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WELCOME LETTER FROM CONFERENCE PRESIDENT
Dear Colleagues,

Every 3 years, we gather to highlight the efforts that our psoriatic disease community has made to improve the lives of patients living
with psoriatic disease. As Conference President and Chair of the SEC and on behalf of the organizing committee, [ welcome you to the
upcoming IFPA Conference with the theme “Uncovering the Broad Spectrum of Psoriatic Disease”.

Together, as a clinical and research community, we strive to advance the care for patients living with psoriatic diseases, which encom-
passes not only psoriasis and psoriatic arthritis, but also other comorbid conditions that impact our patients’ lives. At the upcoming
IFPA conference in Stockholm, we will share our knowledge and have meaningful conversations about these advances. We will share
significant achievements in the prevention, diagnosis, and treatment of psoriatic diseases. We will also discuss where we should focus
future efforts across the spectrum of basic, translational, and clinical research to bring discoveries and novel therapies. The topics will
be clinically relevant, globally collaborative, and patient centric.

April W. Armstrong, MD MPH

Professor and Chief, Division of Dermatology
Department of Medicine

David Geffen School of Medicine

University of California Los Angeles

Acta Derm Venereol 2024
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Transcriptome profiling using tape strip RNA-seq in psoriasis patients treated with risankizumab

Deciphering proteomic signatures associated with disease severity in psoriasis and atopic dermatitis

Ultrasound Findings associated with clinical and radiological outcomes in psoriatic arthritis.

Joints mobility in psoriatic arthritis — value of disease activity and radiological changes

Nail psoriasis as a potential indicator of echocardiographic abnormalities in psoriatic arthritis patients
Echocardiographic abnormalities in psoriatic arthritis patients

Small dense low-density lipoprotein as a biomarker of subclinical atherosclerosis in psoriatic arthritis patients
Comparing the 2023 PREVENT and the 2013 American College of Cardiology/American Heart

Predicting IL-23 inhibitors primary failure, short and long-term efficacy using epitope structural biology

Axial disease activity in patients with psoriatic arthritis is greater in patients with carotid plaque.

Correlation between atherogenic index of plasma and cardiovascular risk algorithms in patients with psoriatic arthritis.
Efficacy of new cardiovascular risk scores in patients with psoriatic arthritis.

Nail activity in patients with psoriatic arthritis and ACPA/RF seropositivity.

Relationship between new serological markers of cardiovascular risk and the presence of carotid plaque in patients with psoriatic arthritis.
Calculating PASI with 3D total body imaging: a preliminary study in clinical practice

The importance of ultrasound examination in early diagnosis of psoriatic arthritis

Clinical phenotypes
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Multi-failure psoriasis patients: characterization of the patients and response to biological therapy in a multicenter Italian cohort

Overlapping phenotype of atopic dermatitis and psoriasis exhibits intermediate histopathological features of both conditions: a single-center
retrospective study

Work productivity and its relationship to clinical features of psoriatic arthritis

Comorbidities
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Association between daily step count and incident NAFLD in patients with psoriasis: a prospective cohort study in the UK Biobank
Psoriasis and hidradenitis suppurativa resistant in adalimumab, what’s the next step?

Cardiovascular risk factors and comorbidities: A cross-sectional study of 127 patients with psoriatic arthritis.

Impact of biologic disease-modifying anti-rheumatic drugs in lipid profile of psoriatic arthritis patients.

Fibrosis-4 index analysis of non-alcoholic fatty liver disease fibrosis in psoriatic arthritis: implications for cardiovascular health
Association between periodontal health indices and psoriasis risk among greek adults: a case-control study

Current and new therapeutic modalities
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Deucravacitinib in plaque psoriasis: maintenance of response over 3 years in hispanic/latino patients in the phase 3 POETYK trials
Long-term efficacy and safety of risankizumab: a retrospective, multicenter, real-world study

Netakimab, an IL17 inhibitor, reduces extraarticular manifestations of psoriatic arthritis: 3-year results of the patera study

Netakimab, a novel IL17 inhibitor, provides sustained reduction of psoriatic arthritis activity: long-term results of the patera study
VISIBLE: efficacy of guselkumab at week 16 in moderate-to-severe scalp psoriasis participants with low body surface area involvement
Caveats in interpreting and comparing long-term efficacy in biologic studies for moderate-to-severe plaque psoriasis

Time to onset of action for biologics and targeted treatments in psoriasis: systematic targeted literature review and network meta-analysis
Drug survival of biologics in plaque psoriasis patients: a single center study

Safety in patients with latent tuberculosis who received concomitant anti-tuberculosis medications: analysis of 11 studies of guselkumab in
psoriatic disease

Clinical predictors of I1L-17 and IL-23 inhibitors dose spacing in adult psoriatic patients: a real-world pilot study
Comparison of the drug survival of interleukin (IL)-17 and IL-23 Inhibitors for the treatment of psoriasis: A two-center study

Effectiveness and safety of risankizumab dose optimization in adult patients with plaque psoriasis: an international multicenter retrospective
cohort study

Real-world effectiveness and safety of risankizumab in adult patients with plaque psoriasis: a 16-week international multicenter retrospective
cohort study

Real-world effectiveness and safety of risankizumab in adult patients with plaque psoriasis: a 1-year international multicenter retrospective
cohort study

The efficacy and safety of switching between interleukin inhibitors in psoriasis therapy: a systematic review
How satisfied are psoriasis patients with their treatment? Results from a prospective observational study
Efficacy and safety of adding fumaric acid esters in psoriatic patients receiving TNF-alpha blockers who failed to reach PASI 75

Cardiovascular safety of ustekinumab versus etanercept in psoriasis: results from an observational post-authorization safety study based on
swedish national registers

Biologics for palmoplantar psoriasis and palmoplantar pustulosis: a systematic review and network meta-analysis
Patient-reported well-being using tildrakizumab in a real-world setting: 52-week interim data of the phase IV POSITIVE study
Real-world efficacy of bimekizumab treatment in psoriasis: a case series of 49 patients

Data from Belgian psoriasis registry BePso predicts treatment response in specific patient groups.

Is super-response to anti-IL23 therapy in psoriasis a predictor of long-term response?

Evaluation of real-world effectiveness and safety of guselkumab in patients with plaque psoriasis: Data from a multicenter observational
study

Effectiveness, persistence of use, and safety of guselkumab in real clinical practice: a case series of 27 patients.
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P-051 Month 6 and Month 12 outcomes from the European cohort of the observational Psoriasis Study of Health Outcomes (PSoHO).
P-052 Real-world data on the efficacy and safety of Ixekizumab in patients with plaque psoriasis
P-053 Impact of patient psoriasis on partner well-being in a real-world setting: 52-week interim data of the phase IV POSITIVE study

P-054 Effectiveness of tildrakizumab for itch, pain, and fatigue in patients with moderate-to-severe psoriasis: 52-week results from the real-world
POSITIVE study

P-055 Phase 2b, long-term extension, dose-ranging study of oral jnj-77242113 for the treatment of Moderate-to-Severe Plaque Psoriasis: FRON-
TIER-2

P-056 Effectiveness and safety of tildrakizumab in patients with moderate-to-severe psoriasis located in special areas: 52-week results from the
POSITIVE study

P-057 Quality of life and treatment satisfaction with tildrakizumab in moderate-to-severe psoriasis patients: 52-week interim data of the real-world
POSITIVE study

P-058 Influence of patient baseline characteristics on TAK-279 efficacy, a selective oral TYK2 inhibitor: Phase 2b trial in psoriatic arthritis
P-059 Bimekizumab simultaneous skin and nail clearance in patients with psoriasis: Assessing comparative efficacy in four phase 3/3b studies
P-060 Baseline characteristics in patients initiating ixekizumab in the psoriasis special areas (PSoSA) observational study - first interim results
P-061 Bimekizumab efficacy by body region in plaque psoriasis: Comparative analyses from four phase 3/3b studies

P-062 Real world effectiveness of initiating topical therapy compared with initiating apremilast early or late

P-063 Bimekizumab long-term efficacy in patients with plaque psoriasis from BE BRIGHT: Mean percentage improvement in clinical outcomes
over 4 years

P-064 Early oligoarticular psa responds to treatment with apremilast: week 16 results from foremost — a phase 4 RCT
P-065 Efficacy and safety of TAK-279, a selective, oral TYK?2 inhibitor, in a randomized, placebo-controlled phase 2b trial in psoriatic arthritis

P-066 Effectiveness and patient-reported well-being of tildrakizumab in patients with nail psoriasis: 52-week results from the phase IV POSITIVE
study

P-067 Drug survival of secukinumab for moderate-to-severe psoriatic arthritis: a 7-year real life experience from three romanian referral centers

P-068 Modulation of disease-central cytokine pathways with TAK-279, a highly selective oral TYK2 inhibitor, defines clinical response in patients
with psoriasis

P-069 Absolute PASI reductions in a phase 2b trial of the selective oral TYK2 inhibitor, TAK-279, in moderate-to-severe plaque psoriasis

P-070 TAK-279, a selective oral TYK2 inhibitor, reduces BSA involvement in a phase 2b trial in moderate-to-severe plaque psoriasis

P-071 Pregnancy outcomes in women exposed to guselkumab: review of cases reported to the manufacturer’s global safety database

P-072 Bimekizumab treatment in psoriasis patients: A mechanistic understanding of the durable clinical response

P-073 Real-world safety profile of spesolimab in generalised pustular psoriasis (GPP): expanded access programmes in Japan and China

P-074 Bimekizumab efficacy and safety in patients with psoriatic arthritis and psoriasis: up to 2-year results from two phase 3 studies

Epidemiology

P-075 New-onset and exacerbation of psoriasis following COVID-19 vaccination: A Nationwide population-based cohort study in Korea

P-076 Risk of major adverse cardiovascular events and all-cause mortality among patients with psoriatic disease treated with TNF-a and 1L-12/23
inhibitors

P-077 Risk of Incident inflammatory heart diseases and autoimmune neural diseases in patients with psoriatic disease

P-078 Comparison of efficacy and duration between Intra-class switching and Inter-class switching in biologics for psoriasis treatment

P-079 Systemic inflammation in psoriasis — the chicken or the egg?

P-080 Alcohol abuse and discretionary habits in psoriatic patients: impact on IL-17 and IL-23 inhibitors response

P-081 Safety of biologics for psoriasis patients with cancer: a single-center, retrospective study

P-082 Description of patients included in the psoriatic disease registry of the argentine society of rheumatology and the Argentine psoriasis society

P-083 Real world study regarding the use of a clinical decision-support digital app for the management of chronic inflammatory skin diseases

P-084 Environmental triggers of psoriasis: findings from the mySkin study

P-085 Belgian psoriasis registry “BePso”: Objectives, methodology, first inclusion data and perspectives.

P-086 Prevalence of psoriasis in indigenous communities around the world: An overview

Genetics

P-087 Psoriasis and in situ or invasive non-melanoma skin cancer: A bidirectional Mendelian randomisation study

P-088 Genome-wide pleiotropy analysis reports LDL metabolism as a shared pathway between psoriasis and coronary artery disease

Interesting clinical cases

P-089 Active pulmonary tuberculosis in a patient with secukinumab treatment

P-090 A case report of generalized pustular psoriasis in a patient with plaque psoriasis undergoing biologics therapy

P-091 Striae-induced psoriasis: a rare demonstration of Koebner's phenomenon - case report and systematic review

P-092 Treating intractable pruritus associated with ILVEN and concomitant psoriasis: Achieving success with bimekizumab

Pathophysiology and immunobiology

P-093 Expression profiles of Thl and Th17 inflammatory cytokines in the lesional skin in psoriasis vulgaris patients before and after treatment

P-094 Small intestinal inflammatory changes associated with eosinophil degranulation increase the severity of psoriatic skin inflammation

P-095 Deficiency of IL-1 receptor antagonist enhances IL-17 production by tissue-resident memory T cells in psoriasis

P-096 Unveiling the genetic foundations and pathways in plaque psoriasis: a comprehensive meta-analysis of transcriptomes

Patient organization projects/Patient research partners

P-097 Beyond the skin: comprehensive insights into psoriasis and its nexus with psoriatic arthritis

P-098 Patients’ learning journey: An innovative, accessible digital tool about psoriatic disease
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Psoriasis and Psoriatic Arthritis relationship
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Deucravacitinib efficacy in special areas of scalp, fingernails, and palms/soles in plaque psoriasis: results from a Phase 3 Trial
Clinical characteristic of difficult-to-treat (D2T) psoriatic arthritis (PSA) patients. Data from real clinical practice

Dactylitis clinical domain of psoriatic arthritis: association with arthritis, enthesitis, skin and nail psoriasis severity
Hyperuricemia in axial Psoriatic arthritis. Data from real clinical practice

Comparison of clinical and imaging characteristics of psoriatic arthritis in men and women. Data from observational cohort
Association of nail psoriasis with significantly more severe disease status

Comparative characteristics of psoriatic arthritis with axial involvement and axial spondyloarthritis

Non-invasive transdermal delivery with biocompatible permeation enhancers for peptide inhibitors of IL23/IL-17 axis in psoriasis
Baseline musculoskeletal symptoms in psoriasis patients: a prospective observational study

Association between subclinical atherosclerosis and Psoriasis to Psoriatic Arthritis transition onset.

Relationship between nail psoriasis severity index in psoriatic arthritis population and six cardiovascular risk calculators.

Clinical outcomes and patients’ perspectives of the multidisciplinary psoriasis management: A 5-year, retrospective study.
Bimekizumab reduced psoriatic arthritis impact in patients with psoriasis: up to 2-year results from two phase 3 studies

Efficacy of the oral, selective, allosteric tyrosine kinase 2 inhibitor, deucravacitinib, on psoriasis in patients with active psoriatic arthritis (PsA)

Effectiveness of ixekizumab at 12 weeks in b/tsDMARD treatment-naive and experienced patients with Psoriatic Arthritis (PsA): PRO-SPIRIT
study data

Effectiveness of ixekizumab and secukinumab: 3-month interim descriptive analysis of the Psoriatic Arthritis Observation Study of Persistence
of Treatment (PRO-SPIRIT)

The effectiveness of ixekizumab and other b/tsDMARDs at 12-weeks for patients with PsA in real-world settings: PRO-SPIRIT study results
Do real-world treatment patterns reflect PsA recommendations? Results from the PRO-SPIRIT study
Ixekizumab Demonstrates Rapid and Consistent Efficacy for Patients with Psoriatic Arthritis, Regardless of Psoriasis Severity

Achievement of NPF Treat-to-Target goals at week-12 for patients receiving commonly-used biologic treatment according to US labels in
PSoHO

Quality of Life or Patient-related Outcome Measures (PROMs)
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Quality of life and treatment options in patients with genital psoriasis: the Filipino experience

Assessment of quality of life in patients with psoriatic arthritis treated according to the treat to target strategy

Netakimab, an IL-17 inhibitor, improves patient-reported outcomes in psoriatic arthritis: 3-year results of the patera study

Patients reported outcomes (PROs) in psoriatic arthritis (PsA) with axial involvement

Who are more itchy and what works better for pruritus in patients with plaque psoriasis?

Development of the patient-reported impact of dermatological diseases (PRIDD) measure

Tackling stigma against persons with chronic skin disease among health and body care professionals

Determinants of quality of life in mexican patients with generalized pustular psoriasis

A thematic analysis of the Psoriasis Association (UK) Instagram, Facebook and website forums in discussing the dietary management of
psoriasis.

Towards an international consensus on outcomes that matter to patients with psoriasis: a modified Delphi study

Relationship between early and late onset presentation in psoriatic arthritis and cardiovascular risk.

Associations between disease activity, cardiovascular risk, and diagnosis delay in psoriatic arthritis

Physical exercise and Mediterranean diet in psoriatic patients amid the pandemic COVID-19

Navigating mental health struggles among psoriatic patients during the COVID-19 pandemic

Bimekizumab efficacy in moderate to severe plaque psoriasis: Improvements in fatigue observed in two phase 3 studies

Real-world patient satisfaction and quality of life among ixekizumab treated patients with and without nail psoriasis

Designing a shared decision-making tool for adolescents with psoriasis using a modified Delphi method

SARS-CoV-2/Covid-19

P-136

The impact of psoriasis on COVID-19 susceptibility, severity, and vaccine effectiveness: a nationwide cohort study in South Korea

Late breakers

P-137

P-138
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P-140
P-141
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The sonelokimab Nanobody® in patients with psoriatic disease: Week 12 multidomain outcomes from the Phase 2 ARGO psoriatic arthritis
trial

High disease control and state of remission with risankizumab in patients with moderate-to-severe psoriasis during the 6-year LIMM itless
study

Aureobasidium pullulans produced Beta-1,3-1,6 glucans improving clinical parameters, ameliorating inflammation and skin lymphocyte
infiltration in patients with psoriasis vulgaris

Demographics, disease characteristics and time to effective treatment of psoriasis patients in the Ghent PsoPlus Cohort of 2021
Efficacy of statins in the treatment of psoriasis: a systematic review and meta-analysis

Efficacy and Safety of roflumilast in the treatment of psoriasis: a systematic review and meta-analysis

Real-world effectiveness of risankizumab in the multi-country post-marketing VALUE study: 148-week interim analysis
Development and evaluation of a machine learning model for the early identification of psoriatic arthritis in the community
Genetics and functional studies of psoriatic arthritis mutilans

Anti-PD-1 exacerbates psoriatic inflammation by increasing IL-17A production from yd T cells

Social characteristics of russian patients with psoriasis and arthropathic psoriasis

Psoriasis and nursing care — an educational project to help improve clinical development and quality of care

Inclusion of the patient voice in developing holistic treatment goals for rare skin diseases

Predicting psoriatic arthritis at onset of psoriasis: results from an inception cohort study
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TRANSCRIPTOME PROFILING USING TAPE STRIP
RNA-SEQ IN PSORIASIS PATIENTS TREATED WITH
RISANKIZUMAB

No consent given to publish in scientific journal.

P-002

DECIPHERING PROTEOMIC SIGNATURES
ASSOCIATED WITH DISEASE SEVERITY IN PSORIASIS
AND ATOPIC DERMATITIS

Jeong Eun Kim', Yun Jung Huh', Jaehwan Kim?, James G. Krueger’
!Department of Dermatology, Hanyang University College Of Medicine,
Seoul, South Korea, *Department of Dermatology, University of California
Davis, Sacramento, USA, *Laboratory for Investigative Dermatology, The
Rockefeller University, New York, USA

Introduction: Psoriasis and atopic dermatitis (AD) are both ch-
ronic T-cell mediated inflammatory diseases. There are growing
efforts to discover biomarker proteins that aid in diagnosis and
reflect disease severity.

Objectives: We aimed to investigate blood proteomic signatures
of psoriasis and AD and find biomarkers associated with disease
severity.

Methods: We assessed 276 inflammatory and cardiovascular-
related proteins utilizing OLINK® high-throughput proteomics
in patients with psoriasis (n =11), patients with AD (n=13), and
healthy control participants (» = 17). Biomarker candidate proteins
that were upregulated in psoriasis or AD and showed correlation
with Psoriasis Area and Severity Index (PASI), and Eczema Area
and Severity Index (EASI) were investigated.

Results: Among 276 proteins, 59 differentially expressed proteins
were retrieved (fold change>1.3, false delivery rate<0.1). One-way
analysis of variance and Scheffe’s post hoc analysis revealed 16
potential biomarker candidates differentiating psoriasis versus
AD. Serum levels of peptidase inhibitor 3 (P13) were significantly
upregulated in psoriasis and correlated with PASI, whereas CCL17
were increased in AD and correlated with EASI.

Conclusions: Serum protein biomarkers of peptidase inhibitor 3 in
psoriasis and CCL17 in AD can reflect the severity of the respec-
tive diseases and can be useful in predicting treatment response.
References

Assarsson E, Lundberg M, Holmquist G, Bjorkesten J, Thorsen SB, Ek-
man D, et al. Homogenous 96-plex PEA immunoassay exhibiting high
sensitivity, specificity, and excellent scalability. PLoS One 2014;9:¢95192.
Chularojanamontri L, Charoenpipatsin N, Silpa-Archa N, Wongpraparut
C, Thongboonkerd V. Proteomics in Psoriasis. Int J Mol Sci 2019;20
Pourani MR, Abdollahimajd F, Zargari O, Shahidi Dadras M. Soluble
biomarkers for diagnosis, monitoring, and therapeutic response assessment
in psoriasis. J Dermatolog Treat 2022;33:1967-1974.

Renert-Yuval Y, Thyssen JP, Bissonnette R, Bieber T, Kabashima K,
Hijnen D, et al. Biomarkers in atopic dermatitis-a review on behalf of the
International Eczema Council. J Allergy Clin Immunol 2021;147:1174-
1190.e1171.

Brunner PM, Suarez-Farifias M, He H, Malik K, Wen HC, Gonzalez J,
et al. The atopic dermatitis blood signature is characterized by increases
in inflammatory and cardiovascular risk proteins. Sci Rep 2017;7:8707.
Elgharib I, Khashaba SA, Elsaid HH, Sharaf MM. Serum elafin as a po-
tential inflammatory marker in psoriasis. Int J Dermatol 2019;58:205-209.
Deng J, Leijten E, Zhu Y, Nordkamp MO, Ye S, Pouw J, et al. Multi-omics
approach identifies PI3 as a biomarker for disease severity and hyper-
keratinization in psoriasis. J Dermatol Sci 2023;111:101-108.

