has been shown to impact the 
clinical response of biologic treatment [24, 25], with several 
studies reporting its association with greater drug clearance 
and volume of distribution, resulting in lower overall sys-
temic exposure [26]. Some studies have further supported 

this by showing a negative impact of higher body weight on 
the likelihood of a clinical response [24, 25, 27]; however, 
other work investigating biologic treatments reported weight 
having no significant impact on clinical response [26–28]. 
Here, we showed weight (treated as a continuous variable, 
in increments of 1 kg) did not demonstrate a trend in the 
descriptive analysis between the groups and also suggested 
no significant association with PASI response as shown by 
the multiple logistic regression analysis; when investigating 
the odds ratio of Week 4 guselkumab plasma concentrations, 
weight and BMI were included as independent variables and 
therefore cannot explain the observed effect of guselkumab 
plasma levels. The lack of effect of weight on treatment out-
comes in guselkumab-treated patients is in line with previ-
ous subgroup analyses of the VOYAGE trials [29, 30], and 
suggests that patients with higher body weight do not benefit 
from increased dosage.

A previous report investigating the effects of diabetes on 
guselkumab plasma concentration demonstrated 12% higher 
apparent clearance of guselkumab in patients with this meta-
bolic disorder, indicating marginally reduced guselkumab 

Table 1   Baseline demographics and clinical characteristics of the PASI = 0 and comparator groups

Data are mean or % (95% CI)
BMI body mass index, BSA body surface area, CI confidence interval, PASI Psoriasis Area and Severity Index, PsA psoriatic arthritis
a Patients who never achieved PASI = 0 at any visit

PASI = 0
(n = 112)

Comparatora

(n = 79)
Odds ratio (95% Wald confidence limits),
p-value

Age, years 43.2 (40.9–45.5) 44.5 (41.8–47.2) 1.001 (0.968–1.035), p = 0.941
Age category, %
 < 45 years 53.6 (43.9–63.1) 46.8 (35.5–58.4) –
 ≥ 45 to < 65 years 42.0 (32.7–51.7) 49.4 (37.9–60.9) –
 ≥ 65 years 4.5 (1.5–10.1) 3.8 (0.8–10.7) –

Male, % 74.1 (65.0–81.9) 70.9 (59.6–80.6) 1.344 (0.564–3.204), p = 0.505
Weight, kg 86.7 (82.4–91.1) 89.0 (84.1–93.9) 1.021 (0.995–1.048) p = 0.120
BMI, kg/m2 28.5 (27.3–29.7) 30.2 (28.7–31.7) 0.391 (0.131–1.162) p = 0.091
BMI category, %
 < 25 kg/m2 28.6 (20.4–37.9) 24.1 (15.1–35.0) –
 ≥ 25 to < 30 kg/m2 39.3 (30.2–49.0) 27.9 (18.4–39.1) –
 ≥ 30 kg/m2 32.1 (23.6–41.6) 48.1 (36.7–59.6) –

PASI score 20.6 (19.3–21.9) 23.4 (20.8–26.0) 1.018 (0.942–1.100) p = 0.651
BSA involvement, % 26.0 (23.5–28.5) 31.6 (26.7–36.5) 0.988 (0.952–1.024) p = 0.506
Disease duration, years 16.5 (14.5–18.6) 18.9 (16.4–21.4) 0.971 (0.937–1.005) p = 0.091
Age at diagnosis, years 26.8 (24.2–29.4) 25.7 (23.0–28.4) –
Prior biologic therapies, n 0.2 (0.1–0.4) 0.3 (0.1–0.4) 1.196 (0.497–2.878) p = 0.690
Systemic biologic-naïve patients, % 26.8 (18.9–36.0) 27.9 (18.4–39.1) 0.700 (0.302–1.621) p = 0.405
PsA prevalence, % 23.2 (15.8–32.1) 16.5 (9.1–26.5) 2.144 (0.818–5.619) p = 0.121
Diabetic, % 3.6 (1.0–8.9) 15.2 (8.1–25.0) 0.225 (0.052–0.977) p = 0.047
Current smoker, % 30.4 (22.0–39.8) 36.7 (26.1–48.3) 0.678 (0.334–1.347) p = 0.281
Current alcohol consumption, % 58.0 (48.3–67.3) 58.2 (46.6–69.2) –
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Fig. 3   Multiple logistic regression of factors influencing treatment 
response. Error bars represent 95% Wald confidence limits. This 
analysis represents ORs, where OR = 1 indicates exposure does not 
affect odds of maintaining PASI = 0, OR > 1 indicates factors associ-
ated with higher odds of maintaining PASI = 0, and OR < 1 refers to 

