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Abstract

Background: The International Psoriasis Council (IPC) updated the classification of psoriasis severity to guide clinical decision-
making. According to IPC guidelines, patients are considered candidates for systemic therapy when body surface area (BSA)
is >10%, when lesions affect special body areas (ie, face, palms, soles, genitals, scalp, or nails), or when topical therapy fails to
control symptoms. Objective: To evaluate patient candidacy for systemic therapy in real-world settings, according to disease
severity criteria.Methods: This cross-sectional study included systemic treatment-naive patients from the CorEvitas Psoriasis
Registry who initiated systemic treatment at Registry visits between April 2015 and April 2023. Based on IPC criteria, systemic
therapy candidates were identified, and data on demographics and clinical characteristics, including disease severity indicators
(ie, BSA and Psoriasis Area Severity Index [PASI] scores) and patient-reported outcome measures, were collected and de-
scriptively summarized. Results: The analysis included 2739 systemic therapy initiators with plaque psoriasis, of whom 82.7%
met IPC criteria for systemic therapy. Of the 2265 systemic therapy candidates, 56.2% had a BSA >10%, 53.2% had a history of
psoriasis affecting special areas, and 55.2% had prior but not current use of topical therapy. Notably, 71.0% of candidates for
systemic therapy had PASI scores ≤12. Conclusion: In this large real-world study, most patients with psoriasis who initiated
systemic therapy met the IPC disease severity criteria to do so. Disease severity categorization based on PASI scores and BSA
percentage alone may not adequately capture all patients who might be candidates for systemic psoriasis treatment.
Clinicaltrials.gov: NCT02707341.
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Introduction

Plaque psoriasis is a common, chronic, immune-mediated
inflammatory disease that can result in significant physical,
mental, and socioeconomic burden.1,2 Over the last decade,
advances in systemic treatments have been made to manage
moderate to severe psoriasis; however, the definition of
moderate to severe psoriasis varies.1,3-5 The Rule of Tens,
frequently used in European countries, has classified psoriasis
as moderate to severe if the patient has a body surface area
(BSA) involvement >10%, a Psoriasis Area and Severity
Index (PASI) score >10, or a Dermatology Life Quality Index
(DLQI) score >10.4,6 Alternatively, a BSA of 3% or 5% is
often used in North America as the minimum threshold for
classification of psoriasis as moderate to severe psoriasis.4,7,8

In clinical trials, a PASI score of ≥12 is often used to denote
moderate to severe psoriasis.9,10 In real-world practice, a
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substantial proportion of patients with moderate to severe
psoriasis, regardless of varying definitions, continued to re-
ceive suboptimal treatment which may impact QoL and
treatment outcomes.4,6,11,12 In a US study of female nurses
with psoriasis, 87% of study participants with moderate to
severe psoriasis were diagnosed by a dermatologist, yet 66%
of them were not on systemic therapy.13 The population-based
UPLIFT survey of psoriatic disease outcomes, conducted in
North America, Europe, and Japan, found that a substantial
proportion of patients with psoriasis (with or without con-
comitant psoriatic arthritis) were either receiving no treatment
for their psoriasis symptoms or were being treated with topical
therapy alone.3 These findings, among others, highlight the
need for a more practical and meaningful method of defining
psoriasis severity to support the initiation of systemic
therapies.

While traditional classification systems categorize psoriasis
severity as mild, moderate, or severe based upon objective
clinical measures with strict cutoff values, these systems fail to
account for lesion location and characteristics, comorbidities,
and/or patient preference and satisfaction.1,4,13,14 To address
this issue, the International Psoriasis Council (IPC) used a
modified Delphi approach to incorporate collective expertise
and generate a consensus statement on psoriasis severity and
criteria for initiating systemic therapy.4,11 From this exercise, a
dichotomous definition of psoriasis severity emerged in which
patients were categorized as either candidates for topical
therapy or candidates for systemic therapy based on objective
numeric thresholds, lesion location(s), and the subjective
measure of the patients’ experience.11 Patients who met at
least 1 of the IPC criteria, which included a BSA >10%,
disease involving special body areas (ie, the face, palms, soles,
genitals, scalp, or nails), and failure on topical therapy, were
classified as candidates for systemic therapy.11 Of note, these
criteria are similar to those set forth within the 2009 Spanish
Academy of Dermatology and Venereology consensus doc-
ument and in subsequent updates to Spanish clinical practice
guidelines.15,16