Kyoya M, Kawakami T, Soma Y. Serum thymus and activation-regulated
chemokine (TARC) and interleukin-31 levels as biomarkers for monitoring
in adult atopic dermatitis. J Dermatol Sci 2014;75:204-207

Acta Derm Venereol 2024

P-003

ULTRASOUND FINDINGS ASSOCIATED WITH
CLINICAL AND RADIOLOGICAL OUTCOMES IN
PSORIATIC ARTHRITIS

Ana Belén Azuaga', Viceng Torrente’, Andrea Cuervo®, Mireia Mo-
reno’, Lourdes Mateo’, Beatriz Frade', Andrea Zacarias', Noemi
Busquets®, Susana Holgado’, Paula Estrada’ Delia Reina®, Juan
José De Agustin’, Carme Moragues®, Maria Bonet’, Sandra Fa-
rietta’, Patricia Corzo!, Andrés Ponce', Virginia Ruiz-Esquide’,
Lucia Alascio’, Juan D Cariiete', Julio Ramirez’

'Rheumatology Department, Hospital Clinic, Spain, *Rheumatology De-
partment, Hospital Comarcal Alt Penedés-Garraf, Barcelona, Spain,
SRheumatology Department, Hospital de Granollers, Barcelona, Spain,
‘Rheumatology Department, Parc Tauli Hospital Universitari (I3PT-
CERCA), Sabadell, Spain, *Rheumatology Department, Hospital Germans
Trias i Pujol, Badalona, Spain, *Rheumatology Department, Hospital Moi-
sés Broggi, Sant Joan Despi, Spain, 'Rheumatology Department, Hospital
Vall'Hebron, Barcelona, Spain, *Rheumatology Department, Hospital Bell-
vitge, Hospitalet de Llobregat, Spain

Background: The Ultrasound (US) finding of proliferative synovitis
(PS) [synovial hypertrophy (SH)>2-+Power Doppler (PD)] in pa-
tients with Rheumatoid Arthritis is associated with ACPA+, erosive
disease and change of therapy in the long-term [1]. There is no evi-
dence of the presence of this US pattern in psoriatic arthritis (PsA).
Objectives: To characterize the US findings in PsA patients with
active hand inflammation and investigate their associations with
clinical and radiological outcomes.

Methods: Cross-sectional, multicenter study. Clinical and US
variables were collected from patients with PsA manifesting active
hand inflammation in the physical assessment. Recent onset PsA
(<6 months) were excluded. SH and PD signal were evaluated
in carpal, metacarpophalangeal, carpal extensor, and hand flexor
tendons. US PS was defined as SH >2+PD. US total score was
obtained as the sum of SH and PD (0-100).

Results: Eighty-eight patients were included: 53.4% were women
with a mean age of 55.97 (SD+12.93) years and disease duration
of 103.03 (SD+107.00) months. The mean of disease activity
in PsA (DAPSA) score was 19.90 (SD+9.38). Mean BSA was
1.52 (SD+ 2.17) (half of them showed BSA=0%), 42% patients
had dactylitis, 13.6% enthesitis, 31.8% onychopathy and 39.8%
erosive disease. Treatment with conventional synthetic disease-
modifying drugs (csDMARDs) was present in 31 patients (35.2%),
biological therapy (-lDMARDs) in 31 (35.2%) and glucocorticoids
(<5mg/prednisone) in 24 (27.3%) patients. PS was observed in
35 (39.8%) patients. Among patients with US PS, 64.7% exhibi-
ted erosive disease, whereas only 24.5% without this US pattern
showed erosive disease (p <0.001). In the multivariable analysis,
adjusting for age, sex, treatment and disease duration, only
erosive disease was independently associated with PS (OR 6.01
[2.15-16.73], p<0.001). Fourteen patients (15.9%) had exclusively
tendon involvement without synovitis. Paratendonitis was present
in 25 (28.4%) patients and was associated with radiographic joint
ankylosis (»p <0.001). The mean US score was 10.84 (SD+12.91).
Patients with erosive disease and those with PS pattern had higher
US score (14.40 [SD+15.56], p=0.039 and 16.77 [SD+ 18.15],
p<0.001, respectively). Additionally, patients taking bDMARDs
had also higher US score (14.55[16.02], p <0.046). The US score
showed a significant correlation with DAPSA (r=0.403, p <0.001),
CRP (r=0.330, p =0.002), ESR (r=0.283, p=0.011), pain scale
(r=0.246, p =0.021), PtGA (r=0.28, p =0.015) and PGA (r=0.296,
p=0.005). The ROC curve of the total US score showed an AUC
0f'0.691, and the cut-off of 6.5 demonstrated a sensitivity of 68.6%
and specificity of 61% to discriminate erosive disease (Figure 1).
Conclusions: US proliferative synovitis is associated with ero-
sive disease in patients with PsA, irrespective of disease activity.
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Paratendonitis is associated with joint ankylosis. The US total
score showed associations with clinical and radiological outcomes
such as erosive disease, use of bDMARDs, pain assessment and
disease activity indexes.

References

1. Ramirez J, Azuaga-Piflango AB, et al. Proliferative synovitis, an ultra-
sound pattern associated with ACPA-positive patients and erosive disease
in rheumatoid arthritis. Clin Exp Rheumatol. 2022;40(5):960-66.
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Figure 1. ROC curve for prediction of erosive disease based on ultrasound
total score.
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NAIL PSORIASIS AS A POTENTIAL INDICATOR

OF ECHOCARDIOGRAPHIC ABNORMALITIES IN
PSORIATIC ARTHRITIS PATIENTS

Natalia Guajardo-Jauregui, Dionicio A. Galarza-Delgado, Iris J.
Colunga-Pedraza, Jose R. Azpiri-Lopez, Diana E. Flores-Alvara-
do, Jesus A. Cardenas-de la Garza, Rosa I. Arvizu-Rivera
Hospital Universitario “Jose Eleuterio Gonzalez”, Monterrey, Mexico

Introduction: Psoriatic arthritis (PsA) is an autoimmune chronic
disease, characterized by a systemic inflammatory state affec-
ting joints, skin and nails. These patients have a higher risk of
developing a cardiovascular event than the general population
due to disease characteristics. Nail psoriasis has been associated
with increased inflammatory burden, cardiovascular risk and
higher prevalence of atherosclerosis (1). However, there is lack
of information regarding the association of nail psoriasis and
echocardiographic parameters in PsA patients.

Objectives: We aimed to compare echocardiographic parameters
between PsA patients with and without nail psoriasis.

Methods: This was a cross-sectional study. We recruited PsA
patients aged > 18 years who fulfilled the 2006 CASPAR clas-
sification criteria for PsA. Patients with a previous cardiovascular
event (myocardial infarction, stroke or periphery artery disease),
another connective tissue disease or pregnancy were excluded.
Patients were divided in two groups, those with nail involvement
defined as a Nail Psoriasis Severity Index (NAPSI) > 0, and those
without nail involvement defined as a NAPSI=0. A transthoracic
echocardiogram was performed by two certified echocardio-
graphers blinded to clinical information. Comparisons were done
with Chi-square test for qualitative variables and Student’s T-test
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or Mann-Whitney’s U test for quantitative variables. Correlations
between NAPSI and echocardiographic parameters were perform-
ed with Spearman’s correlation coefficient (rs). A p-value <0.05
was considered statistically significant.
Results: A total of 53 consecutive PsA patients were recruited, 19
patients with nail psoriasis and 34 patients without nail psoriasis.
There were no significant differences in clinical and demographic
characteristics between both groups. When comparing echocardio-
graphic parameters, we found that PsA patients with nail psoriasis
had lower TAPSE (20.47+2.91 mm vs 22.70+3.02 mm, p =0.012)
and higher incidence of eccentric hypertrophy (36.8% vs 2.9%,
»=0.002). We found a negative moderate correlation between
NAPSI and TAPSE (rs=-0.350, p =0.010) ( Table 1 and Figure 1).
Conclusions: Our research reveals that PsA patients with nail
involvement exhibit reduced TAPSE, a marker of right ventricular
systolic function, along with a heightened incidence of eccentric
left ventricular hypertrophy. These results imply an elevated risk of
cardiovascular disease, including heart failure, in individuals with
nail psoriasis. To our knowledge this is the first study to find an
association of nail psoriasis and echocardiographic abnormalities
in Hispanic PsA patients. The incorporation of transthoracic echo-
cardiograms into the cardiovascular assessment of PsA patients
should be considered, particularly in those with nail psoriasis.
References
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Table 1. Demographic and echocardiographic findings.

Characteristics Patients with nail Patients without p-value
psoriasis nail psoriasis
(n=19) (n=34)
Women, n (%) 10 (52.6) 19 (55.9) 0.820
Age, years, mean  SD 54,26 +£10.81 54.08+10.30 0.954
T2DM, n (%) 5(23.3) 7(20.6) 0.736
Hypertension, n (%) 4(21.1) 13(38.2) 0.199
Dyslipidemia, n (%) 8(42.1) 17 (50.0) 0.581
Obesity, n (%) 7(36.8) 12(35.3) 0.910
Active smoking, n (%) 2(10.5) 6(17.6) 0.696
Disease duration, years, 9.0(3.5-14.2) 45(3.0-11.2) 0.221
median (p25-p75)
MTX, n (%) 10 (52.6) 15 (44.1) 0.552
Glucocorticoids, n (%) 4(21.1) 5(14.7) 0.706
bDMARD, n (%) 9(47.4) 13(38.2) 0.518
NAPSI, median (p25-p75) 12.0 (8.0-22.0) - -
LVEF, %, mean + SD 62.26 +6.99 61.76 +5.67 0.779
GLS, %, median (p25-p75) -20.00 (-21.35- - -19.00 (-20.00 - - 0.803
15.50) 17.15)
LVMI, ml/m?, median (p25- 101.91 (64.44- 77.06 (62.81- 0.143
p75) 135.95) 87.77)
TAPSE, mm, mean +SD 20.47+2.91 22,70 +3.02 0.012
PASP, mmHg, mean + 5D 25.54+5,91 2491+7.26 0.770
Eccentric hypertrophy, n (%) 7(36.8) 1(2.9) 0.002

PsA, psoriatic arthritis; T2DM, type 2 diabetes mellitus; MTX, methotrexate; bDMARD,
biological disease modifying anti-rheumatic drugs; NAPSI, Nail Psoriasis Severity Index;
LVEF, left ventricular ejection fraction; GLS, global longitudinal strain; LVMI, left ventricular
mass index; TAPSE, tricuspid annular plane systolic excursion; PASP, pulmonary artery
systolic pressure.

Figure 1. Scatter plot of association between NAPSI and TAPSE in PsA patients.
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ECHOCARDIOGRAPHIC ABNORMALITIES IN
PSORIATIC ARTHRITIS PATIENTS

Natalia Guajardo-Jauregui, Iris J. Colunga-Pedraza, Jose R. Az-
piri-Lopez, Dionicio A. Galarza-Delgado, Diana E. Flores-Alva-
rado, Jesus A. Cardenas-de la Garza, Rosa I. Arvizu-Rivera
Hospital Universitario “Jose Eleuterio Gonzalez”, Monterrey, Mexico

Introduction: Psoriatic arthritis (PsA) is a chronic, inflam-
matory, and autoimmune disease characterized by articular and
skin involvement. Individuals with PsA face an elevated risk of
cardiovascular events compared to the general population (1).
This heightened risk is attributed to the increased prevalence of
traditional cardiovascular risk factors and systemic inflamma-
tion, which contributes to endothelial damage and atherosclerosis
progression (2).

Objectives: We aimed to compare echocardiographic parameters
between PsA patients and matched controls.

Methods: This was a cross-sectional study. We recruited 53
PsA patients aged > 18 years who fulfilled the 2006 CASPAR
classification criteria for PsA, and 53 controls matched by age,
gender, and traditional cardiovascular risk factors. Patients with a
previous cardiovascular event, another connective tissue disease
or pregnancy were excluded. A transthoracic echocardiogram
was performed by two certified echocardiographers blinded to
clinical information. Comparisons were done with Chi-square test
for qualitative variables and Student’s T-test or Mann-Whitney’s
U test for quantitative variables. A p-value<0.05 was considered
statistically significant.

Results: Mean age of PsA patients and controls was 54.5 years,
there were no significant differences in demographic characte-
ristics and traditional cardiovascular risk factors between both
groups, as shown in Table 1. When comparing echocardiographic
parameters, we found that PsA patients had higher global longitu-
dinal strain (GLS) (-18.94%+2.58 vs -20.40% +2.60, p =0.017),
lower tricuspid annular plane systolic excursion (TAPSE) [22.0
mm (20.0-24.0) vs 23.0 mm (21.0-25.0), p =0.034] and higher pre-
valence of left ventricular eccentric hypertrophy (15.1% vs 0.0%,
p=0.006) (Table 2). A binary logistic regression was performed,
including PsA diagnosis and traditional cardiovascular risk factors
(type 2 diabetes mellitus, hypertension, dyslipidemia, obesity, and
active smoking), and we found that PsA diagnosis was the only
variable associated with left ventricular geometry abnormalities
with an OR 3.38 (95% CI 1.46-7.77, p =0.004).

Conclusions: Our study revealed that patients PsA exhibit poorer
GLS, reflecting compromised left ventricular systolic function,
diminished TAPSE, indicative of impaired right ventricular sys-
tolic function, and a higher incidence of eccentric hypertrophy
compared to controls. These findings suggest a potential associa-
tion between PsA and cardiovascular complications, including the
risk of heart failure. A transthoracic echocardiogram should be
considered as part of the cardiovascular evaluation of PsA patients.
References

1.- Galarza-Delgado DA, Azpiri-Lopez JR, Colunga-Pedraza 1J, Guajardo-
Jauregui N, Rodriguez-Romero AB, Lugo-Perez S, et al. Cardiovascular
risk reclassification according to six cardiovascular risk algorithms and
carotid ultrasound in psoriatic arthritis patients. Clin Rheumatol. 2022
May; 41(5):1413-1420.

2.- Eder L, Thavaneswaran A, Chandran V, Cook R, Gladman DD. In-
creased burden of inflammation over time is associated with the extent
of atherosclerotic plaques in patients with psoriatic arthritis. Ann Rheum
Dis. 2015 Oct; 74(10):1830-1835.

Acta Derm Venereol 2024

IFPA

CONFERENCE

Table 1, Demographic and clinical characteristics.

Characteristics PsA patients Controls p-value

(n=53) (n=53)

Women, n (%) 29 (54.7) 29 (54.7) 1.000

Age, years, mean + 5D 54.15 +10.38 54.15 +7.12 1.000

T2DM, n (%) 12 (22.6) 11 (20.8) 0.814

Hypertension, n (%) 17 (32.1) 17 (32.1) 1.000

Dyslipidemia, n (%) 25 (47.2) 21(39.6) 0.433

Obesity, n (%) 19 (35.8) 16 (30.2) 0.536

Active smoking, n (%) 8(15.1) 8(15.1) 1.000

Statin therapy, n (%) 16 (30.2) 7(13.2) 0.034

Disease duration, years, 6.0 (3.0-12.0) - -

median (p25-p75)

DAPSA, median (p25-p75) 14.0 (2.4-26.4)

PASI, median (p25-p75) 0.2 (0.0-1.1) -

NAPSI, median (p25-p75) 0.0 (0.0-8.0) - -

PsA, psoriatic arthritis; T2DM, type 2 diabetes mellitus; DAPSA, Disease Activity for
Psoriatic Arthritis; PASI, Psoriatic Area Severity Index; NAPSI, Nail Psoriasis Severity Index.

Table 2. Comparison of ech di hie S.
Characteristics PsA patients Controls p-value
(n=53) (n=53)
LVEF, %, mean + SD 61.94£6.11 63.52+£6.79 0.210
GLS, %, mean £ SD -18.94 +2.58 -20.40 £ 2.60 0.017
LVMI, ml/m?, mean + SD 92.31+37.74 87.02+31.14 0.448

TAPSE, mm, median (p25-p75)
Geometry abnormalities, n (%)

22.00(20.00-24.00)  23.00(21.00-25.00)  0.034

Any 33(62.3) 18 (34.0) 0.004
Concentric remodeling 19 (35.8) 16 (30.2) 0.536
Concentric hypertrophy 6(11.3) 2(3.8) 0.270
Eccentric hypertrophy 8 (15.1) 0(0.0) 0.006

PsA, psoriatic arthritis; LVEF, left ventricular ejection fraction; GLS, global longitudinal strain;
LVMI, left ventricular mass index; TAPSE, tricuspid annular plane systolic excursion.

P-007

SMALL DENSE LOW-DENSITY LIPOPROTEIN AS A
BIOMARKER OF SUBCLINICAL ATHEROSCLEROSIS

IN PSORIATIC ARTHRITIS PATIENTS

Natalia Guajardo-Jauregui, Jose R. Azpiri-Lopez, Dionicio A.
Galarza-Delgado, Iris J. Colunga-Pedraza’, Diana E. Flores-
Alvarado, Rosa I. Arvizu-Rivera, Jesus A. Cardenas-de la Garza
Hospital Universitario “Jose Eleuterio Gonzalez”, Monterrey, Mexico

Introduction: Psoriatic arthritis is a chronic inflammatory disease.
These patients have increased risk of developing cardiovascular
(CV) events due to disease characteristics. While reducing low-
density lipoprotein cholesterol (LDL-C) remains a primary focus in
CV disease prevention, it’s important to consider LDL-C subfrac-
tions, such as small dense LDL (sdLDL). Even when overall LDL-
C levels are within the normal range, sdLDL has been reported to
be elevated in chronic inflammatory conditions. The association of
CV disease with sdLDL is noteworthy, as these particles possess
the capacity to penetrate the arterial wall, increasing susceptibility
to oxidation (1). There is a lack of information regarding the as-
sociation of sdLDL and atherosclerotic disease in PsA patients.
Objectives: We aimed to evaluate the association between sdLDL
and subclinical atherosclerosis in PsA patients.

Methods: We recruited a total of 109 consecutive patients with
PsA diagnosis according to 2006 CASPAR classification criteria,
aged >18 years. A carotid ultrasound was performed to all pa-
tients. A blood sample was drawn to measure a lipid profile. We
calculated sdLDL with the following formula: 0.580 [non—high
density lipoprotein (HDL-C)] + 0.407 (direct LDL-C) — 0.719
(calculated LDL-C) — 12.05, where calculated LDL-C=Total
cholesterol (TC) — HDL-C — (Triglycerides/5) (2). Patients were
divided in two groups, with and without CP. Comparisons were
done with Chi-square, Student’s T test and Mann-Whitney’s U
test. Correlations between cIMT and lipid profile were performed
with Spearman’s correlation coefficient (rs). A p-value <0.05 was
considered statistically significant.

Results: Comparisons between both groups showed that PsA pa-
tients with CP were older (57.9 vs 50.8 years, p =0.001), had higher
prevalence of type 2 diabetes mellitus (34.1% vs 15.4%, p =0.023),
and had increased sdLDL (102.1 vs 96.7 mg/dl, p =0.003). When
comparing the rest of the lipid profile no significant differences
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were found (Table 1). In the univariate analysis we identified
a moderately positive correlation between sdLDL and cIMT
(rs=0.305, p =0.001), and a low positive correlation between TC
and cIMT (1s=0.199, p =0.038). Correlations with the rest of the
lipid profile were not significant. Subsequently, a multivariate
analysis, adjusted for age and TC, revealed that elevated sdLDL
is independently associated with increased cIMT, with a $=0.007
(95% C10.002-0.012, p=0.012). Finally, a ROC-curve analysis
of sdLDL and CP showed an AUC 0.651 (95% CI 0.547-0.754,
p=0.008), with a cutoff point of 32.3, a sensibility of 63.6% and
a specificity of 56.2% (Figure 1).

Conclusions: This study revealed a significant association between
sdLDL and subclinical atherosclerosis in patients with PsA. Elevated
sdLDL levels were observed in patients with CP, and these increased
levels were independently linked to higher cIMT. Interestingly, the
conventional lipid profile did not demonstrate a comparable as-
sociation with atherosclerosis. Furthermore, sdLDL demonstrated
a specific capability to identify PsA patients with CP. Given these
findings, the measurement or calculation of sdLDL should be in-
corporated into the routine CV risk assessment for PsA patients.
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Table 1. Comparison of demographic and disease characteristics between PsA patients
with and without CP.

Characteristics PsA patients PsA patients p-value
with CP without CP
(n=44) {n=65)

Women, n (%) 23(52.3) 38(58.5) 0.523
Age, years, mean + SD 579+12.3 50.8+9.1 0.001
T2DM, n (%) 15 (34.1) 10(15.4) 0.023
Hypertension, n (%) 20 (45.5) 21(32.3) 0.164
Dyslipidemia, n (%) 24 (54.5) 25(38.5) 0.098
Obesity, n (%) 14(31.8) 26(40.0) 0.385
Active smoking, n (%) 7(15.9) 14 (21.5) 0.528
Disease duration, years, median 7(3-12) 4(2-8) 0.141
(p25-p75)

MTX, n (%) 28 (63.6) 35(53.8) 0310
Glucocorticoids, n (%) 6(13.6) 11(16.9) 0.643
bDMARD, n (%) 18 (40.9) 20(30.8) 0.276
TGL, mg/dl, mean + SD 176.6 £104.6 146.6 £ 68.9 0.073
TC, mg/dl, mean £ SD 186.8 +40.5 174.2+£34.2 0.082
HDL-C, mg/dI, mean + SD 49.6 +£17.1 48.7+14.4 0.766
LDL-C, mg/dl, mean +SD 102.1+345 96.7+£29.4 0.378
sdLDL, mg/dl, mean +SD 374x121 30.3+11.7 0.003

PsA, psoriatic arthritis; CP, carotid plague; T2DM, type 2 diabetes mellitus; MTX,
methotrexate; bDMARD, biological disease modifying anti-rheumatic drugs; TGL
triglycerides; TC, total cholesterol; HDL, high density lipoprotein; LDL, low density
lipoprotein; sdLDL, small dense LDL.