exposure associated with lower odds of maintaining PASI = 0. aCat-
egorical scores for IGA at baseline were either 3 or 4. BMI body mass 
index, BSA body surface area, DLQI Dermatology Life Quality Index, 
GUS guselkumab, IGA Investigator Global Assessment, OR odds 
ratio, PASI Psoriasis Area and Severity Index, PsA psoriatic arthritis

Fig. 4   Comparison of mean guselkumab serum concentration 
between the PASI = 0 group and comparator group over time. 
Guselkumab plasma trough concentrations were assessed prior to 
treatment and between Weeks 4 and 156 from the start of guselkumab 
treatment. Plasma levels at Weeks 4, 8, 16, and 24 were meas-
ured 4 weeks after guselkumab treatment; plasma levels at Week 

12 and every 8 weeks until Week 156 were measured 8 weeks after 
guselkumab treatment. Guselkumab or placebo administrations dur-
ing the first 156 weeks are indicated by dashed lines in the figure. 
From Week 28 onwards, only trough levels were assessed. Data from 
visits where n ≤ 3 have been excluded. GUS guselkumab, PASI Pso-
riasis Area and Severity Index
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exposure in diabetic patients [31]. Among those receiving 
guselkumab for treating psoriatic arthritis, diabetes and 
body weight have also been identified as factors contribut-
ing to pharmacokinetic variability of treatment [32]. Simi-
lar reports with other biologics, such as ustekinumab, dem-
onstrate increased clearance in patients with diabetes, and 
real-world evidence has demonstrated a lower response to 
risankizumab in patients with a BMI ≥ 30 [33], suggesting 
that this association may be more broadly associated with 
biologic therapy [34]. The association between obesity and 
diagnosed diabetes could have a compounded effect with 
the elevated clearance and volume of distribution seen in 
patients with greater body weight [35]. However, in the 
logistic regression model, the effect of diabetes was still 
present after weight and BMI were taken into account, and 
the absence of a diabetes diagnosis was still associated with 
long-term skin clearance when guselkumab plasma levels 
were controlled for; taken together, these findings suggest 
an additional mechanism to those seen in individuals with 
greater body weight. Nonetheless, this analysis further high-
lights, in contrast to our findings for weight and BMI, the 
possibility that absent history of diabetes could be consid-
ered predictive for long-term stable response; notably, guide-
lines recommend screening for diabetes in clinical practice 
[36]. Further, increased drug clearance in diabetic patients 
may introduce clinically relevant effects when investigating 
strict endpoints, such as PASI = 0 and DLQI 0/1.

While higher plasma concentration of guselkumab at 
Week 4 was found to be significantly associated with long-
term maintenance of PASI = 0, the difference in guselkumab 
concentration between the two response groups does not 
appear to be due to differences in the stability of plasma con-
centrations, as demonstrated by the consistency of the trough 
levels for both groups throughout the treatment period. Stud-
ies on the effect of different therapeutic antibodies in the 
target tissues are ongoing [37] and could provide further 
insights related to this.

Lower DLQI score (indicating lower impact of psoria-
sis on quality of life) at baseline was identified as signifi-
cantly associated with long-term complete skin clearance 
in the multiple logistic regression model. While changes 
in PASI and DLQI scores are known to be correlated [38, 
39], patient-reported outcomes, such as DLQI, capture addi-
tional nuances to standard physician measurements [38]. 
The potential reasons for and relevance of the association 
between lower DLQI score at baseline and achieving and 
maintaining long-term PASI = 0, is unknown at this stage. 
The importance of providing a holistic approach to address-
ing important aspects of psoriasis treatment, such as quality 
of life, has been highlighted in multiple consensus studies. 
A US-based consensus exercise in 2017 concluded that a 
reasonable response after 3 months of treatment would be 
a reduction in BSA of 3% or improvement of ≥ 75% from 