This study assessed patient candidacy for systemic pso-
riasis therapy, according to disease severity as defined by
PASI, BSA or DLQI, and the IPC guidelines, using data from
the CorEvitas Psoriasis Registry (formerly Corrona Psoriasis
Registry).

Methods

This cross-sectional observational study included patients
from the CorEvitas Psoriasis Registry (clinicaltrials.gov
NCT02707341).8 As of January 2023, the Registry comprised
263 private and academic clinical sites located across 47 states
and provinces in North America. Each participating investi-
gator obtained ethical approval to conduct this noninterven-
tional study, and the study sponsor, CorEvitas, obtained
approval and continuing review through a central institutional
review board (IntegReview, protocol Corrona-PSO-500). The

study was conducted in accordance with the guidelines for
Good Pharmacoepidemiology Practice and the International
Council for Harmonisation Good Clinical Practice, and all
patients provided written informed consent for inclusion in the
Registry before enrollment. Patient eligibility and enrollment
criteria for the CorEvitas Registry were previously described
by McLean et al.17

The primary outcome of this study was whether patients
would be categorized as eligible for treatment with systemic or
topical therapy according to the IPC guidelines. Candidates
for systemic therapy were those who met ≥1 of the IPC
criteria, including BSA >10%, disease involving special body
areas (ie, the face, palms, soles, genitals, scalp, or nails), and
failure on topical therapy.11 To align with patient categori-
zation within the CorEvitas Registry, the 3 criteria were
amended slightly to include a BSA >10%, history of psoriasis
involving special areas (ie, palmoplantar, genitals, scalp, or
nails), and previous use of topical therapy with no reported
current use.

The study included systemic treatment-naive patients from
the CorEvitas Psoriasis Registry who initiated systemic
treatment for psoriasis at a Registry visit between April 2015
and April 2023. Patient demographics (ie, age, sex, race,
ethnicity, lifestyle, and comorbidity history) and clinical
characteristics (ie, BSA percentage, PASI scores, DLQI
scores, and Investigator’s Global Assessment [IGA] scale
scores) collected at systemic therapy initiation were described
for all systemic initiators and for the subgroup of patients
identified as systemic treatment candidates based on IPC
criteria. Means and standard deviations (SDs) or frequencies
and percentages were reported. A Venn diagram was used to
visualize the proportion of patients who met criteria for use of
systemic therapy.

Results

The analysis included a total of 2739 patients with plaque
psoriasis who initiated systemic therapy, of whom 2265
(82.7%) were classified as candidates for systemic therapy
based on the IPC guidelines (Figure 1). Among candidates for
systemic therapy who initiated therapy, 12.4% (n = 280)
met all 3 IPC criteria, while 47.7% (n = 1081) met only 1
eligibility criterion. Similarly, 56.2% of candidates for sys-
temic therapy had a BSA >10%, 53.2% had a history of
psoriasis affecting special areas, and 45.9% had a history of
scalp psoriasis (Figure 2). More than half (55.2%; n = 1250)
had a history of topical therapy use, and 46.9% (n = 1063) had
previously used a corticosteroid (Figure 3).