Figure 1. ROC-curve analysis between sdLDL and CP.
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COMPARING THE 2023 PREVENT AND THE 2013
AMERICAN COLLEGE OF CARDIOLOGY/AMERICAN
HEART ASSOCIATION ALGORITHMS FOR DETECTION
OF CAROTID PLAQUE

Natalia Guajardo-Jauregui’, Dionicio A. Galarza-Delgado’, Iris J.
Colunga’, Jose R. Azpiri-Lopez!, Diana E. Flores-Alvarado’, Rosa
1. Arvizu-Rivera', Jesus A. Cardenas-de la Garza'

Hospital Universitario “Jose Eleuterio Gonzalez”, Monterrey, Mexico

Introduction: Psoriatic arthritis (PsA) is a persistent inflammatory
condition affecting both the skin and joints, and individuals with
this condition face a heightened risk of cardiovascular disease,
which remains a primary cause of mortality in this group. The
increased cardiovascular risk has been associated with disease
characteristics that induce a systemic inflammatory state resul-
ting in atherosclerosis development and endothelial damage.
Various cardiovascular risk assessment algorithms are employed
to evaluate the risk in this population, with the 2013 American
College of Cardiology/American Heart Association (ACC/AHA)
algorithm being among the most widely used. Notably, in 2023,
the AHA introduced the Predicting Risk of CV Disease EVENTs
(PREVENT) algorithm as an updated tool for evaluating the 10-
year risk of developing atherosclerotic cardiovascular disease.
Objectives: We aimed to assess the effectiveness of the 2013 ACC/
AHA and the 2023 PREVENT algorithms to detect the presence of
carotid plaque (CP) and to evaluate the cardiovascular risk reclas-
sification with the carotid ultrasound in PsA patients.

Methods: This was a cross-sectional study. We recruited a total of
101 patients with PsA diagnosis, according to the 2006 CASPAR
classification criteria, aged 40-75 years. Patients with a previous
cardiovascular event were excluded. Cardiovascular risk was
evaluated with the 2013 ACC/AHA and the 2023 PREVENT
algorithms. A carotid ultrasound was performed to all study
subjects by a certified radiologist blinded to clinical information.
Distribution was evaluated with the Kolmogorov-Smirnov test.
Correlations were performed with the Spearman-rho coefficient
(tho). A ROC-curve analysis was performed for both algorithms.
A p-value <0.05 was considered statistically significant.
Results: The presence of CP was detected in 37 (36.6%) patients.
Demographic characteristics are shown in Table 1. There was a
large positive correlation between the PREVENT and the ACC/
AHA algorithms (tho=0.864, p =<0.001). Both algorithms showed
significant discrimination for the presence of CP in PsA patients,
the PREVENT algorithm had an AUC 0.691 (95% C10.579-0.804,
p=0.002), with a cutoff point of 3.55, sensibility of 61.1% and
specificity of 58.1%. The ACC/AHA algorithm had an AUC 0.694
(95% CI1 0.579-0.810, p =0.001) with a cutoff point of 4.75, sen-
sibility of 66.7% and specificity of 62.9% (Figure 1). Following
carotid ultrasound, 34 patients (33.7%), initially categorized as
low, borderline, or intermediate risk using the PREVENT, were
subsequently reclassified to high cardiovascular risk due to the
identification of CP. Furthermore, 25 (24.8%) patients, initially
classified as low or intermediate risk with the ACC/AHA algo-
rithm, were reclassified to high cardiovascular risk.
Conclusions: Our findings indicate that both algorithms exhibited
significant discrimination for the presence of CP. Nevertheless, the
identified cutoff points for CP, as determined by both algorithms,
fall within the category of low cardiovascular risk. Notably, a
substantial number of patients were reclassified to high cardio-
vascular risk following carotid ultrasound, particularly with the
PREVENT algorithm. The incorporation of the carotid ultrasound
as part of the cardiovascular assessment in PsA patients should be
considered, as the algorithms appear to underestimate the actual
cardiovascular risk in this population.
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Table 1. Demographic characteristics of PsA patients.

Characteristics PsA patients
(n=101)
Age, years, mean * 5D 553+9.4
Women, n (%) 55 (54.5)
T2DM, n (%) 22 (21.8)
Hypertension, n (%) 37 (36.6)
Dyslipidemia, n (%) 43 (42.6)
Obesity, n (%) 34 (33.7)
ACC/AHA algorithm, median (IQR) 4.4(1.8-12.0)
PREVENT™ algorithm, median (IQR) 3.5(1.6-6.6)
Carotid plaque, n (%) 37 (36.6)

PsA, psoriatic arthritis; T2DM, type 2 diabetes mellitus; WHO, world
health  organization; ACC/AHA, American College of
Cardiology/American Heart Association; PREVENT™, Predicting Risk
of CV Disease EVENTs.

Figure 1. ROC-curve analysis of ACC/AHA and PREVENT™ algorithms to detect CP.
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PREDICTING IL-23 INHIBITORS PRIMARY FAILURE,
SHORT AND LONG-TERM EFFICACY USING EPITOPE
STRUCTURAL BIOLOGY

No consent given to publish in scientific journal.
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AXIAL DISEASE ACTIVITY IN PATIENTS WITH
PSORIATIC ARTHRITIS IS GREATER IN PATIENTS
WITH CAROTID PLAQUE.

Valeria Gonzalez-Gonzalez!, Dionicio A. Galarza-Delgado’, Iris
J. Colunga-Pedraza', Jose R. Azpiri-Lopez®, Jesus A. Cardenas-
DeLaGarza', Rosa I. Arvizu-Rivera', Diana E. Flores-Alvarado’,
Andrea L. Guajardo-Aldaco’, M. Fernanda Elizondo-Benitez!,
Aleydis Gonzalez-Melendez', Rebeca L. Polina-Lugo’
'Rheumatology Department, Hospital Universitario “Jose Eleuterio Gon-
zalez”, Universidad Autonoma de Nuevo Leon, Monterrey, Mexico, *Car-
diology Department, Hospital Universitario "José Eleuterio Gonzdlez”,
Universidad Autonoma de Nuevo Leon, Monterrey, Mexico

Introduction: It was reported that psoriatic arthritis (PsA)-patients
with axial involvement present a higher cardiovascular risk com-
pared with those without axial disease. In addition, axial disease
has been documented to be more common in patients with axial
spondylarthritis and carotid plaques (CP).

Objective: To compare the Bath Ankylosing Spondylitis Metro-
logy Index (BASMI) between PsA-patients with and without CP.
Methods: Cross-sectional and comparative study that included
PsA patients aged 30 to 75 years old who fulfilled the 2006
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CASPAR classification criteria for PsA. Patients with previous
cardiovascular disease (myocardial infarction, stroke, or peripheral
artery disease) were excluded. Carotid ultrasound was performed
on all study participants. The presence of CP was defined as diffuse
carotid intima-media thickness (cIMT) >1.2 mm or focal thickness
>0.5 mm. Axial disease activity was measured using the BASMI
in all patients. The distribution between groups was assessed with
the Kolmogorov-Smirnov test. Comparisons with Chi-square and
Student’s t-test or Mann Whitney’s U-test, accordingly. A p-value
of £0.05 was considered statistically significant.

Results: A total of 70 patients with PsA were included, the
mean age was 55+ 11.47 years, the disease evolution of PsA was
7.95+7.08 years, and the mean BASMI of all patients included
was 3.09+0.99. The prevalence of type 2 diabetes mellitus was
higher in patients with PsA and CP (10.5% vs 40.6%, p =0.003).
There was no difference between the prevalence of obesity and
other cardiovascular risk factors, including smoking, obesity,
hypertension, and dyslipidemia. BASMI was higher in PsA pa-
tients with CP in comparison to those patients without CP (3.4
vs 2.8, p=0.016). In a sub-analysis, the Youden Index between
CP and BASMI was assessed to determine the best cut-off point
to identify CP, which resulted in a cut-off point of a BASMI of
2.9 with a sensitivity of 68% and a specificity of 65.7% (95% CI,
0.541-0.826, p=0.012) (Figure 1).

Conclusion: Patients with PsA and CP present higher axial disease
activity compared to PsA patients without CP. BASMI could be
an appropriate scale screening for detecting the risk of subclinical
atherosclerosis.
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Table 1. Demographic characteristics.

Characteristics PsA patients PsA patients with  p-value

without CP cP

(n=38) (n=32)

Age, years, + SD 523+94 56.3+122 0.012
Women, n (%) 20 (52.6) 17 (53.1) NS
Diabetes, n (%) 4(10.5) 13 (40.6) 0.003
Hypertension, n (%) 15(39.5) 18(56.3) NS
Dyslipidemia, n (%) 15 (39.5) 17 (53.1) NS
Obesity, n (%) 16 (42.1) 12(37.5) NS
Active smoking, n (%) 10(26.3) 5(16.1) NS
Time of evolution, years, median 5.5(3.2-10.2) 6.0 (3.0-14.0) NS
(p25-p75)
DAPSA, median (p25-p75) 13.0(6.1-19.1) 10.3 (5.3-21.1) NS
PASI, median (p25-p75) 0.75 (0.0-2.2) 0.20 (0.0-3.0) NS
NAPSI, median (p25-p75) 0.0(0.0-4.0) 0.0 (0.0-10.0) NS
BASMI, median (p25-p75) 28(24-34) 34(2442) 0.016

PsA, psoriatic arthritis; CP, carotid plaque; SD, standard deviation; NS, no significative; PASI,
psoriasis area severity index; NAPSI, nail psoriasis severity index; DAPSA, disease activity
in psoriatic arthritis; BASMI, Bath Ankylosing Spondylitis Metrology Index.
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Figure 1. Scatterplots of the correlations between cardiovascular risk algorithms and

AIP in patients with PsA.
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CORRELATION BETWEEN ATHEROGENIC INDEX OF
PLASMA AND CARDIOVASCULAR RISK ALGORITHMS
IN PATIENTS WITH PSORIATIC ARTHRITIS.

Valeria Gonzalez-Gonzalez!, Jose R. Azpiri-Lopez®, Dionicio A.
Galarza-Delgado’, Iris J. Colunga-Pedraza’, Jesus A. Cardenas-
DeLaGarza', Rosa I. Arvizu-Rivera', Diana E. Flores-Alvarado’,
Aleydis Gonzalez-Melendez!, Andrea L. Guajardo-Aldaco’, Maria
F. Elizondo-Benitez!, Rebeca L. Polina-Lugo’

'Rheumatology Department, Hospital Universitario "Jose Eleuterio Gon-
zalez”, Universidad Autonoma de Nuevo Leon, Monterrey, Mexico, *Car-
diology Department, Hospital Universitario “Jose Eleuterio Gonzalez”,
Universidad Autonoma de Nuevo Leon, Monterrey, Mexico

Introduction: The atherogenic index of plasma (AIP) predicts
atherosclerosis and coronary heart disease, this has been described
independently of traditional cardiovascular risk factors. The cor-
relation between AIP and calculated cardiovascular risk has not
been studied in psoriatic arthritis (PsA)-patients.

Objective: To evaluate the correlation between AIP and six car-
diovascular risk algorithms in patients with PsA.

Methods: A cross-sectional study included patients with PsA
aged 40 to 75 years who fulfilled the 2006 CASPAR classification
criteria for PsA. Patients with previous cardiovascular disease
(myocardial infarction, stroke, or peripheral artery disease) were
excluded. AIP was defined by log (TG/HDL-C) mg/dL. Cardio-
vascular disease risk was evaluated using 6 algorithms: ACC/
AHA 2013, FRS-Lipids, FRS-BMI, RRS, QRISK3, and SCORE2.
Kolmogorov-Smirnov test was performed to evaluate the distribu-
tion of variables. Spearman’s correlation coefficient assessed the
correlation between the AIP and cardiovascular risk algorithms. A
value of p£0.05 was considered statistically significant.

Results: A total of 133 patients with PsA were included, mostly
women (n =74, 55.6%), the mean age was 53+11.7, the disease
duration of PsA was 5.0 (2.0-10.0) years, and the median AIP of
all patients included was 0.44 (0.29-0.62). The median of each
algorithm was: FRS-BMI 12.2 (5.4-21.0), FRS-Lipids 5.2 (2.3-
12.6), SCORE 1.5 (0.0-3.0), QRISK3 5.1 (2.0-10.2), RRS 3.0
(1.5-7.0) and ACC/AHA 2013 4.9 (1.9-13.3). Dyslipidemia was
the most prevalent cardiovascular risk factor (n = 57, 42.8%). All
cardiovascular risk algorithms presented a high positive correlation
between AIP levels and cardiovascular risk. The calculator with the
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highest correlation was ACC/AHA 2013 (rs=0.642, p =<0.001).
(Table 1 and Figure 1).

Conclusions: In patients with PsA, higher values of AIP are
associated with increased cardiovascular risk irrespective of the
algorithm used. High AIP values could identify patients who
would benefit from a non-invasive evaluation for subclinical
atherosclerosis. Despite this, a prospective study is needed to
assess its performance as a predictor.
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Table 1. Demographic characteristics in PsA patients.

Characteristics PsA patients (n=133)
Age, years, + SD 831117
Women, n (%) 74 (55.6)
Diabetes, n (%) 27 (20.3)
Hypertension, n (%) 44 (33.0)
Dyslipidemia, n (%) 57 (42.8)
Obesity, n (%) 48 (36.0)

Active smoking, n (%) 29 (21.8)

Time of evolution, years, median (p25-p75) 5.0 (2.0—10.0)
DAS28-CRP, median (p25-p75) 25(15-3.7)
PASI, median (p25-p75) 0.7 (0.0-3.6)
NAPSI, median (p25-p75) 0.0 (0.0-14.0)
DAPSA, median (p25-p75) 15.0(6.9-259)
AIP, median (p25-p75) 0.44 (0.29 - 0.62)
FRS-BMI, median (p25-p75) 12.2 (5.4-21.0)
FRS-Lipids, median (p25-p75) 5.2(2.312.6)
SCORE2, median (p25-p75) 1.5(0.0-3.0)
QRISK3, median (p25-p75) 5.1(2.0-10.2)
RRS, median (p25-p75) 3.0(15-7.0)
ACC/AHA 2013, median (p25-p75) 49(1.913.3)

PsA, psoriatic arthritis; AIP, atherogenic plasma index; SD, standard deviation; DAS28-
CRP, 28-joint Disease Activity Score based on C-reactive protein; PASI, psoriasis area
severity index; NAPSI, nail psoriasis severity index; DAPSA, disease activity in psoriatic
arthritis, FRS, Framingham risk score; BMI, body mass index; SCORE2, Systematic
Coronary Risk Evaluation 2.; RRS, Reynolds Risk Score.
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Figure 1. ROC analysis to evaluate the best cut-off point of BASMI to identify CP.
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EFFICACY OF NEW CARDIOVASCULAR RISK SCORES
IN PATIENTS WITH PSORIATIC ARTHRITIS.

Valeria Gonzalez-Gonzalez!, Jesus A. Cardenas-DeLaGarza’,
Dionicio A. Galarza-Delgado', Iris J. Colunga-Pedraza', Jose R.
Azpiri-Lopez’, Rosa I. Arvizu-Rivera', Diana E. Flores-Alvarado’,
Rebeca L. Polina-Lugo!, Andrea L. Guajardo-Aldaco’, Maria F.
Elizondo-Benitez!, Aleydis Gonzalez-Melendez'

'Rheumatology Department, Hospital Universitario “Jose Eleuterio Gon-
zalez”, Universidad Autonoma de Nuevo Leon, Monterrey, Mexico, *Car-
diology Department, Hospital Universitario “Jose Eleuterio Gonzalez”,
Universidad Autonoma de Nuevo Leon, Monterrey, Mexico

Introduction: Patients with psoriatic arthritis (PsA) face a 43%
increased risk of developing cardiovascular disease (CVD) compa-
red to the general population (1). Assessment with cardiovascular
risk (CVR) algorithms are useful and economical tools for early
detection of atherosclerotic cardiovascular disease (ASCVD). The
new algorithm developed by the American College of Cardiology
(ACC) and the American Heart Association (AHA) called, Pre-
dicting Risk of Cardiovascular Disease EVENTs (PREVENT),
estimates the 10- and 30-year chances of both ASCVD and heart
failure. Its efficacy in PsA has not been evaluated (2,3).
Objective: To compare CVR scores in PsA patients without clini-
cal ASCVD and identify which algorithm has the best diagnostic
accuracy that correlates with CP.

Methods: A cross-sectional and descriptive study that included
PsA-patients aged 30 to 79 who fulfilled the 2006 CASPAR clas-
sification criteria for PsA. Patients with previous CVD (myocardial
infarction, stroke, or peripheral artery disease) were excluded.
CVR was calculated using five algorithms: Globorisk, HEARTS,
QRISK3, SCORE2, and PREVENT. A carotid ultrasound was
performed on all study participants, and the presence of CP defined
as a diffuse carotid intima-media thickness (cIMT) * 1.2 mm or a
focal thickness * 0.5 mm, was assessed. ROC curve analysis was
performed to evaluate the different CVR algorithms’ performance
and the presence of CP. The Youden index was calculated to
select the optimum sensitivity, specificity, negative and positive
predictive values, and likelihood ratios. A value of p£0.05 was
considered statistically significant.

Results: A total of 97 patients with PsA, mostly women (n =52,
53.6%) with amean age of 52.6+ 11.7 years, and a median disease
duration of 5.5 (2.0 — 10.7) years were included. Dyslipidemia
was the most prevalent CVR factor (n =45, 46.4%). Prevalence
of subclinical CP was 38%. According to the ROC curves, the
HEARTS and PREVENT algorithms showed a higher area under
the curve (AUC) than the other algorithms (Figure 1).
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Conclusions: In our study, all algorithms had significant discrimi-
nation for the presence of PC, except for the SCORE2 algorithm,
which does not appear to work in our population. However, the
CVR algorithms such as Globorisk, HEARTS, and QRISK3 pre-
sented the best diagnostic accuracy with the greatest sensitivity
and specificity to detect CP in PsA-patients.
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Table 1. Demographic and dlinic characteristics of PsA-patients.

Characteristics PsA-patients (n=97)
Age, years, + 5D 526+ 117
Women, n (%) 52 (53.6)
Diabetes, n (%) 22(227)
Hypertension, n (%) 35(36.1)
Dyslipidemia, n (%) 45 (46.4)
Active smoking, n (%) 18 (18.6)
Disease duration, years, median (p25-p75) 55(2.0-10.7)
DAPSA, median (p25-p75) 126 (4.0-26.0)
PASI, median (p25-p75) 04 (0.0-21)
NAPSI, median (p25-p75) 0.0 (0.0-10.2)
PREVENT, %, median (p25-p75) 35(1.6-6.0)
Globorisk, %, median (p25-p75) 6.0 (4.0-10.0)
HEARTS, %, median (p25-p75) 40(3.0-6.5)
QRISK3, %, median (p25-p75) 54(24-104)
SCOREZ, %, median (p25-p75) 30(20-50)

PsA, psoriatic arthritis; SD, standard deviation; DAPSA, disease activity in psoriatic
arthritis; PASI, psoriasis area severity index; NAPSI, nail psoriasis severity index:
PREVEMT, predicting risk of cardiovascular disease EVENTs; SCOREZ, Systematic
Caoronary Risk Evaluation 2.

Figure 1. ROC curves of cardiovascular risk algorithms in patients with PsA.
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Introduction: Autoantibodies such as rheumatoid factor (RF)
and anti-citrullinated peptide antibodies (ACPA) are present in a
minority of patients. Between 2 and 10% of patients with psoriatic
arthritis (PsA) have RF, and up to 10% may have ACPA positive.
The presence of these antibodies has been related to an increase
in joint disease in patients; however, their association with nail
disease has not been clarified (1,2).

Objective: To compare disease activity in patients with PsA ac-
cording to their serology (ACPA and/or RF).

Methods: Cross-sectional study that included PsA-patients aged
40 to 75 years old who fulfilled the 2006 CASPAR classification
criteria for PsA. Patients with previous cardiovascular disease
(myocardial infarction, stroke, or peripheral artery disease) were
excluded. Disease activity was assessed by various indices: pso-
riasis area severity index (PASI), nail psoriasis severity index
(NAPSI), disease activity in psoriatic arthritis (DAPSA), and bath
ankylosing spondylitis metrology index (BASMI). The groups were
divided according to their reactivity in RF and ACPA serology. The
distribution between groups was assessed with the Kolmogorov-
Smirnov test. Comparisons with Chi-square or Fisher’s exact test
and Student’s t-test or Mann Whitney’s U-test, accordingly. A value
of p£0.05 was considered statistically significant.