baseline, and that the use of a single criterion was most pre-
ferred when assessing the achievement of treatment goals. 
However, in the pre-Delphi workshops of this consensus 
exercise, patients expressed that BSA does not capture sev-
eral important aspects of the disease, including location, 
symptoms, and quality of life [40]. A more recent consen-
sus exercise, which also included patients, defined freedom 
from disease in psoriasis as a multifaceted concept with five 
key domains: management of clinical symptoms, healthcare 
team support, psychosocial elements, treatment, and quality 
of life and well-being [5]. Therefore, obtaining long-term 
skin clearance may contribute towards patients achieving 
‘freedom from disease’, however additional aspects, such 
as quality of life endpoints, are also important and require 
addressing; further studies are needed to better understand 
the association between baseline DLQI score and long-term 
skin clearance.

Duration of psoriasis was identified as a factor of inter-
est from the multiple logistic regression model, support-
ing previous findings demonstrating that more time living 
with the disease significantly impacted the likelihood of 
achieving PASI 90–100 response compared with achiev-
ing PASI < 50 [41]. It has also been shown that patients 
with longer disease duration are more likely to have had 
a greater variety of previous therapies for psoriasis [42]. 
Further studies, such as the GUIDE clinical trial, which 
compares outcomes for patients with short disease dura-
tion (< 2 years) versus long disease duration, may be able 
to provide additional insight into this [43].

A numerically greater percentage of individuals who 
achieved and maintained complete skin clearance had 
never smoked. In agreement with this, smoking has also 
been shown, using a fixed-effects model, to negatively 
impact the efficacy of biologic drugs [44]. However, in 
the model used in this post-hoc analysis, this factor was 
not identified as predictive for long-term skin clearance. 
We also observed a numerically higher percentage of 
patients with psoriatic arthritis in the PASI = 0 group, 
despite previous research demonstrating biologics to have 
similar efficacy on patients regardless of psoriatic arthri-
tis status [45]. This may represent an interesting area for 
future investigations, though this result was not confirmed 
in the regression model and may, therefore, simply be a 
consequence of the small sample size.

A limitation of this post-hoc analysis is that a rela-
tively small number of patients were included due to the 
criteria for defining each of the response groups based 
on the extremes of consistently or never achieving PASI 
= 0. Furthermore, it is important to consider that a 
PASI100 response is not always indicative that a patient 
is no longer impacted by their disease. While this may 
be the case for the majority, residual disease impact can 
still sometimes be observed by other measures, such as 
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DLQI [46]. The number of patients included was also 
limited due to the inability to combine data from the 
VOYAGE 1 and 2 clinical trials for guselkumab, as the 
latter had a withdrawal phase, and its inclusion would 
therefore potentially introduce bias to the results. In addi-
tion, there are several limitations that apply to post-hoc 
analyses generally, which should also be considered when 
interpretating the results; specifically, subgroups were not 
randomized and a control group is absent.

Nonetheless, the findings observed in this post-hoc 
analysis are in line with recent real-world research dem-
onstrating that guselkumab has high efficacy in spite of 
comorbidities [18, 20]. The emphasis on the value of 
real-world evidence in recent years stems from the fact 
that these observational studies include patients typically 
excluded by the rigid inclusion and exclusion criteria of 
clinical trials, such as patients with multiple comorbidi-
ties or concomitant infections. Our findings expand upon 
this research showing how certain comorbidities and 
baseline characteristics can affect treatment outcomes. 
Further research into how certain characteristics can 
influence psoriasis treatment outcomes should be con-
ducted in a real-world context to further evaluate these 
relationships.

5 � Conclusion

This is the first analysis evaluating patients who achieved 
complete skin clearance for ≥ 156 consecutive weeks versus 
those who never achieved this over the same period. Our 
analysis showed that a substantial number of patients treated 
with guselkumab maintained complete skin clearance for 
at least 156 consecutive weeks. The absence of previously 
diagnosed diabetes, lower DLQI score at baseline (indicat-
ing lower impact of psoriasis on quality of life), and higher 
Week 4 guselkumab plasma concentration were identified 
as factors associated with patients achieving long-term 
skin clearance. This analysis provides insights into factors 
that could play a role in achieving a long-term treatment 
response, and for which screening should be conducted as 
part of the general management of psoriasis, in order to 
give patients the best chance at achieving long-term posi-
tive outcomes.
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