Among systemic therapy initiators who were classified as
candidates for systemic therapy, 48.9% (n = 1107) were fe-
male and 77.8% (n = 1751) were White; the mean age was
48.4 years (Table 1). At the time of systemic therapy initiation,
most patients (92.8%; n = 2102) had a BSA of ≥3%, which is
indicative of moderate to severe psoriasis, and a psoriasis
duration of <10 years (63.2%; n = 1420; mean, 9.9 years).
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Notably, 71.0% of candidates for systemic therapy had PASI
scores ≤12, including 32.3% with PASI scores of ≤5 and
38.7% with PASI scores between 5 and 12. Similarly, 43.8%
had a BSA of ≤10% at the time of systemic therapy initiation.
A moderate to severe impact on QoL (ie, DLQI >5) was
reported in 65.1% (n = 1469) of systemic therapy candidates.
Approximately 38.9% (n = 571) of patients with BSA ≤10%
who were classified as systemic therapy candidates also had a
DLQI score >5 (mean DLQI, 7.8). Additionally, 64.5% of
systemic therapy candidates with a PASI score <12 also had a
DLQI score >5. The mean DLQI score (SD) among patients
with a history of special area involvement who had a

BSA ≤10% was 7.8 (5.4). Mean PASI and IGA scores were
10.0 (8.4) and 3.0 (0.7), respectively. Most systemic therapy
candidates (89.0%; n = 2016) initiated treatment with a bi-
ologic agent that inhibits tumor necrosis factor or interleukin
(IL)-17, IL-23, or IL-12/23.18

Discussion

Relying solely on objective measures to guide treatment
decisions is often fraught with issues that may lead to the
undertreatment of patients. Although many current guidelines
are based on objective threshold measures to gauge eligibility
for advanced treatment with systemic therapies, a multidis-
ciplinary, collaborative approach may be best suited to
standardize severity assessment and to elevate standards of
care in psoriasis treatment. This study, therefore, aimed to
evaluate the assessment of eligibility for systemic therapy
according to IPC guidelines for real-world patients who ini-
tiated systemic therapy for psoriasis.

Among patients in this study, 82.7% met IPC criteria11 and
would be classified as candidates for systemic therapy. If
assessed using the Rule of Tens4,6 (ie, BSA >10%, PASI
score >10, or DLQI score >10), many of these patients would
be classified as having mild psoriasis and be prescribed topical
therapy only.12,19 These findings are consistent with those of a
National Psoriasis Foundation survey that found that 20% to
30% of patients with moderate to severe psoriasis were being
treated solely with topical therapy.14 Consequently, broader
adoption of IPC guidelines by stakeholders, including phy-
sicians, researchers, clinical guideline makers, payers, and
policymakers, may substantially impact patient eligibility for
treatment.

In this study, 53.2% of patients had a history of psoriasis
involving a special body area and were eligible for systemic

Figure 1. Systemic Therapy Candidates, Based on IPC Guidelines (n
= 2265). BSA, body surface area; IPC, International Psoriasis
Council.

Figure 2. History of Special Area Psoriasis Involvement, by Specific Areaa (n = 2265). aCategories were not mutually exclusive.

Figure 3. Topical Treatments for Psoriasis, by Mechanism of Actiona (n = 2265). aCategories are not mutually exclusive. Denominator for
percentages is for patients who previously had used a topical therapy. Patients using a dual MOA topical treatment contributed to the count
of each of the MOAs for that topical treatment. MOA, mechanism of action; PsO, psoriasis.
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therapy based on this IPC guideline criterion. Although
psoriasis in special areas contributes to high disease burden
and significantly impacts patient QoL, traditional classifi-
cation systems would most likely classify these patients as

having mild disease, especially if the BSA percent in-
volvement or PASI score was <10.12,19-21 Moreover, a large
proportion of patients in this study reported a moderate or
greater impact on QoL based on DLQI scores, despite

Table 1. Patient Demographics and Baseline Clinical Characteristics.

Parameter Candidates for Systemic Therapy Based on IPC guidelinesa (n = 2265)

Age, mean (SD), years 48.4 (16.2)
Female, n (%) 1107 (48.9)
Race, n (%)

White 1751 (77.8)
Black 118 (5.2)
Asian 183 (8.1)
Other 198 (8.8)

Hispanic ethnicity, n (%) 303 (13.6)
Geographic region, n (%)

Northeast 659 (29.1)
Midwest 423 (18.7)
South 648 (28.6)
West 304 (13.4)
Canada 231 (10.2)

Smoking history, n (%)
Never 1191 (53.3)

Current alcohol use, n (%)
None/occasional 1126 (53.3)