Results: A total of 98 patients with PsA were included, mostly
women (17 =52, 63.0%), the mean age was 53.4+11.6 years, and
the median disease duration of PsA was 4.0 (2.0-10.0) years. The
most prevalent cardiovascular risk factor was dyslipidemia (n =
43, 43.8%). Patients with positive serology for RF and/or ACPA
had increased nail psoriasis activity compared to those who did
not (3.5 vs 0.0, p=0.039) (Table 1). No differences were found
between groups in DAPSA (12.8 vs 14.0, p=0.876), PASI (0.9
vs 0.0, p=0.130), and BASMI (2.6+1.3 vs 2.6+1.0, p=0.992).
Conclusions: Patients who presented seropositivity to ACPA
and/or RF were associated with increased NAPSI in patients with
PsA. This differs from previous literature, where most of the as-
sociations were in the rest of the scales. Prospective studies are
needed to evaluate the relationship of titers of these antibodies
on disease activity.

Table 1. Demographic characteristics.

Characteristics Patients with PsA,  Patients with PsA, p-value
ACPA and/or RF- anti-CCP and RF-
positive negative
(n=53) (n=45)

Age, years, + SD 53.9+121 529+ 111 0.684
Women, n (%) 27 (50.9) 25 (55.5) 0.648
Diabetes, n (%) 11(20.7) 9 (20.0) 0.926
Hypertension, n (%) 20 (37.7) 15(33.3) 0.650
Dyslipidemia, n (%) 21(39.6) 22 (48.8) 0.357
Obesity, n (%) 17 (32.0) 19 (42.2) 0.299
Active smoking, n (%) 11(20.7) 8(17.7) 0.498
Time of evolution, years, median 6.0 (1.7 - 11.0) 40(20-7.0) 0.369
(p25-p75)
PAS|, median (p25-p75) 0.9(0.0-2.7) 0.0(0.0-1.38) 0.130
NAPSI, median (p25-p75) 3.5(0.0-18.5) 0.0(0.0-4.7) 0.039*
DAPSA, median (p25-p75) 12.8 (4.8-258) 14.0(7.2-221) 0.876
BASMI, + SD 26+1.3 26+1.0 0.992
Serology. n (%) -

ACPA +RF 9(16.9)

ACPA 2(37)

RF 42 (79.2)

PsA, psoriatic arthritis; ACPA, anti-citrullinated protein antibodies; RF, rheumatoid factor; SD,
standard deviation; PASI, psoriasis area severity index; NAPSI, nail psoriasis severity index;
DAPSA, disease activity in psoriatic arthritis; BASMI, Bath Ankylosing Spondylitis Metrology
Index.
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Introduction: Triglyceride-glucose index (TyG) allows the esti-
mation of insulin resistance and is a surrogate marker positively
correlated with atherosclerotic burden in patients with psoriatic
arthritis (PsA). Atherosclerotic index of plasma (AIP) levels has
not been evaluated in patients with subclinical atherosclerosis
and PsA (1,2).

Objective: To compare levels of AIP and TyG between PsA-
patients with and without carotid plaque (CP).

Methods: Cross-sectional study that included PsA-patients aged
40 to 75 years old who fulfilled the 2006 CASPAR classification
criteria for PsA. Patients with previous cardiovascular disease
(myocardial infarction, stroke, or peripheral artery disease)
were excluded. Carotid ultrasound was performed on all study
participants. The presence of carotid plaque (CP) was defined as
diffuse carotid intima-media thickness (cIMT) >1.2 mm or focal
thickness >0.5 mm. Cardiovascular disease risk was evaluated
using the algorithm: Framingham (FRS)-Lipids. AIP was defined
by Log (TG/HDL-C) mg/dL. TyG was defined by Log (Fasting
triglyceride (mg/dl) x fasting glucose (mg/dl)/2. The distribution
between groups was assessed with the Kolmogorov-Smirnov test.
Comparisons with Chi-square or Fisher’s exact test and Student’s
t-test or Mann Whitney’s U-test, accordingly. The correlation
between the AIP, TyG, cIMT, and FRS-Lipids was assessed by
Spearman’s correlation coefficient. A ROC curve analysis was
performed, and each algorithm’s cutoff points were determined
using the Youden index. The area under the curve (AUC), sensi-
tivity, specificity, and likelihood ratios (LR) were calculated. A
value of p£0.05 was considered statistically significant.

Results: A total of 88 patients with PSA were included, mostly
women (n =46, 52.3%), the mean age was 53 +11.3, median di-
sease duration of PsA was 5.0 (3.0-10.7) years. Median AIP was
0.44 (0.31-0.66) and TGI 3.8 (3.6-4.0) of all patients included. The
most prevalent cardiovascular risk factor was dyslipidemia (n =
36, 41.4%). Patients with carotid plaque and PsA presented higher
TyG compared to the group without carotid plaque (p =0.010).
(Table 1). In a sub-analysis, TyG showed a sensitivity and spe-
cificity of 70% and 47%, respectively, with an AUC of 0.687
95% CI1 0.554-0.820, and a PPV of 49% to identify CP, similar to
cardiovascular risk algorithms such as FRS-Lipids (sensitivity of
69%, specificity of 53%, AUC 0.675, 95% CI 0.528-0.812, PPV
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51%). AIP did not identify CP in PsA-patients (AUC 0.615 95%
CI10.476-0.754, p=0.107).

Conclusions: AIP is not elevated in patients with PsA and carotid
plaque. TyG levels are increased in PsA-patients and CP, in ad-
dition, showed similar sensitivity and specificity to conventional
CVR algorithms to identify PsA-patients with CP. This needs to
be evaluated in a prospective study for a better comparison and
detection of CP.
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Table 1. Demographic characteristics.

Characteristics PsA Patients with PsA patients p-value
CcP without CP

(n=36) (n=52)
Age, years, + SD 67.7+9.8 54963 0.008
Women, n (%) 18 (50) 28 (53.8) NS
Diabetes, n (%) 13 (37.1) 6 (11.5) 0.005
Hypertension, n (%) 17 (48.6) 17(32.7) NS
Dyslipidemia, n (%) 19 (54.3) 17(32.7) 0.045
Obesity, n (%) 11 (31.4) 22 (42.3) NS
Active smoking, n (%) 6(17.6) 12 (23.1) NS
Time of evolution, years, median 7.5(3.2-16.5) 6.0 (3.5-8.0) NS
(p25-p75)
DAS28-CRP, + 8D 24+13 24+1.0 NS
PASI, median (p25-p75) 0.4 (0.0-4.0) 0.4 (0.0-1.9) NS
NAPSI, median (p25-p75) 0.0 (0.0-17.0) 0.0 (0.0-4.5) NS
DAPSA, median (p25-p75) 10.1 (4.6-24.8) 13.3(5.3-22.4) NS
AIP, median (p25-p75) 0.48 (0.35-0.78) 0.35 (0.21-0.54) NS
TyG, median (p25-p75) 3.9(3.7-43) 3.7 (3.6-3.8) 0.010
¢IMT, mm, median (p25-p75) 1.0(0.8-1.2) 0.5 (0.5-0.6) 0.000

PsA, psoriatic arthritis; CP, carotid plaque; SD, standard deviation; IQR, interquartile range;
NS, no significative; DAS28-CRP, 28-joint Disease Activity Score based on C-reactive
protein; PASI, psoriasis area severity index; NAPSI, nail psoriasis severity index; DAPSA,
disease activity in psoriatic arthritis; AIP, atherogenic index of plasma; TyG, triglyceride-
glucose index; cIMT, carotid intima-media thickness.

Figure 1. Scatterplots of the association between FRS-Lipids, cIMT, and indexes.
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THE IMPORTANCE OF ULTRASOUND EXAMINATION
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Introduction: Psoriatic arthritis (PsA) is one of the most important
diseases of great medical and social importance, due to its progres-
sive and significant takeover, which can lead to early disability.
Objectives: Early establishment of arthritis in PsA based on
clinical data and ultrasound examination.

Methods: The study was conducted between 2019-2023, in
the rheumatology and arthrology departments of the Timofei
Mosneaga Republican Clinical Hospital, or treated in outpatient.
In order to meet the requirements of the study, 100 people were
examined, including 70 patients with PsA.

Results: The most common changes were an increase in the
amount of intra-articular fluid and the proliferation of the syno-
vial membrane. The appearance of fluid in the joints occurred in
the overwhelming number of patients (63.90%, p =0.0021) and
only in 10% (n=7) of the observations there was no inflamma-
tory liquid. In total, fluid was detected in 293 out of 3,232 joints
(9.1%). Among the knee joints in which there was an increase
in the amount of intraarticular fluid (n=79; 100%, p=0.016),
in 48.8% (n=37, p=0.033) of the observations were joints with
a small amount of fluid (gradation 1). In a smaller number, the
amount of liquid corresponding to grade 2 (n=24; 30.4%) and
grade 3 (n=18;20.8%, p =0.041) were observed. In the radiocar-
pal joints, the maximum thickness of the liquid in the joints was
6 mm, in the ankle joints — 8 mm. The maximum thickness of the
fluid in small joints was 2 mm. In our study, homogeneous effusion
into the joint cavity prevailed (n =201; 68.6%, p =0.0037). The
heterogeneity of the structure (n =92; 31,4%, p =0.022) was due
to the appearance of partitions, suspensions or hyperechogene
solid inclusions against the background of anechogenic contents.
Erosions were detected in 3 joints and localized in the condyles
of the femoral and tibial bones and in the ends of the metatarsal
bones II and III of all surfaces. The changes in cartilage consisted
of its thinning and structural changes and were observed in 28.57%
of cases (n=4, p=0.042). In one observation, fragmentation of
cartilage occurred, in the other, changes in the type of cracking
were revealed, falling into the manifestations of chondromalacia.
Conclusions: Ultrasound is a highly informative method in
detecting a wide range of morphological changes in the joints of
patients with PsA. The highest sensitivity markers occurred when
inflammatory fluid, cartilage changes, osteophytes and tenosyno-
vitis were detected. Less sensitivity markers were achieved in the
detection of synovial membrane proliferation, enthesopathy, the
slightest sensitivity was observed in the visualization of marginal
bone erosions. In large joints, the proliferation of the synovial
membrane was detected in a half of the joints and had predomi-
nantly high echogenicity, as well as accompanied by intraarticular
overflow in all observations and may be considered an important
marker for PsA. In small joints, synovial proliferation with pre-
dominantly low echogenicity occurred only in several numbers
of the joints, due to their rarer lesion, and was combined with an
increase in intraarticular fluid in majority of cases.
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MULTI-FAILURE PSORIASIS PATIENTS: CHARACTERI-
ZATION OF THE PATIENTS AND RESPONSE TO
BIOLOGICAL THERAPY IN A MULTICENTER ITALIAN
COHORT

Luca Mastorino, Riccardo Viola, Simone Ribero, Pietro Quaglino,
Paolo Dapavo

'University Of Turin, Italy

Introduction: Patients with psoriasis who have failed multiple
biologic drugs have been defined as “multi-failure,” although
there are no clear data on the characteristics, comorbidities, and
best treatment strategies for this population. Nowadays, given the
next generation and the number of biologics available, patients
are considered multi-failure when >4 biologics fail to achieve a
good response.

Methods: Demographic characteristics and efficacy of anti-
interleukin drugs in multi-failure patients were compared to a
cohort of general psoriatic patients treated with IL-23 or IL-17
inhibitors.

Results: In total 97 multi-failure patients (>4 lines of biologics)
were compared with 1,057 patients in the general cohort. The
current drugs in the multi-failure group were risankizumab (34),
ixekizumab (23), guselkumab (21), brodalumab (7), tildrakizumab
(5), ustekinumab (4), secukinumab (2), and certolizumab pegol (1).
A significant difference was found in the multi-failure cohort for
age of psoriasis onset (mean 29.7 vs. 35.1, p<0.001), concurrent
psoriatic arthritis (45.4 vs. 26.9%, p <0.001), diabetes mellitus
(30.9 vs. 10.9%, p <0.001), and cardiovascular comorbidity (54.6
vs. 39.8%, p =0.005). In multi-failure patients, current biological
therapy showed a good initial response (PASI 90 and 100 of 41.24
and 27.84%, respectively, at 16 weeks); the response tended to
decline after 40 weeks. Anti-IL-17 agents showed clinical superi-
ority over IL-23 agents in terms of achieving PASI90 at 28 weeks
(»<0.001) and 40 weeks (p =0.007), after which they reached a
plateau. In contrast, IL-23 agents showed a slower but progressive
improvement that was maintained for up to 52 weeks. A similar
trend was also seen for PASI100 (28 weeks p =0.032; 40 weeks
»=0.121).

Conclusions: The multi-failure patient is characterized by many
comorbidities and longstanding inflammatory disease that fre-
quently precedes the introduction of systemic biologic therapy.
Further studies are needed to identify more specific criteria that
could be applied as a guideline by clinicians.
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OVERLAPPING PHENOTYPE OF ATOPIC DERMATITIS
AND PSORIASIS EXHIBITS INTERMEDIATE
HISTOPATHOLOGICAL FEATURES OF BOTH
CONDITIONS: A SINGLE-CENTER RETROSPECTIVE
STUDY

Hyoung Soo Park!, Jieun Maeng', Eun-So Lee'

!Department of Dermatology, Ajou University School of Medicine, Suwon,
South Korea

Introduction: Atopic dermatitis (AD) and psoriasis (PsO) are
common dermatological conditions characterized by inflamma-
tion. The clinical and histopathological features of AD and PsO
often overlap, leading to occasional diagnostic challenges. In
specific patient populations, such as children and Asian patients,
there are reports of overexpression of the interleukin-17 pathway
in AD, leading to clinical manifestations resembling PsO. More-
over, with the use of biological agents, reports have emerged of
patients experiencing the paradoxical occurrence of one condition
after treating the other without a clearly understood mechanism.
Objectives: This study aimed to investigate the clinical and
histopathological characteristics of Korean patients concurrently
diagnosed with both conditions of AD and PsO at our department,
including association with treatment modalities, particularly bio-
logical agents. We hypothesized that patients with an overlapping
phenotype would exhibit clinical and histopathologic features
intermediate between classic PsO patients and classic AD patients.
Methods: The medical charts of patients eight patients who were
concurrently diagnosed with AD and PsO or who had histologic
findings suggestive of both eczema and PsO between 2004 and
2023 were retrospectively reviewed. Additionally, we enrol-
led 8 PsO patients and 8 atopic dermatitis patients diagnosed
through skin biopsy as a control group. We analyzed laboratory,
histopathological, and clinical features of enrolled patients. In
analyzing histopathological findings, we calculated the Psoriasis
Histopathologic Score for each patient. This involved grading
histological features on a scale of up to 3 points, summing those
indicative of PsO, and subtracting those suggestive of eczema to
obtain the total score.

Results: Patients with concomitant AD and PsO were frequently
men (75%) and currently had cyclosporine treatment (37.5%).
(Table 1) The mean values are age 42 years, duration of illness 36
months, BMI 21.99, PASI 8.41, and EASI 12.55. The average IgE
is 1440.50, and the average eosinophil percentage is 6.81. Only
one patient exhibited symptoms related to the administration of
biologics. Patients with overlapping phenotypes had a PHS of
3.58+3.04, classic PsO patients scored 9.25+2.04, and classic
atopic dermatitis patients scored -0.5+1.32. (Table 2)
Conclusions: This study offers information on the clinical and
histopathological features of Asian patients exhibiting overlap-
ping features of PsO and AD. Additionally, it demonstrates
that patients showing overlapping features exhibit intermediate
histopathological characteristics between AD and PsO. When we
scored histopathological features and calculated their overall sums,
significant differences were observed between groups.
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WORK PRODUCTIVITY AND ITS RELATIONSHIP TO
CLINICAL FEATURES OF PSORIATIC ARTHRITIS
Darshana Seeburruth’!, Shangyi Gao’, Daniel Pereira’, Helen
Crawford, Dafna Gladman®

"Temerty Faculty of Medicine, University of Toronto, Toronto, Canada,
’Krembil Schroeder Arthritis Institute, University Health Network, Toronto,
Canada

Introduction: Psoriatic arthritis (PsA) is a chronic inflammatory
condition affecting joints and skin, often causing significant re-
ductions in work productivity. While biologics and Janus kinase
(JAK) therapies show potential in slowing disease progression,
their cost and limited use as first-line treatments require further
evaluation of their impact on work impairment.

Objectives: This study aimed to investigate the relationship
between work productivity and clinical features of PsA, and dif-
ferences in patients treated with or without biologics and/or JAKSs.
Methods: Between May and August 2023, PsA Clinic patients
were invited to complete the Work Productivity and Activity Im-
pairment (WPAI) questionnaire, assessing disease-related work
and activity limitations. Clinical assessments of activity and da-
mage, as well as X-rays (using the modified Steinbrocker method),
were used to gauge disease severity. Kendall’s correlation explored
associations with WPAI outcomes. Logistic and linear regression
analyses, adjusted by propensity scores, examined the relationship
between biologics and/or JAKs usage and WPAI outcomes.
Results: Among the 113 participants, 60 (53%) were employed,
and 66 (58%) were male, with an average age of 60.66 (+ 11.72)
years. Various PsA clinical features were significantly associated
with WPAI outcomes [Table]. Notably, the percentage of work
time missed due to PsA exhibited significant positive correlations
with measures, including the Clinical Disease Activity Index for
PsA (cDAPSA; p=0.007), Health Assessment Questionnaire
(HAQ; p=0.017), Patient Pain Assessment (p =0.005), Patient
Skin and Joint Activity Assessment (p =0.006), Physician Global
Assessment (p <0.001), Physician Joint Assessment (p =0.017),
and Physician Skin Joint Assessment (p =0.019). The percent
impairment while working due to PsA, percent overall work
impairment, and percent activity impairment showed significant
positive associations with the same measures (p <0.05). However,
the Physician Global Assessment was the sole physician-assessed
score significantly correlated with the percent impairment while
working due to PsA (p =0.044) and overall work impairment
(p =0.004). Significant positive associations were observed
between Tender Joint Count (p =0.032), Swollen Joint Count
(» =0.044), Actively inflamed Joint Count (p =0.008), and the
percent activity impairment. Importantly, patients treated with
biologics and/or JAKs experienced a statistically significant
reduction in the percent impairment while working due to PsA
compared to those without such treatments (f=-16.97, p =0.016).
Conclusion: Clinical features of PsA, particularly disease activity,
significantly correlated with decreased work productivity. PsA
damage (clinical or radiological) showed no such association.
This study highlights the effectiveness of biologics and/or JAKs
therapies in improving work-related outcomes, particularly in re-
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ducing impairment while working. Future research should further
investigate these treatments to enhance patients’ work productivity
and quality of life.

Table: Results of Kendall correlation between 4 WPAI outcomes and clinical features of PsA

Percent work time missed due to health for those who were currently employed

tau p-value
cDAPSA 0.28 0.007**
HAQ 0.25 0.017*
Patient assessment of pain 0.30 0.005**
Patient assessment skin & joints  0.29 0.006**
Physician global 0.41 <0.001***
Physician assessment joints 0.27 0.017*
Physician assessment skin 0.26 0.019*

Percent impairment while working due to health for those who worked in the past seven days

cDAPSA 0.48 <0.001***
HAQ 0.34 0.002**
Patient assessment of pain 0.53 <0.001***
Patient assessment skin & joints  0.45 <0.001***
Physician global 0.24 0.044*
cDAPSA 0.48 <0.001***
Percent overall work impairment due to health for those who were currently employed
cDAPSA 0.40 <0.001***
HAQ 0.26 0.008**
Patient assessment of pain 0.45 <0.001***
Patient assessment skin & joints 0,40 <0.001***
Physician global 0.31 0.004=*
Percent activity impairment due to health for all respondents

Tender Joint Count 0.17 0.032*
Swollen Joint Count 0.16 0.044*
Actively inflamed Joint Count 0.20 0.008**
cDAPSA 0.47 <0.001***
HAQ 0.49 <0.001***
Patient assessment of pain 0.51 <0.001***
Patient assessment skin & joints  0.44 <0.001***
Physician global 0.32 <0.001***
Physician assessment joints 0.22 0.004**
Physician assessment skin 0.19 o.011*
Only variables significantly c 1 with WPAI outcomes using Kendall's correlation are presented.

Other variables, including Age, Psoriatic Arthritis duration, Damaged Joint Count, Psoriasis Area and
Severity Index Score, Body Surface Area, ker Score, Radi hically D i Joints,
Erythrocyte Sedimentation Rate, did not show significance.
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ASSOCIATION BETWEEN DAILY STEP COUNT AND
INCIDENT NAFLD IN PATIENTS WITH PSORIASIS: A
PROSPECTIVE COHORT STUDY IN THE UK BIOBANK
Dylan McGagh'?3, Evelynne S Fulda®?, Lija Jamesl, Aiden Do-
herty*3, Laura C Coates’

Nuffield Department of Orthopaedics, Rheumatology and Musculoskele-
tal Sciences, University of Oxford, Oxford, UK, *Nuffield Department of
Population Health, University of Oxford, Oxford, UK, *Big Data Institute,
Li Ka Shing Centre for Health Information and Discovery, University of
Oxford, Oxford, UK

Introduction: Psoriasis is a heterogenous inflammatory condition
characterised by scaly, erythematous plaques on the trunk, scalp
and extensor surfaces. Psoriasis has been found to be associated
with the development of non-alcoholic fatty liver disease (NA-
FLD).[1] Higher adiposity and chronic low-grade inflammation
have been proposed as potential mechanisms.[ 1] There is emerging
evidence highlighting possible benefits of physical activity in both
the prevention and treatment of NAFLD.[2] However, there are no
studies specifically investigating the association between physical
activity and incident NAFLD in individuals with psoriasis.
Objectives: We aimed to examine the association between
accelerometer-measured daily step count and incident NAFLD in
UK Biobank participants with pre-existing psoriasis.

Methods: Physical activity was characterised as median daily step
count over a seven-day period both as a continuous measurement
and in tertiles of steps. Prevalent psoriasis at time of accelerometer
wear was defined using self-report and record linkage. Incident
NAFLD cases were identified via record linkage with hospital
inpatient data and through abdominal magnetic resonance ima-
ging (MRI), conducted as part of the UK Biobank study. NAFLD
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was defined using a proton density fat fraction (PDFF) >5.5% on
liver MRI. Individuals with prevalent NAFLD, other prevalent
liver diseases or incomplete accelerometer data were excluded.
Cox proportional hazards models were utilised to investigate the
association between step count and incident NAFLD adjusting
for sociodemographic and lifestyle factors. Separate mediation
analyses including body mass index (BMI) by categories: <25,
25-29.9 and >30 kg/m2, methotrexate use and comorbid psoriatic
arthritis (PsA) were conducted.

Results: Amongst 2822 participants with psoriasis aged 62.8 (SD
7.8) years, there were 36 incident cases of NAFLD on hospital
records. Compared to individuals who took less than 5000 daily
steps, those who took more than 10,000 daily steps in the top ter-
tile had a 79% lower risk of NAFLD (HR 0.21, [95% confidence
interval [CI] 0.10-0.47]) (Figure 1A). An increase of 1,000 steps
per day was associated with a 14% (HR 0.86 [0.77-0.95]) lower
hazard of NAFLD. Addition of BMI to the modelling led to partial
mediation of the association (HR 0.89 [0.80-0.98]). Amongst 477
participants with prevalent psoriasis and valid accelerometer and
MRI data, 24.7% (118/477) had a PDFF value consistent with a
diagnosis of NAFLD. Individuals with psoriasis in the top tertile
taking more than 10,000 steps had a 58% lower risk of MRI-defi-
ned NAFLD when compared to those in the bottom tertile taking
<5000 steps (HR 0.42 [0.23, 0.76]) (Figure 1B). This association
was attenuated with the addition of BMI to the models. Addition
of either comorbid PsA or methotrexate usage into the primary
models had little impact on the associations.

Conclusions: In this cohort study of UK Biobank participants with
psoriasis, a higher daily step count was associated with a lower
risk of developing NAFLD. This association was partially medi-
ated through BMI. Although based on a relatively small number
of incident NAFLD cases, these early findings lend support to
existing evidence highlighting the potential benefits of physical
activity in patients with psoriasis both at reducing disease severity
and comorbidity burden.
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Figure 1: Ass of acceler sured median daily step count in tertiles of
steps with risk of incident NAFLD as identified through A) hospital record linkage and B)
liver MRIL

Adjusted for sex, Townsend deprivation index, alcohol consumption and smoking status

Step tertiles: Tertile 1: <5000 daily steps, tertile 2: 5001 — 10000 daily steps, tertile 3: >10000
daily steps.

Number below confidence interval (CI) = NAFLD events per step tertile; Number above CI =
hazard ratio per tertile. 95% CI calculated using floating absolute risk method.

HES, hospital episode statistics; MR/, i imaging; /R, hazard ratio.
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PSORIASIS AND HIDRADENITIS SUPPURATIVA RESIS-
TANT IN ADALIMUMAB, WHAT’S THE NEXT STEP?
Eleftheria Tampouratzi, Maria Pizimola, Panagiotis Rigatos,
loannis Katsantonis

Tzaneio General Hospital, Pireus, Greece, Greece

Introduction: Psoriasis and hidradenitis suppurativa are chronic
inflammatory skin diseases whose co-existence is increasingly
being described the last years1. The negative impact in quality of
life and the dissatisfaction with current treatments creates unmet
needs for new therapeutic options such as interleukin A and F
inhibitors2.

Objectives: The fundamental role of IL-17 isoforms (IL-17A,
IL17F) has recently been recognized not only in the pathogenesis
of psoriasis but also in hidradenitis suppurativa, making this dual
inhibition an attractive therapeutic option in patients suffering from
both diseases3. Based on this we used bimekizumab in 2 patients
with both diseases,refractory to adalimumab therapy.

Methods: First patient, a 35 years old Caucasian woman presented
with extensive psoriasis (PASI: 18) over a period of 14 years, not
responded in apremilast treatment receiving it for 4 years, on the
contrary under treatment developed hidradenitis suppurativa (IHS4
:9). Patient switched therapy and received adalimumab for 2 years,
due to loss of effectiveness, started treatment with bimekizumab
(PASI:12, IHS4:8 ), in 320 mg (2 subcutaneous injections of 160
mg each) at week 0, 4, 8, 12, 16 and every 8 weeks thereafter.
Second patient, a 54 years old Caucasian woman presented with
hidradenitis suppurativa (IHS4 : 10) over a period of 5 years treated
with adalimumab. One year ago, due to the worsening of hidra-
denitis (IHS4: 13) but also the appearance of psoriasis (PASI:12)
simultaneously, a change of treatment was made to bimekizumab,
in psoriasis dosage, as first patient.

Results: In first patient, psoriasis was highly reduced in 4 weeks
(PASI:3) and hidradenitis suppurativa also in 8 weeks (IHS4 : 4)
respectively. In second, PASI reduced also in one month treat-
ment impressively (PASI: 2) and hidradenitis suppurativa in 16
weeks (IHS4 : 6). Both, continued treatment 1 year after, under 3
months follow up with improvement not only clinically, but also
physiologically.

Conclusions: Living with a dual diagnosis of psoriasis and hidra-
denitis suppurativa can be challenging and require common treat-
ment approach. The expectation of rapid response in inflammatory
lesions in both diseases, was confirmed as expected quickly and
safely4. Binding to both IL-17A and IL-17F, double check point
was achieved suppressing Th17 mediated inflammatory pathway
selectively. Combing a treatment like bimekizumab in these pa-
tients with or without resistance in adalimumab could be the next
step in clinical approach in psoriasis and hidradenitis suppurativa
simultaneously or as separate pathological entities.
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CARDIOVASCULAR RISK FACTORS AND
COMORBIDITIES: A CROSS-SECTIONAL STUDY OF 127
PATIENTS WITH PSORIATIC ARTHRITIS
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Introduction: Patients with psoriatic arthritis (PsA) are at an
increased risk of cardiovascular morbidity and mortality, leading
to areduced life expectancy compared to the general population. A
specialized evaluation in a cardio-rheumatology preventive clinic
could help recognize and manage these risk factors, improving
patient outcomes.

Objective: This study aimed to determine the prevalence of car-
diovascular risk factors in a cohort of Mexican Mestizo patients
with PsA evaluated in a cardio-rheumatology preventive clinic.
Methods: Observational and prospective study of the cohort of
patients with PsA from the cardio-rheumatology preventive clinic
in a teaching hospital. Patients aged 30 to 75 years old who fulfil-
led the 2006 CASPAR classification criteria for PsA from August
2014 to November 2023, were included. Patients with known
cardiovascular disease (myocardial infarction, cerebrovascular
event, or peripheral arterial disease) were excluded. The presence
oftype 2 diabetes, hypertension, and dyslipidemia were defined as
adiagnosis included in the patient’s medical record and treatment.
Overweight and obesity were defined as a BMI of 25 to<30 kg/
m2, and a BMI of >30 kg/m2, respectively. High blood pressure
was outlined as blood pressure >140/90 mmHg. Hyperglycemia
was defined as fasting glucose >100 mg/dl. Alterations of lipid
profile was stated as total cholesterol (TC) >200 mg/dl, trigly-
cerides (TGL) >150 mg/dl, high-density lipoprotein cholesterol
(HDL-C)<40 mg/dl, and low-density lipoprotein cholesterol
(LDL-C) >100 mg/dl. The distribution was evaluated with the
Kolmogorov-Smirnov test. Normally distributed variables were
described with mean and standard deviation (SD) and the 25th and
75th percentiles (p25-p75) were used to report variables without
normal distribution.

Results: One hundred twenty-seven patients with PSA were
included; the majority were women (55.9%). The mean age was
53+11.6 years and the median disease activity, measured by
DAPSA, was 15.0 (7.2-25.6). The most prevalent cardiovascular
risk factor was dyslipidemia (n= 55, 43.3%), and overweight
(n= 53, 41.7%). In patients with PsA without a previous diag-
nosis of type 2 diabetes, high blood pressure, and dyslipidemia,
we documented hyperglycemia in a total of 34 (34.0%) patients,
increased blood pressure in 22 (27.1%), and alterations in lipid
profile, represented by CT, TGL, and LDL-C, were detected in
50 (73.5%) with high lipid levels, respectively. Full results are
shown in table 1.

Conclusions: Dyslipidemia and overweight were the most pre-
valent cardiovascular risk factors in our cohort. More than half
of the patients with PAs were detected with alterations of the
lipids profile and dyslipidemia, without a previous diagnosis.
These results reinforce the idea that systematic evaluation and
screening for comorbidities and risk factors in patients with PsA
may allow earlier detection, which may improve the outcomes
of these patients.
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Table 1. Cardiovascular risk factors and comorbidities in PsA patients.
Characteristic PsA | {n=127)
Age, years, + 5D 531116
Women, n (%) 71(55.9)
Disease duration, years, (p25-p75) 5.0(2.0-10.0)
PASI, (p25-p75) 0.6 (0.0-36)
NAPSI, (p25-p75) 0.0(0.0-117)
DAPSA, (p25-p75) 15.0(7.2-258)
Comorbidities, n (%)

Hypertension 43 (33.8)

Dyslipidemia 55 (43.3)

Diabetes 27(21.2)
Cardiovascular risk factors, n (%)

Overweight® 53 (41.7)

Obesity” 45 (35.4)

Active smoking 26 (20.4)

PsA, psoriatic arthritis; SD, standard deviation; PASI, psoriasis area severity index; NAPSI, nail
psoriasis severity index; DAPSA, disease activity in psoriatic arthritis; *BMI 225 kg/m2 and <30
kg/m2; "BMI =30 kg/m2.

Table 2. Alterations in dinical and laboratory values without diagnosis in PsA patients.

Characteristic PsA patients

Hyperglycemia, n (%) 34/100 (34.0)
Glucose levels, mg/dL, + 5D 95.8 +10.6

High Blood Pressure?, n (%) 22/81(27.1)

SBP, mmHg, (p25-p75)

DBP, mmHg, (p25-p75)
High Lipid Values, n (%)

TC, mgfdL, + SD

TGL, mg/dL, (p25-p75)

HDL-C, mg/dL (p25-p75) 47.3 (40.3 - 54.2)

LDL-C, mg/dL, +SD 94.4 +30.0
PsA, psoriatic arthritis; *Systolic blood pressure =140 mmHg and/or diastolic blood pressure =90
mmHg; SBP, systolic blood pressure; DBP, diastolic blood pressure; TC, total cholesterol; TGL,
triglycerides; HDL-C, high-density lipoprotein cholesterol; LDL-C, low-density lipoprotein
cholesterol,

119.0 (110.0 - 132.2)
78.5 (70.0- 84.0)
50/68 (73.5)
170.3 +34.0
111.2 (87.2- 161.3)

P-023

IMPACT OF BIOLOGIC DISEASE-MODIFYING ANTI-
RHEUMATIC DRUGS IN LIPID PROFILE OF PSORIATIC
ARTHRITIS PATIENTS

Andrea L. Guajardo-Aldaco’, Dionicio A. Galarza-Delgado', Jose
R. Azpiri-Lopez’, Iris J. Colunga-Pedraza’, Jesus A. Cardenas-de
la Garza', Rosa I. Arvizu-Rivera', Maria F. Elizondo-Benitez', Va-
leria Gonzalez-Gonzalez'

'Rheumatology Department, Hospital Universitario “Jose Eleuterio Gon-
zalez”, Universidad Autonoma de Nuevo Leon, Monterrey, Mexico, *Car-
diology Department, Hospital Universitario “Jose Eleuterio Gonzalez”,
Universidad Autonoma de Nuevo Leon, Monterrey, Mexico

Background: Biologic therapy has been linked to lipid alterations
without changes in cardiovascular disease outcomes. The effect
of biologic therapy on lipid parameters among psoriatic arthritis
(PsA) patients treated with biologic Disease-Modifying anti-
rheumatic drugs (- DMARDs) has not been defined.

Objectives: To compare serum lipid levels, cardiovascular risk, the
prevalence of carotid plaque (CP), and increased carotid intima-
media thickness (cIMT) between PsA patients with and without
biologic treatment.

Methods: We performed an observational, comparative, and
transversal study in patients who fulfilled the 2006 Classification
Criteria for Psoriatic Arthritis (CASPAR). Patients with a history
of previous atherosclerotic cardiovascular disease and pregnancy
were excluded. A clinical history and blood tests were performed.
Disease activity was measured by the Disease Activity for Psoriatic
Arthritis Score (DAPSA), Psoriasis Severity Index (PASI), and
Nail Psoriasis Severity Index (NAPSI). Cardiovascular risk was
estimated with ASCVD, QRISK3, and SCORE calculators. The
results were multiplied by 1.5 according to the EULAR recom-
mendations. Carotid B mode ultrasonography was used to measure
cIMT and the presence of plaques. Increased cIMT was defined as
a>0.9 mm. CP was defined as a focal narrowing >0.5 mm of the
surrounding lumen or a cIMT >1.2 mm. Descriptive analysis was
done with frequencies (%), mean (+ SD), and median (p25-p75),
and comparisons with Chi-square, Student s t, and Mann-Whitney
U test. We considered p <0.05 significant.
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Results: We recruited 112 patients who fulfilled the criteria. The
prevalence of bDMARDs use was 33.92%. The most frequent
bDMARDs used were TNF inhibitors (84,84%). Patients in bio-
logic therapy had a significantly lower NAPSI score than those
with synthetic DMARDs [0.00 (0.00-50.00) vs. 2.00 (0.00-80.00),
p=0.013]. We found no significant differences in DAPSA, PASI,
DAS28-CRP, or DAS28-ESR. Patients with biologic therapy had
higher total cholesterol (TC) [188.23 +38.53 vs. 171.09+33.51;
p=0.017] and Low-Density Lipoprotein cholesterol (LDL-c)
[107.46+29.13 vs. 93.07 £29.07; p=0.016] than those without
biologic therapy. No significant differences were found between
biologic therapy and cardiovascular risk, CP prevalence, or bet-
ween biologic therapy and prevalence of increased cIMT. (Table 1)
Conclusion: In this population, patients treated with bDMARDs
had higher levels of CT and LDL-C, without significant differences
detected in cardiovascular risk, prevalence of CP, or increased
cIMT. However, prolonged exposure to increased levels of LDL-
C and TC has been associated with a higher cardiovascular risk.
Close monitoring and early intervention of lipid levels in patients
treated with biological therapy is imperative.

References

Myasoedova, E. (2017). Lipids and lipid changes with synthetic and biolo-
gic disease-modifying antirheumatic drug therapy in rheumatoid arthritis:
implications for cardiovascular risk. Current Opinion in Rheumatology,
29(3), 277-284. https://doi.org/10.1097/BOR.0000000000000378

Table 1. Clinical and sociodemographic characteristics.

Patients without Patients with p-value
biologic therapy biologic therapy
n=74 n=3§

Age, mean SD 53.85 £12.89 51.89 £9.01 NS
Gender

Woman, n (%) 42 (56.75) 22 (57.89) NS

Man, n (%) 32 (43.24) 16 (42.10) NS
Biologic

TNF-inhibitor 28 (84.84)

Anti-IL17 3(9.08)

Other - 2 (6.06)
DAPSA, mean SD 19.84 #17.13 15.70 #1193 NS
NAPSI, median p25-p75 2.00 (0.00-80.00) 0.00 (0.00-50.00) 0.013
PASI, median p25-p75 1.40 (0.00 - 36.00) 0.60 {0.00-17.90) NS
DAS28-CRP, mean SD 2.6531.30 2.5021.05 NS
DAS28-ESR, mean SD 4.04 £1.59 3.71£1.35 NS
ESR, median p25-p75 18.00 (1.00-103.00)  14.50 (3.00-43.00) NS
CRP, median p25-p75 0.69 (0.01-6.80) 0.34 (0.00-3.46) <0.001
ASCVD, median p25-p75 6.60 (0.30-56.30) 4.35 (0.40-64.70) NS
QRISK3, median p25-p75 5.60 (0.30-46.10) 4.85 (0.30-39.20) NS
SCORE, median p25-p75 1.00 (0.00-12.00) 1.00 {0.00-14.00) NS
TC, mean SD 171.09 £ 33.51 188.23£38.53 0.017
LDL-c, mean SD 93.07 £29.07 107.46 £ 25.13 0.016
HDL-c, median p25-p75 46,65 (20.50-112.60) 47.4 (24.10-100.40) NS
CP,n (%) 19 (25.67) 15 (39.47) NS
Increased cIMT, n (%) 8 (10.81) 5{13.15) NS
Glucocorticoid use, n (%) 18 (24.32) 3(7.89) 0.055

TNF-inhibitor, Tumor Necrosis Factor Inhibitor; Anti-ll17, Anti-Interleukin 17; DAPSA, Disease
Activity in Psoriatic Arthritis; NAPSI, Nail Psoriasis Severity Index; PASI, Psoriasis Area Severity
Index; DAS28-CRP, 28 joint Disease Activity Score- C reactive protein; DAS28-ESR, 28 joint Disease
Activity Score - Erythrocyte Sedimentation Rate; ASCVD, Atherosclerotic Cardiovascular Disease
risk algorithm; TC, total cholestercl; LDL-c, Low-density lipoprotein chelesterol; HDL-C, High
Density Lipoprotein cholesterol; CP, carotid plague; cIMT, carotid intima media thickness.

Figure 1: Comparative Raincloud Plots of Lipid Parameters.
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FIBROSIS-4 INDEX ANALYSIS OF NON-ALCOHOLIC
FATTY LIVER DISEASE FIBROSIS IN PSORIATIC
ARTHRITIS: IMPLICATIONS FOR CARDIOVASCULAR
HEALTH

Andrea L. Guajardo-Aldaco’, Iris J. Colunga-Pedraza', Dionicio
A. Galarza-Delgado', Jose R. Azpiri-Lopez?, Jesus A. Cardenas-
de la Garza!, Rosa 1. Arvizu-Rivera', Jorge A. Esquivel-Valerio',
Maria F. Elizondo-Benitez!, Valeria Gonzalez-Gonzalez', Pablo
Gamez-Siller!

'Rheumatology Department, Hospital Universitario “Jose Eleuterio Gon-
zalez”, Monterrey, Mexico, *Cardiology Department, Hospital Universi-
tario “Jose Eleuterio Gonzalez”, Universidad Autonoma de Nuevo Leon,
Monterrey, Mexico

Background: Non-Alcoholic Fatty Liver Disecase (NAFDL) is
characterized by hepatic steatosis and subsequent fibrosis as-
sociated with metabolic abnormalities such as insulin resistance,
dyslipidemia, obesity, hypertension and atherosclerosis. It is
closely associated with an increased cardiovascular (CV) risk and
other cardiac complications independent of traditional CV risk
factors and metabolic syndrome features. Psoriatic arthritis (PsA)
and NAFLD share similar underlying inflammatory pathways,
cells, and pro-inflammatory cytokines which may be involved in
the occurrence and development of NAFLD. The fibrosis-4 index
(FIB-4) is an economical practical calculator to assess fibrosis in
NAFLD. The effect of NAFDL fibrosis on cardiovascular risk in
the context of psoriatic arthritis has not been reported.
Objectives: To compare disease activity, cardiovascular risk, pre-
valence of carotid plaque (CP), and prevalence of increased carotid
intima-media thickness (cIMT) in patients with liver fibrosis stage
0-1 vs. fibrosis stage >2 measured by FIB-4.

Methods: We performed an observational, comparative, and
transversal study on patients who fulfilled the 2006 Classification
Criteria for Psoriatic Arthritis (CASPAR). Patients with a history
of previous atherosclerotic cardiovascular disease and pregnancy
were excluded. A clinical history and blood tests were performed.
Disease activity was measured by Disease Activity for Psoriatic
Arthritis Score (DAPSA), Psoriasis Severity Index (PASI), and
Nail Psoriasis Severity Index (NAPSI). Cardiovascular risk was
estimated with by QRISK3 calculator. FIB-4 score was calculated
as (Age* x AST) / (Platelets x V(ALT). Carotid B-mode ultraso-
nography was used to measure cIMT and the presence of plaques.
Increased cIMT was defined as a >0.9 mm. CP was defined

as a focal narrowing >0.5 mm of the surrounding lumen or a
cIMT >1.2 mm. Descriptive analysis was done with frequencies
(%), mean (+ SD), and median (p25-p75), and comparisons with
Chi-square, Student s t, and Mann Whitney U test. We considered
p <0.05 significant.