Body mass index, n (%)
Underweight/normal (<18.5-24.9) 516 (23.3)
Overweight (25.0-29.9) 682 (30.8)
Obese (≥30.0) 1015 (45.9)

History of comorbidities, n (%)b 1058 (46.8)
History of anxiety or depression, n (%) 586 (25.9)
PsO duration, mean (SD), years 9.9 (12.4)
PsO disease duration, n (%), years

<10 1420 (63.2)
10-20 440 (19.6)
>20 386 (17.2)

BSA (% involvement), mean (SD) 17.4 (15.8)
BSA, n (%)

0%–<3% 163 (7.2)
3%–10% 829 (36.6)
>10%–100% 1273 (56.2)

PASI score 0-72, mean (SD) 10.0 (8.4)
PASI score, n (%)

0-5 731 (32.3)
>5-12 877 (38.7)
>12-72 656 (29.0)

IGA score, mean (SD) 3.0 (0.7)
DLQI score >5, n (%) 1469 (65.1)
Initiating therapy, n (%)

Nonbiologic/small molecule 249 (11.0)
Biologic/biosimilar 2016 (89.0)

BSA, body surface area; DLQI, Dermatology Life Quality Index; IGA, Investigator’s Global Assessment; PASI, Psoriasis Area and Severity Index; PsO, psoriasis;
SD, standard deviation.
aAll patients initiated a systemic therapy, and total sample does not represent all patients with psoriasis.
bIncludes cancer (excluding nonmelanoma skin cancer), cardiovascular disease, cerebrovascular disease, hypertension, hyperlipidemia, diabetes mellitus, hepatic
events, gastrointestinal perforation, peptic ulcer, inflammatory bowel disease events, and other gastrointestinal disorders.
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having psoriasis to an extent that would be classified as mild
based on BSA percent involvement. Based on clinical
guidelines, these patients would typically be undertreated
using topical therapy.12,19,20 Therefore, despite the wide-
spread use of BSA percentages and PASI scores, these tools
alone are inadequate for quantifying disease severity and
for guiding treatment decisions when psoriasis lesions are
located across smaller surface areas.12,19-21 In two sys-
tematic reviews of psoriasis severity classification, Gold-
bari et al12 and Robinson et al21 showed that PASI scores
become less sensitive to change with BSA involve-
ment <10%. Similarly, Yang et al19 noted that patients with
lower PASI scores were more likely to be treated with
topical therapies, even when DLQI scores indicate the
presence of severe disease.

This study used the CorEvitas Psoriasis Registry, a large,
well-established, longitudinal registry that collects real-
world data on psoriasis treatment from both patients and
clinicians, along with a wide range of demographic, disease,
and QoL data. This Registry provides a unique resource
with a large sample size and longitudinal follow-up for real-
world patients with psoriasis in the United States and
Canada and lends strength to this study. However, some
limitations do exist. The criteria for systemic therapy ini-
tiation vary by country. The CorEvitas Registry primarily
enrolls patients from the United States, with some patients
from Canada, which may limit the generalizability of study
findings to patients in other geographic regions. Addi-
tionally, in some countries with publicly funded national
insurance systems, patient access to systemic treatment is
restricted by stringent criteria based on BSA or PASI.5,20,22

As such, future research is needed to assess systemic
treatment utilization based on IPC guidelines in other
countries. Furthermore, some misclassifications may have
occurred when operationalizing the term “failure of topical
therapy”; this is unlikely to have greatly impacted study
findings. Finally, the Registry does not collect reasons for
discontinuation of topical therapy, nor does it report
whether a special body area was the target of a particular
therapy.

Conclusions

Most patients who initiated systemic therapy in this large, real-
world study met the IPC criteria to do so. High PASI scores
(≥10) or BSA (≥10%) do not adequately capture all patients in
North America who may be candidates for systemic therapy.
Use of such rigid criteria by physicians, payers, or formulary
decision makers may therefore limit patient access to ap-
propriate treatment and may ultimately affect disease burden
and patients’ QoL.
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