Results: We recruited 86 patients who fulfilled the criteria. The
prevalence for NAFLD fibrosis stage >2 was 26.74%. We found
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no significant difference between the groups in the disease acti-
vity criteria or statin use. Patients with a higher NAFDL stage
were older [60.21 +/-9.45 vs. 53.61 +/-9.67; p=0.006] and had a
higher prevalence of hypertension [13 (56.52%) vs. 19 (30.15%);
»=0.025]. We found no other significant differences among the
comorbidities between groups. Patients with a FIB-4 in stage >
2 had higher CV risk [13.20 (1.7- 46.10) vs. 7.43 (0.3-36.50);
»=0.010]. There was no difference between groups in the pre-
valence of carotid plaque [7 (30.43%) vs. 19 (30.15%); p= NS]
or increased cIMT [1 (4.34% vs. 7 (11.11); p=NS]. (Table 1).
Conclusion: NAFDL and liver fibrosis have been linked to an
increased CV risk and atherosclerosis. In our population, patients
with stage >2 NAFDL measured by FIB-4 had an increased CV
risk, without significant differences in the prevalence of carotid
plaque or increased cIMT.

References

Targher, G., Byrne, C. D., & Tilg, H. (2020). NAFLD and increased
risk of cardiovascular disease: clinical associations, pathophysiological
mechanisms and pharmacological implications. Gut, 69(9), 1691-1705.
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Table 1. Clinical and sociodemographic characteristics

Patients with fibrosis  Patients with fibrosis

stage 0-1 stage 22 p-value
n=63 n=23

Age, Mean 5D 53.61 +/-9.67 60.21 +/-9.45 0.006
Gender, n (%)

woman, n (%) 35 (55.55) 14 (60.87) NS

Man, n (%) 28 (44.44) 9(39.13) NS
Comorbidities, n (%)

Diabetes Mellitus 11(17.46) 7(30.43) NS

Hypertension 19 (30.15) 13 (56.52) 0.025

Dyslipidaemia 25 (39.68) 11 (47.82) NS

Obesity 23 (36.50) 8(34.78) NS

Active smoking 13 (20.63) 6(26.08) NS
Statin use 11 (17.46) 7 (30.43) NS
DAPSA, mean SD 17.75 +/- 16.89 19.10 +/-11.02 NS
NAPSI, median (q25-975) 4.00 (0.0 - 80.0) 0.00(0.0-27.0) NS

PASI, median (q25-q75)
QRISK3, median (q25-q75)
Carotid plaque, n (%) 19 (30.15) 7 (30.43) NS
Increased cIMT, n (%) 7(11.11) 1(4.34) NS
DAPSA, Disease Activity in Psoriatic Arthritis; NAPSI, Nail Psoriasis Severity Index; PASI, Psoriasis
Activity Severity Index; ¢ IMT, Carotid intima media thickness; NS, Non-Significant; 5D, Standard
Deviation.

0.40 (0.00-36.00)
7.43 (0.3-36.50)

2.65 (0.00-17.90) NS
13.20(1.7- 46.10) 0.010

P-025

ASSOCIATION BETWEEN PERIODONTAL HEALTH
INDICES AND PSORIASIS RISK AMONG GREEK
ADULTS: A CASE-CONTROL STUDY

Eleftheria Vrvzaki, Katerina Grafanaki, Nikolaos Chrysanthako-
poulos

Department of Dermatology Venereology, School Of Medicine, University
of Patras, Greece

Introduction: The potential role of periodontal disease as a risk
factor for developing psoriasis has not be widely explored and the
possible link remains still unidentified.

Objectives: The aim of the current study was to investigate the
possible relationship between periodontal status indices and the
risk for psoriasis development in a Greek adult population.
Methods: The study sample comprised 337 psoriasis patients-
cases and 337 healthy individuals-controls between 40 to 69 years
of age who referred by three dermatology and one dental private
practice. Cases and controls completed a health medical and dental
questionnaire and underwent an examination of their periodontal
status that included the following parameters: Probing Pocket
Depth (PPD), Clinical Attachment Loss (CAL), frequency of a
regular/irregular annual dental follow-up, and number of missing
teeth. Odds ratios (OR’s) and 95% Confidence Intervals (95%
CI’s) were assessed using logistic regression model adjusted for
possible confounders.

Results: The multivariate regression analysis model showed that
a higher BMI (»p =0.009, OR= 3.154, 95% CI= 1.532-4.028),
alcohol over-consumption (p = 0.012, OR=2.024, 95% CI=1.445-
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3.435), moderate /severe CAL (p =0.047, 95% CI=2.112, 1.156-
3.249), and a number of missing teeth more than four (p =0.027,
OR=2.817,95% CI=1.267-3.872 and p = 0.016, OR=3.510, 95%
ClI= 1.350-4.145) were statistically significantly associated with
risk for psoriasis development.

Conclusion: Individuals with a higher BMI, excessive alcohol
consumption, moderate/severe attachment loss and a number of
missing teeth more than four were at significantly higher risk for
developing psoriasis.

P-026

DEUCRAVACITINIB IN PLAQUE PSORIASIS: MAIN-
TENANCE OF RESPONSE OVER 3 YEARS IN HISPANIC/
LATINO PATIENTS IN THE PHASE 3 POETYK TRIALS
Miriam S. Bettencourt', Renata M. Kisa®, Cynthia Ye?, Subhashis
Banerjee?, Claudia De La Cruz’, Cristina Echeverria®, Ricardo
Romiti®

"University of Nevada; Nevada Society of Dermatology & Dermatologic
Surgery, Touro University, Las Vegas, USA, *Bristol Myers Squibb, Prin-
ceton, USA, Clinica Dermacross, Santiago, Chile, *Instituto de Rehabili-
tacion Psicofisica, Buenos Aires, Argentina, *Universidade de Sao Paulo,
Sdo Paulo, Brazil

Introduction: Deucravacitinib, an oral, selective, allosteric
tyrosine kinase 2 inhibitor, is approved in the US, EU, and other
countries for treatment of adults with moderate to severe plaque
psoriasis who are candidates for systemic therapy. Deucravacitinib
was superior to placebo and apremilast in the global, 52-week,
phase 3 POETYK PSO-1 (NCT03624127) and POETYK PSO-2
(NCTO03611751) parent trials and maintained long-term efficacy
through 2 years with no new safety signals in the ongoing PO-
ETYK long-term extension (LTE) (NCT04036435) trial. ' 23
Objectives: We report the clinical efficacy of deucravacitinib
through 3 years (148 weeks; cutoff date, June 15, 2022) in a subset
of patients who received continuous deucravacitinib treatment
from Day 1 in the parent trials, achieved >75% reduction from
baseline in Psoriasis Area and Severity Index (PASI 75) at Week
16 or Week 24, and entered the LTE in the overall population
and in the subgroup of Hispanic/Latino patients from these trials.
Methods: PSO-1/PSO-2 randomized patients 1:2:1 to oral pla-
cebo, deucravacitinib 6 mg once daily (QD), or apremilast 30
mg twice daily. At Week 52, patients could enter the LTE and
receive open-label deucravacitinib 6 mg QD. Efficacy was eva-
luated in the overall population and in the subgroup of patients
who self-identified as ethnically Hispanic or Latino and received
continuous deucravacitinib treatment from Day 1 of the parent
trial, achieved PASI 75 at Week 16 (primary endpoint) or at
Week 24 (peak response), and entered the LTE. Maintenance of
response assessments for Week 16 PASI 75 and Week 24 PASI
75 responders included PASI 75, PASI 90, and sPGA 0/1 (static
Physician Global Assessment of O [clear] or 1 [almost clear] with a
>2-point improvement from baseline), which were reported using
the modified nonresponder imputation method.

Results: Of the 513 patients who received continuous deucrava-
citinib treatment from Day 1, completed 52 weeks in the parent
trials, and entered the LTE, 60 (11.7%) were Hispanic/Latino.
Among Week 16 PASI 75 responders, clinical response rates were
similar between the overall population (z =313) and the Hispanic/
Latino patient subgroup (n =28) at Week 52 and were maintained
at similar rates from Week 52 through Week 148 (Table). Among
Week 24 PASI 75 responders, clinical response rates were com-
parable at Week 52 and maintained from Week 52 through Week
148 in the overall population (» =336) and in the Hispanic/Latino
patient subgroup (n=37).

Conclusions: Clinical efficacy was comparable at Week 52 and
maintained well overall through 3 years with continuous deucra-
vacitinib treatment in Week 16 PASI 75 responders and Week
24 PASI 75 responders from the parent trials in the overall study
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population and in the subgroup of Hispanic/Latino patients. These
results further support the long-term effectiveness of once-daily
oral deucravacitinib for patients with moderate to severe plaque
psoriasis in the overall population as well as in Hispanic/Latino
patients.
References
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2. Strober S, et al. ] Am Acad Dermatol. 2023;88:40-51.
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Table. Outcomes at Week 52 and Week 148 (medified nonresponder imputation)

Ci
Endpoint: Week 16 PASI 75 responders Week 24 PASI 75 responders
response rate, Overall Hispanic/Latino Overall Hispanic/Latino
% of patients population subgroup population subgroup
(95% CI) (n =277) (n =23) (n = 305) {n=33)
PASI 75
Week 52 87.0 (82.590.7) 82,6 (61.2-95.0) 90.2 (86.3-93.3) 90.9 (75.7-98.1)
Week 148 84.5 (79.8-89.2) 95.0 (83.6-100) 86.0 (81.6-90.3) 88.7 (77.8-100)
PASI 30
Week 52 0.6 (NE, NE) 65.2 (42.7-83.6) 61.6 (55.9-67.1) 66.7 (48.2-82.0)
Week 148 60.0 (53.9-66.1) | 81.6(84.1-09.0) 60.4 (54.6-66.3) 75.4 (50.5-91.3)
sPGA 0/1
Week 52 70.8 (65.0-76.0) 73.9 (51.6-89.8) 74.1 (68.8-78.9) 81.8 (64.5-93.0)
Week 148 62.8 (56.7-68.9) 66.9 (45.9-87.8) 64.5 (58.7-70.3) 68.8 (51.7-85.8)

Patients pooled from POETYK PSO-1 and POETYK PSO-2 who were randomized to deucravacitinib in
the parent trials, received continuous deucravacitinib from Day 1, and entered the POETYK long-term
extension frial.

Cl, confidence interval; NE, not estimable; PAS| 75/90, 275%/290% reduction from baseline in Psoriasis
Area and Severity Index; SPGA 0/1, static Physician Global Assessment score of 0 (clear) or 1 (almost
clear) with a 22-point improvement from baseline.
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LONG-TERM EFFICACY AND SAFETY OF
RISANKIZUMAB: A RETROSPECTIVE, MULTICENTER,
REAL-WORLD STUDY

Han-Na Kim, Bin Woo, Young Chan Kim, Dai-Hyun Kim, Sang
Wook Son, Yoo Sang Baek

Korea University, Seoul, South Korea

Introduction: Risankizumab is a humanized monoclonal antibody
that selectively blocks the p19 subunit of interleukin-23. While
long-term data from clinical trials are available, long-term real-
world evidence is still limited. Additionally, most data comes
from North America or Europe, with relatively scarce information
available from Asia.

Objectives: To investigate long-term efficacy and safety of risan-
kizumab for moderate-to-severe psoriasis

Methods: We conducted a retrospective analysis of all patients
undergoing risankizumab treatment for a minimum of 52 weeks
within a major university healthcare system. Patients” demographic
data, duration of psoriasis, prior treatment, presence of psoriatic
arthritis, severity of psoriasis measured by psoriasis area and
severity index (PASI) and body surface area (BSA) at defined
timepoints (0, 16, 52, 104, 156 weeks), and recorded adverse
events were collected.

Results: A total of 155 patients were included in the analysis.
The mean PASI score significantly decreased from 10.3+4.4 at
baseline to 0.9+0.9 at 52 weeks. Similar reduction was observed
for BSA. By week 52, 91.0%, 55.6%, and 37.9% of patients
achieved PASI<2, PASI 90, and PASI 100, respectively. Prior
biologic treatment failure correlated with a diminished response
to risankizumab. Psoriasis improvement persisted over time,
with PASI<2, PASI 90, and PASI 100 responses increasing to
93.3%, 77.0% and 54.8%, respectively, at week 104. Among those
completing 156 weeks of treatment, the treatment response was
sustained. The majority of treatment-emergent adverse events were
mild, primarily pruritus, injection site reactions, and COVID-19
infection, while all recorded serious adverse events were unrelated
to risankizumab.

Conclusions: Risankizumab showed sustained long-term efficacy
and favorable safety profile in real-life clinical setting.
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NETAKIMAB, AN IL17 INHIBITOR, REDUCES
EXTRAARTICULAR MANIFESTATIONS OF PSORIATIC
ARTHRITIS: 3-YEAR RESULTS OF THE PATERA STUDY
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Background: Extraarticular manifestations — skin and nail di-
sease, enthesitis, dactylitis — are one of the key psoriatic arthritis
(PsA) domains, highly prevalent in PsA. Netakimab (NTK) is
a humanized anti-interleukin 17A antibody approved for the
treatment of plaque psoriasis, ankylosing spondylitis, PsA. Pre-
viously, treatment with NTK was shown to result in significant
improvement in skin manifestations, dactylitis, enthesitis and nail
involvement1,2,3. To address NTK long-term efficacy results of
the PATERA (NCT03598751) clinical trial were analyzed.
Objectives: To evaluate NTK efficacy on PsA skin and nail ma-
nifestations, enthesitis, dactylitis through the long-term period of
treatment with NTK up to week 154 (3 years).

Methods: 194 eligible adult patients with PsA (CASPAR, 2006),
with inadequate response to csDMARD or one TNFi, were ran-
domly assigned (1:1) to receive NTK 120mg or placebo subcu-
taneously at week 0, 1, 2, 4, 6, 8, 10 and Q4W from week 14. 84
patients from placebo arm, failed to achieve ACR20 (20% impro-
vement in American College of Rheumatology criteria) at week 16,
were switched to NTK. After week 24 all patients received NTK
120mg. Endpoints included the proportion of patients achieved
75%, 90%, and 100% improvement in Psoriasis Area and Severity
Index score (PASI75, PASI90, PASI100, respectively), proportion
of patients achieved Leeds Enthesitis Index (LEI), Leeds Dactylitis
Index (LDI) and Nail Psoriasis Severity Index (NAPSI) zero score.
Treatment response was assessed in the overall population up to
week 154 of treatment with NTK (week 154 for NTK arm, weeks
172 and 178 for nonresponders and responders in placebo arm).
Proportions of responders were calculated based on available data:
no imputation was used.

Results: Among 194 randomized patients 148 had baseline
BSA>3, 94 baseline LEI>0, 61 baseline LDI>0, 149 baseline
NAPSI>0. Percentage of patients with PASI75/90/100 response
rates was stable during 2nd and 3rd year (Figure 1). More than
50% of patient maintained PASI100. Percentage of patients with
LEIO, LDIO, NAPSIO also persisted (Figure 2). Almost compete
resolution of dactylitis and enthesitis without worsening during
long-term period was observed. About 60% of subjects maintained
NAPSIO improvement.

Conclusions: Long-term treatment with NTK at the dose of 120mg
resulted in significant improvement in extraarticular manifestations
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in PsA patients maintained up to 3 years: more than half of the
patients with BSA>3 or NAPSI>O0 at baseline achieved complete
skin or nail clearance. More than 90% of patients had maintained
resolution of enthesitis or dactylitis.
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NETAKIMAB, A NOVEL IL17 INHIBITOR, PROVIDES
SUSTAINED REDUCTION OF PSORIATIC ARTHRITIS
ACTIVITY: LONG-TERM RESULTS OF THE PATERA
STUDY

Tatiana Korotaeva', V Mazurov’, I Gaydukova’?’, A Samtsov’, V
Khayrutdinov’, A Bakulev’, M Kokhan®, E Kunder’, N Soroka®, A
Eremeeva’

'V,A, Nasonova Research Institute Of Rheumatology, Moscow, Russian Fe-
deration, *Mechnikov North-Western State Medical University, St-Peters-
burg, Russian Federation, 3St-Petersburg Clinical Rheumatology Hospital
No 25, St-Petersburg, Russian Federation, *Kirov Military Medical Aca-
demy, St-Petersburg, Russian Federation, Central State Medical Academy,
Department of Presidential Affairs, Moscow, Russian Federation, “Ural
Research Institute of Dermatovenerology and Immunopathology, Ekaterin-
burg, Russian Federation, "Healthcare Institution Municipal Clinical Hos-
pital No, 1, Minsk, Belarus, *Belarusian State Medical University, Minsk,
Belarus, °JSC BIOCAD, St-Petersburg, Russian Federation
Introduction: Netakimab (NTK) is an anti-interleukin-17A mo-
noclonal antibody approved for psoriasis, ankylosing spondylitis,
psoriatic arthritis (PsA). PATERA is a phase 3 international double-
blind, placebo-controlled clinical study of netakimab (NTK) in
PsA (NCT03598751). NTK lead to sustained decline in activity
and other PsA symptoms during first year of PATERA trial 1,2,3.
Objectives: To assess the long-term impact of NTK on PsA acti-
vity by defining the percentage of patients with DAPSA remission
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and minimal disease activity (MDA) through the long-term period
of treatment with NTK up to wk 154.

Methods: 194 eligible adult patients with PsA fulfilling the CAS-
PAR criteria, with inadequate response to csDMARD or one TNFi,
were randomly assigned in 1:1 ratio to receive NTK 120 mg or
placebo at weeks (wk) 0, 1, 2, 4, 6, 8, 10 and Q4 W starting from
wk 14. 84 patients from placebo arm, failed to achieve ACR20
(20% improvement in American College of Rheumatology criteria)
at wk 16, were switched to NTK. After wk 24 all patients received
NTK 120 mg. The efficacy was assessed in the overall population
up to wk 154 of treatment with NTK (wk 154 for NTK arm, wks
172 and 178 for nonresponders and responders in placebo arm).
Results: Of 194 randomized patients who received >1 dose of
study drug, 166 (85.6%) completed 154 wks of treatment with
NTK. The proportion of patients achieved DAPSA remission and
MDA was consistent with those at wk 54 and was stable throughout
the long-term period. No increase in proportion of patients with
DAPSA moderate and high activity was detected (Figure 1, 2).
Conclusions: NTK 120 mg was effective in declining PsA activity
over 154 wks.
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Figure 1. DAPSA score throughout long-term period of the PATERA study in the overall population
(N=194). Weeks of treatment with NTK are shown.
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Figure 2. Percentage of patients achieved MDA throughout long-term period of the PATERA study in
the overall population (N=194). Weeks of treatment with NTK are shown.
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VISIBLE: EFFICACY OF GUSELKUMAB AT WEEK

16 IN MODERATE-TO-SEVERE SCALP PSORIASIS
PARTICIPANTS WITH LOW BODY SURFACE AREA
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Introduction: VISIBLE is an ongoing, novel, prospective, Phase
3b, randomized, double-blind, placebo-controlled study designed
to evaluate the efficacy and safety of guselkumab in moderate-
to-severe plaque psoriasis patients across all skin tones. Scalp is
often the first and also one of the most commonly involved special
sites among patients with moderate-to-severe plaque psoriasis.'
However, moderate-to-severe scalp psoriasis patients with low
total body surface area (BSA) involvement are not always con-
sidered for systemic therapy, despite the unique challenges of
treating scalp psoriasis and the eligibility of these patients for
systemic treatment.? Limited data exist on whether the efficacy of
systemic therapies such as guselkumab differs in scalp psoriasis
patients with low BSA involvement. Thus, Cohort B of VISIBLE
recruited those with moderate-to-severe scalp psoriasis regardless
of their total BSA.

Objectives: These post hoc analyses evaluate the efficacy of
guselkumab in moderate-to-severe scalp psoriasis participants
with low BSA involvement (baseline BSA of >2 t0o<10%) and
baseline overall IGA of 3.

Methods: In VISIBLE Cohort B, 108 participants with Psoriasis
Scalp Severity Index (PSSI) >12, Scalp Surface Area (SSA)>30%,
and scalp-specific Investigator Global Assessment (ss-IGA) >3
were randomized 3:1 to receive guselkumab 100 mg or placebo
at Weeks 0, 4, then every 8 weeks. Overall Cohort B includes ef-
ficacy analyses of 102 participants whereas low BSA refers to the
33 participants in Cohort B who met low BSA criteria.

Results: The low BSA subgroup had a mean baseline BSA of
6.1% and mean PASI of 7.1 (Table 1), as compared to the entirety
of Cohort B which had mean BSA of 16.6% and mean PASI of
14.6 at baseline. Those in Cohort B with moderate-to-severe scalp
psoriasis but low BSA had considerable scalp disease at baseline
with a mean SSA of 53% and mean PSSI of 29.1, similar to the
overall Cohort B where baseline mean SSA was 60% and mean
PSSI was 34.3. At Week 16 (Table 2), guselkumab-treated partici-
pants with low BSA achieved greater mean percent improvement
from baseline in PSSI (82.4%) and in SSA (85.3%) vs placebo
(29.4% and 16.1%, respectively). These results are similar to those
seen in the overall Cohort B, where mean percent improvement
at Week 16 in PSSI was 87.6% vs 37.8% and in SSA was 86.6%
vs 33.4% for guselkumab vs placebo groups, respectively. At
Week 16 (Table 2), 69% of participants with low BSA receiving
guselkumab achieved ss-IGA 0/1, whereas none receiving placebo
did. In the overall Cohort B, 68% of the guselkumab group and
12% of the placebo group achieved ss-IGA 0/1.

Conclusion: After 3 doses of guselkumab, the majority of par-
ticipants with moderate-to-severe scalp psoriasis but otherwise
low total BSA involvement achieved similarly high levels of
scalp clearance, as demonstrated by improvements in SSA, PSSI,
and ss-IGA, as compared with the overall Cohort B (where the
majority of participants had baseline BSA>10%). These results
show guselkumab to be an effective treatment for patients with
moderate-to-severe scalp psoriasis regardless of the extent of
overall body surface area involvement.
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Table 1. Baseline Demographics and Disease Characteristics of VISIBLE Cohort B Participants
with Baseline BSA of 22 to <10 and Baseline 1GA=3

Flacebo Guselkumab Total
(r=7) {n=26) {n=33)

Age [years) 39.0(11.73) 43.0(14.98) 42.2(14.28)
Gender

Male, n (%) 4 (57.1%) 132 (46.2%) 16 (48.5%)
Race/ethnicity, n (%)

Asian 5 (85.7%) 11 {42.3%) 17 (51.5%)

Hispanic or Lating o 6 (23.1%) 6 (18.2%)

Black o 3(11.5%) 3(9.1%)

Middle Eastern 1] 3(11.5%) 3(9.1%)

American Indian or

Alaska Native o 1(3.8%) 1(3.0%)

Multi-racial 1{14.3%) 1(3.8%) 2 (6.1%)

Other [ 1(3.8%) 1(3.0%)
BMI (kg/m?) 26.2 4.95) 30.5 (7.46) 29.6(7.16)
Psariasis disease duration 8.0(8.18) 11.0 (10.04) 10.4 (9.63)
lyears)
PASI Score (0-72) 5.4 (2.48) 6.7 (3.29) 7.1(3.35)
BSA (%) 6.6 (1.51) 5.9 (1.74) 6.1 (1.69)
IGA score El 3 3
P51 score (0-72) 31.3(12.82) 28.5 (9.10) 29.1 (9.84)
S5A (%) 55.4 (25.29) 52.5(25.15) 53.1(24.81)
Data are mean (S0} unless otherwise stated. BMI=Body Mass Index; BSA=Body Surface Area with
disease; IGA=Investigator's Global Assessment; PASI=Psoriasis Area and Severity Index; PSSI= Psoriasis
Scalp Severity Index; SD=standard deviation; 55A= Scalp Surface Area with disease

Table 2. Improvements in Scalp Psoriasis Measures at Week 16 with Guselkumab vs Placebo in
VISIBLE Cohort B Participants with Baseline BSA of 22 to <10 and Baseline IGA=3

Placebo Guselkumab
7 25

n
P35 % change from baseline, LS

mean {95% CIf* -29.39 (-53.28, -5.49)

-82,37 (-94.27, -7047)***

n [} 25

S5A % change from baseline, LS

ran (35% CIF -16.10 (-37.66, 5.46) -85.26 (-96.10, -74.42)***
n 7 26

55-1GA D, n (%) 0 13 (SO.0%)*

$5-1GA 01, n (%)* 0 18 (59.2%)***

*Nominal Pvs placebo<0.05; *** Nominal P vs placebo<0.001; BSA=Body Surface Area; Cl=confidence
interval; LS=least squares; PSSI=Psoriasis Scalp Severity Index; SSA=Scalp Surface Area with disease;

Ip-specifi i Global absence of disease [0) or very mild disease (1).
LS means and P values determined using a Mixed-Effect Model Repeated Measures [MMRM) model.
P values based on the Cochran-Mantel-Haenszel {CMH) test stratified by Fitzpatrick Skin Type (Type I-
11/ Type IV-vI).*
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CAVEATS IN INTERPRETING AND COMPARING
LONG-TERM EFFICACY IN BIOLOGIC STUDIES FOR
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Introduction: Comparisons of long-term efficacy of biologics
in moderate-to-severe plaque psoriasis (PsO) clinical trials are
confounded by inconsistent study designs and methods.
Objective: To examine study design features and the statistical
methods used to handle missing data in long-term extension
(LTE) studies.

Methods: A systematic targeted literature review using Trialtro-
ve© identified phase III clinical trials of biologics indicated for
adults with PsO reporting efficacy outcomes >52 weeks published
through 07/15/2022 for inclusion in a descriptive comparative
analysis. After the search, additional reports published through
07/22/2023 were identified by a clinical expert review panel and
added to the analysis.

Results: Across 23 LTE studies involving 11 biologic treatments,
intention-to-treat (ITT) analysis (ie., continuous treatment with no
responder-enrichment or LTE entry criteria) was used in 4 studies
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and non-responder imputation (NRI) was used in 9 studies. For the
13 studies that reported 90% improvement in psoriasis area and
severity index (PASI90) rates at 2 years with continuous treatment
and approved dosing, 2 reported data with an ITT study design
(UNCOVER 3, VOYAGE-1), 3 reported data with LTE entry
criteria (ERASURE-FIXTURE LTE, LIMMITLESS), 4 reported
data with responder enrichment (BE BRIGHT, PHOENIX-1,
UNCOVER-1/2 LTE), and 4 reported data with both responder
enrichment and LTE entry criteria (REVEAL OLE, SCULPTU-
RE-EXT, reSURFACE 1/2 LTE). Few direct comparisons of
long-term treatment efficacy were possible due to differences in
reported imputation methods. For studies of any design with data
through 5 years, 3 studies reported PASI90 data with NRI methods
(VOYAGE-1, reSURFACE 1/2 LTE).

Conclusion: Substantial variability in study design and analytic
methods were observed, limiting comparisons between studies. We
suggest that standardization in future PsO LTE studies is necessary,
to improve reporting and understanding of long-term outcomes.

Table 1. PASIN0 data at five years across studies of all designs
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Figure 1. Flowchart of iasis study pings for the

Ll ive analysis of PASI90 rates
among LTE studies with 22-years of continuous and approved dosing data

* 7 studies with 2-year data were excluded for lack of continuous data or unapproved dosing.
Abbreviations: AQ = as-observed; LOCF = last observation carried forward; LTE = long-term extension; MI = multiple imputaticn; mNRI =
modified non-responder imputation; MRI = non-responder imputation; PASI = psoriasis area and severity index; TFR = treatment failure rules.
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TIME TO ONSET OF ACTION FOR BIOLOGICS

AND TARGETED TREATMENTS IN PSORIASIS:
SYSTEMATIC TARGETED LITERATURE REVIEW AND
NETWORK META-ANALYSIS
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Introduction: Moderate to severe plaque psoriasis (PsO) is a ch-
ronic condition for which there is no “cure”. For some patients, a
rapid response (ie, short interval to time to onset of action [TOA])
is desirable.

Objectives: The primary objective was to determine time to
achieve a PASI 90 response, on average (50% of patients), for
individual biologics or targeted therapies. Secondary outcomes
included the time to achieve a PASI 75 response, on average (50%
of patients), as well as PASI 90 and PASI 75 responses over the
first 16 weeks of therapy.

Methods: A systematic targeted literature review was conducted
to identify phase III and IV randomized, double-blinded trials
according to pre-specified eligibility criteria that investigated
interleukin (IL)-12/23, IL-17, IL-23, Janus kinase (JAK), and
phosphodiesterase (PDE) inhibitors. Proportions of patients ac-
hieving PASI 90 and PASI 75 responses at various timepoints up
to 16 weeks from included trials were used to conduct network
meta-analyses to estimate response over time. Response over time
was presented in curves from week 0 through 16, and TOA was
summarized as median time to reach the 50th percentile.
Results: Forty-five trials were included in the main analyses. IL-
17 inhibitors were estimated to provide the earliest onset of PASI
90 response at approximately 6 to 8 weeks, followed by the I1L.-23
inhibitors risankizumab and guselkumab at approximately 9 to 10
weeks, and the IL-12/23 inhibitor ustekinumab at 11 to 12 weeks.
Although, wide and overlapping credible intervals and similar
point estimates were observed suggesting onset of action does not
vary greatly across biologics in these classes, onset of PASI 90
response could not be estimated by the model for tildrakizumab,
and JAK and PDE-4 inhibitors. Onset of PASI 75 response showed

similar trends to PASI 90 response.

Conclusions: IL-17 inhibitors and IL-23 inhibitors have the most
rapid time to onset of action among PsO biologics evaluated; any
differences in onset of action between specific agents are not statis-
tically or clinically significant. These analyses will allow clinicians
to make more informed treatment decisions for their patients.
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Figure 1: Evidence networks for (a) average time to achieve a PASI 90 response;
(b) average time to achi a PASI 75 resp
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Figure 2: PASI 90 response curves over time up to week 16
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PSORIASIS PATIENTS: A SINGLE CENTER STUDY
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!Chosun University Hospital, Gwangju / Dong-gu, South Korea, *Chosun
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Gwangju / Dong-gu, South Korea, >Chosun University Hospital, Gwangju /
Dong-gu, South Korea, *°Department of Dermatology, College of Medicine,
Bucheon St Mary's Hospital, Catholic University of Korea, South Korea
Background: Psoriasis is chronic immune-mediated inflamma-
tory skin disease and biologics are currently being used to treat
moderate-to-severe psoriasis. Many biologics have been developed
and are in use, however comparative studies of these biologics are
scarce and further research is needed.

Objective: To analyze the drug survival of biologics in the treat-
ment of patients with plaque psoriasis.

Methods: This is a retrospective study that analyzed electronic
medical records of 166 patients with plaque psoriasis who were
treated with biologics at Chosun University Hospital between Ja-
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nuary 2013 and April 2023. Kaplan-Meier survival analysis was
used for statistical analysis.

Results: The study included plaque psoriasis patients treated with
biologics, specifically secukinumab (n =45, 27.1%), adalimumab
(n=3,1.8%), risankizumab (n =36, 21.7%), ixekizumab (n =18,
10.8%), ustekinumab (7 =20, 12.0%), and guselkumab (n =44,
26.5%). Persistence rates for all biologics had declined, with
persistence at year 3 being 93.2% for guselkumab, 91.7% for
risankizumab, 66.7% for ixekizumab, 64.4% for secukinumab,
60% for ustekinumab, and 0% for adalimumab. Guselkumab and
Risankizumab showed better results in drug survival for 3 years
than Secukinumab and Ixekizamab. In some cases, biologics
were discontinued or switched due to loss of response over time
(n=22) and the development of side effects (n =14). This study
has limitations, such as the varying launch dates of the biologics
and the number of patients treated with biologics.

Conclusions: In this study, Guselkumab has demonstrated better
drug survival results than other biologics. However, additional
large-scale studies are required. The survival of all biologics
declines over time, indicating the need for appropriate switching
of biologics and development of new ones.
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Introduction: Tuberculosis (TB) is a serious infection common in
many regions worldwide.(1) Certain psoriatic disease treatments,
including tumor necrosis factor-a inhibitors (TNFi), increase risk
of latent TB infection (LTBI) activation.(2,3) Current psoriatic
disease treatment guidelines recommend TB screening before
initiating systemic therapy.(4,5)

Objectives: To report safety outcomes in LTBI+ patients with
moderate-to-severe psoriasis (PsO) or active psoriatic arthritis
(PsA) who received guselkumab treatment for up to 5 years.
Methods: Safety data were pooled from 11 phase 2/3 studies (7
PsO, 4 PsA). Guselkumab was generally administered as 100-
mg subcutaneous injections at Week (W)0, W4, then q8w in PsO
studies and W0, W4, then g4w or q8w in PsA studies. Patients
randomized to placebo crossed over to guselkumab at W16 and
W24 in the PsO and PsA studies, respectively. All patients were
screened for TB at baseline. Patients with active TB were exclu-
ded. Patients with LTBI were eligible to participate if appropriate
LTBI treatment was to be initiated prior to/with the first study drug
administration or if appropriate treatment had been completed
within 5 years. Safety was reported for the placebo-controlled
period, year-by-year, and through the end of follow-up (PsO, up
to 5 years; PsA, up to 2 years).

Results: Among all randomized patients, 10.0%(70/697) from
Asia-Pacific, 7.3%(51/698) from Western Europe, 7.3%(179/2453)
from Eastern Europe, and 5.3%(74/1407) from North Ame-
rica had LTBI. LTBI treatment initiation occurred prior to
(88.2%[330/374]), with (6.1%[23/374]), or after (5.6%[21/374])
the first dose of study drug (median, -8.0 days; interquartile
range, -20.0 to -2.0). LTBI treatments included isoniazid (82.1%),
rifampicin (11.8%), and other medications (17.4%); 89.8% re-
ceived monotherapy. No new-onset TB or LTBI activation was
observed in any guselkumab-treated patient. During the placebo-
controlled period, rates of adverse events (AEs) and serious AEs
were similar for guselkumab- and placebo-treated patients in the
LTBI+ and LTBI- groups (Table 1). Through the end of follow-
up, guselkumab-treated LTBI+ and LTBI- patients had similar
cumulative rates of AEs and serious AEs. Through Year 1, alanine
aminotransferase (ALT) and aspartate aminotransferase (AST)
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elevations were more common in the LTBI+ versus LTBI- group;
<2% of LTBI+ patients had CTCAE Grade 3 elevations versus
0.5% of LTBI- patients (no LTBI+ patients had Grade 4 elevations)
(Table 2). From Year 1-5 (after ~98% of LTBI+ patients completed
prophylaxis [median (interquartile range) treatment duration = 185
(124-274) days]), proportions of LTBI+ patients with elevated
ALT/AST were generally similar to the LTBI- group.
Conclusions: No cases of new-onset TB or LTBI activation were
observed in up to 5 years of treatment with guselkumab. Gusel-
kumab safety was generally similar in LTBI+ and LTBI- patients.
Consistent with the known safety of LTBI medications,(6) ALT/
AST elevations were more common in LTBI+ versus LTBI-
patients through Year 1; however, <2% of LTBI+ patients had
Grade 3 elevations and 0 had Grade 4 elevations. Rates of ALT/
AST elevation were generally similar in LTBI+ and LTBI- pa-
tients post-LTBI treatment. The absence of observed TB risk in
guselkumab-treated patients suggests guselkumab may be a better
treatment option than TNFi in high-risk patients, including those
in TB-endemic regions.
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Table 1. Safety in Guselkumab-Treated LTEl+ and LTBI- Patients
Placeba-Controlied Period Theough Erd of Ri
Placebo Guselkumab All Gusell
B+ LTBI- T8+ ITBI- B+ [
Treated patients, N n 950 188 2065 313
Mean duration of follow-up, weeks 196 19.4 20.2 19.8 1290
Mean exposure (no. of administrations) 68 74 7.0 7.2 249
Patients with active TB, n o o o o o
Patients with =1 AL, n (%) 33 [46.5%) 475 (48.0%) 90 (47.9%) 999 (48.3%) 227 (72.5%]
Patients with 21 serlous AE 2(2.5%) 23{2.3%) 4{2.1%) A2 (2.0%) 3B (12.1%)
*LTBK, N=310; [TBI-, N=3909 (data not availlable for the PoO Phase 3 Japan registration study).
Table 2. Guselumats Treated Fatieats WA Eleatid ALT and AST by fear
| Through ¥ear 1 | YewriTheoughteard | Veard Throughteard | Vear3Theoughteard [ Veard Thiough Year §
| I I O O I O T T
Patints with incrosed ALT, & (%)
O 296 3846 T [T 155 ) B 3 0] [
CTCAE Grade || 114(38.50%) | 12323200 | 53 (223%) | 702 GEAW) | 251179 | 330(184%) | 18019.4% | 234 LW | 041 | 194 (18.5%]
CTCALGrade2 | 30043 TOLPR | t@an | woma | 10w | sl o FoEN | aaw | 3w
CIAE Graded | B(L0W) W | 1oew | 80N B 1w | T | e B T
CTCAE Grade 4 B B T O B G T 0 B T
Fatienks W Incrasad K51, %)
W 96 N T & o w 3
[CWAEGrase1 | waisiew | 8421w | 38(aow | 412 (209 | 171110W) | 189qi05%) | 1506.00 | S00L0W | 046w | 95miw
CTCAE Graoe 2 TR ] O Tenaw | 1oew | TmAw | aam | smew | iuam | aweam
CTEAL G 3 Sam Wiesw | 1Ban | naw | diam | amow B = B L]
CTCAE Gt 4 B T B O B B B g B B
CTCAE, United States National Cancer institute Comman Terminology Criteria for Adverse Events.

*Results do not include data from the P50 Phase 2 %-PLORE study, which did nat repert CTCAE touicity grading.
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CLINICALPREDICTORS OFIL-17AND IL-23 INHIBITORS
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Luca Mastorino, Paolo Dapavo, Simone Ribero, Pietro Quaglino,
Michela Ortoncelli
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Introduction & Objectives: De-escalation strategies of biologics
in psoriasis treatment are widespread in clinical practice. Dose
spacing (D-S) consists of de-escalating the time range between
biological drug injections. This strategy could both reduce treat-
ment costs and increase patients’ compliance with therapy after
an initial stable response.

Materials & Methods: A retrospective cohort study from January
2017 to December 2022 was conducted at the dermatologic clinic
of the University of Turin.

All consecutive adult psoriatic patients undergoing D-S of IL-23
and IL-17 inhibitors were enrolled.

Major objectives were: to identify phenotypic characteristics re-
lated to the selection of patients candidable for therapeutic D-S;
describe trends in mean PASI, PASI100, PASI90, and PASI<=1
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from baseline to 12 months after D-S, and drug survival analysis
of dose-spaced regimen.

Pre-post analysis between mean PASI at dose spacing and baseline,
and time points following dose-spacing 3, 6, 9, and 12 months
was also conducted.

Results: Of 1144 patients treated with IL-23 and IL-17 inhibitors
61 patients underwent D-S. They presented with less mean ba-
seline Body Mass Index (BMI) (p =0.011) and PASI (Psoriasis
Area Severity Index) (p =0.044) and were more frequently bio-
experienced (p =0.033).

After 12 months from dose-spacing 42.9%, 85.7%, and 92.9% of
observed patients achieved PASI 100, 90, and <I.

There were no significant differences in mean PASI between D-S
and subsequent time points. The D-S survival was 70% at 1 year.
Conclusion: Therapeutic modulation, such as D-S, is an effective
strategy in most psoriasis patients showing a clear or almost clear
response of the skin, maintained over time.
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TREATMENT OF PSORIASIS: A TWO-CENTER STUDY
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Introduction: Recent years, biologics targeting IL-17 and 1L-23
were prescribed as the latest and most effective treatment to ma-
nage moderate-to-severe chronic psoriasis. However, real world
data comparing drug survival and efficacy of these agents in daily
practice are lacking.

Objectives: This study aims to assess the drug survival, efficacy
and safety between anti-IL23 and anti-IL.17 biologics and each bio-
logics (Guselkumab, Secukinumab, Ixekizumab, Risankizumab).
Methods: This is a retrospective cohort study involving pa-
tients with moderate to severe psoriasis who have treated with
one of 4 biologics (Guselkumab, Secukinumab, Ixekizumab,
Risankizumab) in Kyung Hee University Hospital and Kyung
Hee University hospital at Gang-dong from 2018 to 2022. Drug
survival was assessed with Kaplan—Meier survival analysis and
Cox regression analysis.

Results: A total of 211 treatment courses (total patients: 176) were
included in this analysis. The cumulative survival rate of anti-IL23
and anti-IL17 biologics at 18 months were 73.5%, 72.8%. The cu-
mulative survival rate of each biologics at 18 months were 66.3%
for guselkumab, 64.5% for secukimab, 85.6% for ixekizumab,
92.6% for risankizumab. There was no significant difference in
drug survival between anti-IL23 and anti-IL17 biologics. Using
secukinumab as reference, survival of risankizumab and ixeki-
zumab was statistically significantly higher. Prior exposure to
TNF-inhibitor significantly increased risk of drug discontinuation,
while presence of psoriatic arthritis was protective.

Conclusion: In this two-center retrospective cohort study, every
biologics’ cumulative survival rate at 18 months were over 60%.
Both anti-IL17 and anti-IL23 appeared to have same drug survival
and efficacy. It is important to make a choice based on patient and
provider preferences.
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Introduction: Psoriasis, a chronic autoimmune disease, poses
significant physical and psychological challenges to those affected.
Risankizumab, an interleukin-23 inhibitor, has shown marked ef-
fectiveness in controlled trials and has maintained its efficacy in
real-world studies. However, existing studies primarily focus on
risankizumab’s performance under approved dosing schedules,
leaving its potential in dose-optimized scenarios unexplored.
This gap is particularly relevant as dose optimization becomes
a focal point in psoriasis management, prompting the need for a
comprehensive evaluation of risankizumab’s effectiveness and
safety in such contexts.

Methods: We conducted an international, multicentre retrospec-
tive study of patient charts from academic dermatology clinics in
Canada and Portugal. Patients included in this study were adults
aged 18 years diagnosed with moderate-to-severe plaque pso-
riasis. All participants initially received risankizumab at standard
dosing, with subsequent adjustments to dose frequency tailored to
individual patient needs. Effectiveness was measured by achieving
a Psoriasis Area and Severity Index (PASI) improvement of €90%
(PASI90) or a Physician Global Assessment (PGA) of clear (0)
or almost clear (1). Safety assessments included adverse event
reports and discontinuation rates.

Results: The study involved 82 patients, predominantly male
(63.4%), with a mean age of 51.4 years. Before risankizumab,
patients were primarily treated with adalimumab, guselkumab,
and ustekinumab. At the time of dose optimization, patients had
an initial mean PASI score of 3.7, with the average time on risan-
kizumab prior to dose optimization being 212.2 days. The majority
of our patients were optimized to receive psoriasis every 8 weeks
(72%, 59/82), and most patients were optimized due to lack of
desired efficacy. A minor subset of our cohort preferentially chose
to prolong their dosing schedule (4.8%, 4/82).

Conclusion: After dose optimization, 90.2% (74/82) of our pa-
tients achieved PASI90 or PGA 0/1. Additionally, 37.8% (31/82) of
our patients achieved PASI100. Adverse events were uncommon,
with only 3 patients reporting at least one adverse event, and only
one case (alopecia) resulting in risankizumab’s discontinuation.
One adverse event was also reported as an isolated thrombosis
event, which upon further work-up was found to be unrelated to
risankizumab. Discontinuation was reported in 18.3% (15/82) of
patients, with 73% (11/15) of them being due to lack of efficacy.
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Dose optimization has been documented in literature for other
biologics in psoriasis treatment, which conclude that this is a safe
approach to enhancing patients who are otherwise not achieving
satisfactory outcomes. The outcomes of our current study reaffirm
these previous findings, with the added novelty of investigating
this approach with risankizumab. Additionally, both increasing
and decreasing the dosing interval, beyond the standard dosing,
yielded favourable outcomes. Despite limitations like patient he-
terogeneity and sample size, these findings advocate for further,
more controlled research to validate dose optimization as a viable
strategy in psoriasis therapy with risankizumab.
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Introduction: The UltIMMa-1 and UltIMMa-2 phase 3 trials
established the efficacy of risankizumab in treating moderate-
to-severe psoriasis, yet real-world data on its effectiveness and
safety remain limited. This knowledge gap is particularly relevant
considering the divergence in patient profiles between controlled
trials and the real-world setting, where comorbidities and systemic
medication use are more prevalent. This study presents the 16-
week real-world outcomes of risankizumab in treating moderate-
to-severe plaque psoriasis.

Methods: In this international, multi-centre retrospective study,
moderate-to-severe psoriasis patients from academic dermatology
clinics in Canada and Portugal were included. Included patients
were aged >18 years and received risankizumab for at least 16
consecutive weeks of treatment. Effectiveness was assessed by
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the achievement of a 90% improvement in the Psoriasis Area and
Severity Index (PASI90) or a Physician Global Assessment (PGA)
of clear (0) or almost clear (1) at 16 weeks. Safety was evaluated
through reported adverse events and discontinuation rates.
Results: The cohort consisted of 388 patients with a mean age of
51.9, 60.8% (236/388) of whom were male. The baseline mean
PASI score was 12.7, with methotrexate and adalimumab being the
most common prior systemic and biologic treatments, respectively.
Concomitant systemic therapy was present in 5.2% (20/388) of
the cohort, with methotrexate being the most commonly used
concomitant medication (35%, 7/20). Following 16 weeks of
risankizumab, 75% (291/388) of our patients achieved a PASI90
or PGA 0/1 (287/388). Notably, PASI100 was achieved by 38.4%
(149/388) of our patients. Adverse events were reported in 1.9%
(7/388) of patients, leading to discontinuation in cases of derma-
titis and diarrhea. Overall, 8 patients discontinued risankizumab,
5 due to loss of efficacy.

Conclusion: This study confirms risankizumab’s efficacy in a
real-world setting, even among patients with comorbidities and
on concomitant medications, mirroring the success rates observed
in clinical trials. It represents the first real-world risankizumab
study with a multinational cohort of a size comparable to those
of controlled trials. However, our study remains limited by the
heterogeneity of our patient population and the absence of a
comparator control group. Additional investigations with control
populations are necessary.
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Introduction: Risankizumab has been established as clinically
superior to ustekinumab and adalimumab through controlled tri-
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als, particularly in achieving a 90% improvement in the Psoriasis
Area and Severity Index (PASI90) and a Physician’s Global As-
sessment (PGA) of clear (0) or almost clear (1) for patients with
moderate-to-severe psoriasis. However, these trials often do not
fully encapsulate the comorbidities and treatment complexities
frequently encountered in the real-world patient population.
Consequently, there is a crucial need for real-world data to eva-
luate risankizumab’s effectiveness and safety in a broader, more
representative patient cohort. This study aims to address this gap
by assessing the 1-year outcomes of risankizumab in treating
moderate-to-severe psoriasis in a real-world context.

Methods: Our international multicenter retrospective analysis in-
cluded adult patients (>18 years) from tertiary academic clinics, in
Canada and Portugal, diagnosed with moderate-to-severe psoriasis.
Successful respondents were patients who achieved PASI90 or
PGA 0/1 at the 1-year follow-up period, and safety was assessed
via reported adverse events and discontinuation cases.

Results: This analysis included 291 patients, with the mean age
being 50.7, and males composing 62.5% (182/291) of the cohort.
Biologically-naive patients represented 56.4% (164/291) of pa-
tients, and 6.5% (19/291) utilized concomitant systemic therapy
in conjunction with risankizumab. At 1-year of follow-up 90.7%
(264/291) of patients achieved PASI90 or PGA 0/1, and 56.4%
(164/291) achieved PASI<I. Adverse events were rare, with only
4.5% (13/291) reporting at least one adverse event. Fatigue was
reported as the most common adverse event (23%, 3/13), and none
of the adverse events were severe. Furthermore, discontinuation
events were also rare with 7.9% (23/291) discontinuing risanki-
zumab, none of which were due to adverse events.

Conclusion: In summarizing our findings, risankizumab has
demonstrated notable effectiveness and safety in a real-world
cohort of patients with moderate-to-severe psoriasis over a 1-year
period. These results contribute valuable perspectives on the drug’s
utility in managing a condition that presents with diverse clinical
presentations and comorbidities, more reflective of everyday
clinical scenarios than controlled trial environments. While our
data suggest promising outcomes, it is essential to interpret these
findings within the context of the study’s limitations, including the
heterogeneity of the patient population and the absence of a com-
parator group. Consequently, the pursuit of further studies, ideally
incorporating control groups while maintaining a broad array of
patient demographics, is imperative to validate and extend our
understanding of risankizumab’s real-world efficacy and safety.
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Introduction: Biologic therapy has increasingly been adopted
in dermatological practice, especially for managing moderate-
to-severe psoriasis. While the literature endorses the practice
of transitioning between different generations of biologics, the
efficacy and safety of switching within the same class of biolo-
gics remains understudied. Interleukin (IL) inhibitors, a newer
generation class of biologics used in psoriasis therapy, are at the
forefront of this inquiry. This systematic review aims to address
this knowledge gap by analyzing the efficacy and safety outcomes
of switching between IL inhibitors in the treatment of psoriasis.
Methods: Following PRISMA guidelines, a search of OVID’s
MEDLINE and Embase databases was conducted. The evidence
quality was appraised using the Oxford Centre for Evidence-Based
Medicine Levels of Evidence. Thirteen articles were included
after screening, involving 665 patients (mean age 53.9; 64.4%
male) treated with IL-17 (596 patients) and IL-23 (69 patients)
inhibitors. Efficacy was measured by the achievement of PASI90
or a Physician’s Global Assessment (PGA) score of 0 or 1. Safety
was evaluated based on reported adverse events.

Results: The analysis indicated that primary and secondary
failures were the main reasons for switching within the IL-17
inhibitors group, with 61.4% (366/596) and 20% (119/596) of
patients switching due to these reasons, respectively. For IL-23
inhibitors, primary and secondary failures were also the sole
reasons for switching. Post-switch, 60.6% (361/596) of the IL-
17 inhibitor group and 26% (18/69) of the IL-23 inhibitor group
achieved PASI90. Additionally, 80% (329/411) of patients in the
IL-17 group and 76% (10/13) in the IL-23 group reached a PGA
score of 0 or 1. Adverse events were minimal, with injection site
reactions reported in 1.8% (12/665) of patients.

Conclusion: This review demonstrates that switching between IL
inhibitors is a viable option for patients unresponsive to their initial
biologic treatment, with a favourable safety profile. The potential
role of genetic polymorphisms in IL-17 and IL-23 receptor genes
may explain the variability in treatment responses, although this
area requires further investigation.

The study is limited by data heterogeneity and a small sample size,
underscoring the need for larger, more controlled studies to solidify
these findings. This systematic review confirms the practicality
of'intra-class biologic switching and highlights the importance of
continued research to optimize treatment strategies for psoriasis.
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Introduction: Treatment satisfaction is defined as the degree to
which patients perceive that their treatment fulfils their health
needs. It is a predictor of adherence and influences patient outco-
mes. In chronic diseases, such as psoriasis, treatment satisfaction
is an essential driver of disease control. Despite the increasingly
effective treatments, up to 40% of patients are non-adherent and
treatment dissatisfaction is thought to contribute towards this.
Objectives: To describe the characteristics of the psoriasis partici-
pants, their treatment, and results from the Treatment Satisfaction
Questionnaire for Medication-9 (TSQM-9) in the HIPPOCRATES
Prospective Observational Study (HPOS).

Methods: HPOS is a prospective observational online study of
adults with psoriasis, with the aim to identify patients at risk of
developing psoriatic arthritis (PsA). Inclusion criteria includes
presence of psoriasis, >18 years old and no diagnosis of PsA. It
was launched in the United Kingdom and Ireland in 2023 and is
being widely advertised via emails, newspaper articles, NHS app,
social media, and radio.

Participants were asked to complete online questionnaires covering
demographics, self-reported psoriasis activity and the Psoriasis
Epidemiology Screening Tool (PEST). Those who were PEST ne-
gative (score<3) were asked to complete the Treatment Satisfaction
Questionnaire for Medication-9 (TSQM-9). The questionnaires
are repeated every 6 months for 3 years. Satisfaction across the
different components of the TSQM-9 and the different treatment
modalities were evaluated through a Student t-test.

Results: Of the 1224 psoriasis participants who enrolled in 2023,
the majority were female (63%, 772/1224) and had mean age 51
years (standard deviation 14.7). Half (50%, 529/1049) reported
having a family history of psoriasis. Table 1 summarises the pat-
tern and severity of the psoriasis reported; the majority had mild
to moderate psoriasis.

Of those participants who were PEST negative, 475 answered the
TSQM-9. Table 2 summarises the different components of the
TSQM-9 globally and across the different treatment modalities.
Most participants (67%, 317/475) were on topical treatment, with
only 5% (n=26) on oral medications, 11% (n=51) on biologic/
injectable medications, 15% (n=73) were not on any treatment,
and 2% (n =8) did not report their treatment option. Convenience
of treatment modality scored higher than global satisfaction and
effectiveness, with biologic/ injectables scoring the highest in
all the domains, followed by oral medications and then topical
treatments (p <00.1).

Conclusion: In the HPOS cohort, participants mainly had mild
to moderate psoriasis and were mostly on topical treatments. In
line with other studies [ 1, 2], we found that those who were taking
biologic/ injectables had the highest satisfaction scores across all
domains (convenience, global satisfaction and effectiveness. Opti-
mising satisfaction with treatment is crucial to improve adherence;
dissatisfaction may result in non-adherence, which in turn may
be misinterpreted as treatment failure and lead to an otherwise
effective treatment being discontinued [3].

Funding: HIPPOCRATES has received funding from the Inno-
vative Medicines Initiative 2 Joint Undertaking (JU) under grant
agreement no. 101007757. The JU receives support from the
European Union’s Horizon 2020 research and innovation program
and EFPIA.
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CARDIOVASCULAR SAFETY OF USTEKINUMAB
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Introduction: There is substantial epidemiologic evidence that
psoriasis (PsO) and psoriatic arthritis (PsA) are associated with a
higher prevalence of cardiovascular risk factors and an increased
risk of cardiovascular disease. Evidence from real-world settings
on the comparative cardiovascular safety of available biologic
treatments for PsO and PsA remains limited, however.
Objectives: The primary objective of this post-authorization
safety study (EUPAS49873) was to estimate and compare the
long-term risk of major adverse cardiovascular events (MACE)
in PsO and PsA patients initiating treatment with ustekinumab
relative to patients initiating treatment with etanercept in routine
clinical practice.
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Methods: This observational cohort study based on an active-
comparator, new-user design, used patient-level data from Swedish
population-based national registers. Biologic-naive adult patients
(>18 years) diagnosed with PsO and/or PsA who initiated treatment
with either ustekinumab or etanercept between July 2009 and 30
December 2021 were included, with patients allocated to mutually
exclusive cohorts based on first drug initiated during the inclusion
period. The primary outcome was incident MACE, defined as
myocardial infarction, ischemic stroke, or cardiovascular-related
death. Patients were followed from initiation of treatment until
MACE, death, emigration, or end of study period, whichever
came first. Adjusted hazard ratios (HR) were estimated using
cause-specific Cox proportional hazards regression models with
stabilized inverse probability of treatment weighting (IPTW) by
propensity scores. A broad range of potential confounding factors
were adjusted for, including e.g., age, sex, education level, marital
status, presence of PsA, as well as cardiovascular risk factors
such as obesity, diabetes, dyslipidemia, hypertension, and history
of MACE. A robust variance estimator was used to account for
the within-subject correlation introduced through the weighting.
Standardized differences were used to assess balance of baseline
characteristics achieved in the weighted population, with standar-
dized differences<10% required for all variables. Several predefi-
ned sensitivity and subgroup analyses were performed to test the
robustness of results and investigate potential effect modification.
Results: In total, 525 biologic-naive ustekinumab and 4,888
biologic-naive etanercept patients were eligible for inclusion.
Mean (SD) age was 50.4 (15.6) years in the ustekinumab cohort
and 50.5 (14.0) years in the etanercept cohort, 38.3% and 51.1%
were female, respectively, and 23.8% and 72.5% of patients had
a diagnosis of PsA, respectively. A total of 21 and 191 MACE
events were observed in the ustekinumab and etanercept cohorts
during a mean (SD) of 5.0 (3.1) and 5.4 (3.0) years of follow up,
respectively, corresponding to crude incidence rates of 0.79 (95%
CI: 0.52-1.22) and 0.72 (95% CI: 0.63—0.83) per 100 person years.
The IPTW-adjusted HR of MACE comparing ustekinumab vs.
etanercept was 1.04 (95% CI: 0.40-2.70; p-value: 0.93). Similarly,
there were no significant differences in risk of MACE across any
of the pre-specified sensitivity or subgroup analyses.
Conclusions: In this nationwide study of Swedish PsO and PsA
patients treated with ustekinumab or etanercept spanning more
than ten years, the overall risk of MACE was low and no signi-
ficant difference in risk of MACE between the two treatments
was observed.

Figure 1. IPTW-adjusted survival curves, HR with 95% CI; ustekinumab vs. etanercept
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Introduction: The comparative efficacy of biologics in treating
palmoplantar psoriasis (PP) and palmoplantar pustulosis (PPP)
remains ambiguous.

Objectives: This study aims to conduct a systematic review and
network meta-analysis (NMA) to compare the efficacy of biologics
for the treatment of PP and PPP.

Methods: This NMA was conducted and reported following the
Preferred Reporting Items for Systematic Reviews and Meta-
analyses Extension Statement for Network Meta-Analyses guide-
lines. MEDLINE, Embase, and the Cochrane Central Register of
Controlled Trials were systematically searched for relevant studies
from inception up to January 22, 2023. Two authors independently
screened titles, abstracts, and full-text articles to identify potential
randomized controlled trials. Out of the initially identified studies,
1.4% met our inclusion criteria. Frequentist random-effects mo-
dels NMA was performed with the surface under the cumulative
ranking curve calculated for ranking. Our primary outcome was
the proportion of patients achieving a clear/minimal Palmoplantar
Psoriasis/Pustulosis Physician Global Assessment score (PPPGA
0/1 or PPPPGA 0/1) response at 12 to 16 weeks. The secondary
outcome was the percentage of palmoplantar score improvement
at 12 to 16 weeks.

Results: The study comprised a total of 24 randomized controlled
trials (RCTs), involving 4,037 psoriasis patients with palmoplan-
tar diseases. Regarding PP, 10 RCTs with 8 different treatments
including adalimumab, bimekizumab, etanercept, guselkumab,
infliximab, ixekizumab, secukinumab, and ustekinumab were
included for the analysis. In the NMA of PP, secukinumab 300 mg
ranked highest (odds ratio [OR] 33.50, 95% confidence interval
[CI] 4.37-256.86) in achieving PPPGA 0/1, followed by gusel-
kumab 100 mg (OR 18.68, 95% CI 10.07-34.65). For PPP, a total
of 7 RCTs with 5 treatments including etanercept, guselkumab,
imsidolimab, spesolimab, and ustekinumab were included for the
analysis. In the NMA of PPP, although no treatment demonstrated
a significant difference compared to placebo in achieving PPPPGA
0/1, guselkumab 100 mg exhibited the most significant improve-
ment in the palmoplantar score (weighted mean difference 31.73,
95% CI 19.89-43.57) as a secondary outcome.

Conclusions: Among all available biologics for PP, secukinumab
300 mg demonstrated the best clinical efficacy in the achievement
of PPPGA 0/1 at 12 to 16 weeks. In the case of PPP, guselkumab
100 mg presented the greatest improvement of the palmoplantar
score at 12 to 16 weeks.
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Introduction: Psoriasis is a chronic inflammatory disease that
profoundly impairs patients’ social, emotional, functional, and
physical condition as well as their families’, impacting on their
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overall well-being (1). An effective management and control of the
disease can help maintaining long-term well-being. Tildrakizumab
is an interleukin-23p19 inhibitor indicated for the treatment of
moderate-to-severe plaque psoriasis with demonstrated long-term
efficacy and safety (2,3).

Objectives: The objective of this analysis was to assess the effect
of'tildrakizumab on the overall well-being of patients with mode-
rate-to-severe psoriasis treated with tildrakizumab in routine care.
Methods: POSITIVE is an ongoing 24-month, phase IV obser-
vational multinational study in adult patients with moderate-to-
severe plaque psoriasis treated with tildrakizumab (4). Participant
countries are Austria, Belgium, France, Germany, Italy, Spain,
Switzerland, The Netherlands, and United Kingdom. Well-being
was assessed through the 5-item WHO Well-being Index (WHO-
5). The overall score ranges from 0 to 100, where O=absence of
well-being and 100=maximal well-being (5). As a reference, the
mean WHO-5 score in the general population of the countries
participating in the POSITIVE study was calculated to be 64.9
(6), and was 52.2 among women with breast cancer or 51.4 among
patients with diabetes with distress (7, 8). The threshold for a
clinically relevant change is considered to be 10 points (5). Here,
we report 52-week interim data using an observed cases approach.
Results: A total of 400 patients were included (63.3% male,
mean +95%CI age of 46.5+ 1.5 years, mean body mass index of
28.4+0.6 kg/m?, 72.5% biologic-naive patients). Mean+95%CI
time since psoriasis diagnosis was 15.1+1.3 years. Mean + 95%CI
WHO-5 score significantly increased from 53.8+2.2 at baseline
to 65.2+2.2 at week 16 (p<0.0001; mean change from baseline
of 11.3), to 66.0+2.3 at week 28 (p <0.0001; mean change from
baseline of 11.5), and to 65.7+2.7 at week 52 (p<0.0001; mean
change from baseline of 11.1). The mean +95%CI individual WHO-
5 item scores at baseline, week 16, and week 52 were 11.6+0.5,
14.2+0.5, and 14.3+0.5 for “I have felt cheerful and in good
spirits®, 10.7+0.5, 13.4+0.5, and 13.4+0.6 for “I have felt calmed
and relaxed”, 10.4+0.6, 12.7+0.5, and 12.6+0.6 for “I have felt
active and vigorous”, 9.5+0.6, 11.6+0.6, and 12.0+0.7 for “I
woke up feeling fresh and rested”, and 11.8+0.5, 13.3+0.5, and
13.3+0.6 for “My daily life has been filled with things that interest
me”, respectively (p <0.0001 for all comparisons with baseline).

Conclusions: Patients with moderate-to-severe plaque psoriasis
showed an impaired well-being score, comparable to other impac-
ting diseases, such as breast cancer or diabetes with distress, which
highlights the unmet needs in the management of psoriatic patients.
Tildrakizumab significantly improved patients’ well-being in
patients with moderate-to-severe plaque psoriasis, achieving a
well-being status similar to the general population after 16 weeks,
which was maintained up to week 52.
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TREATMENT IN PSORIASIS: A CASE SERIES OF 49
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Introduction: Psoriasis, a chronic inflammatory skin condition,
affects a significant global population. Bimekizumab, an inter-
leukin (IL)-17A and IL-17F targeting monoclonal antibody, has
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demonstrated promising results in clinical trials for psoriasis. Ho-
wever, real-world evidence is crucial to validate its effectiveness.
Objectives: The primary aim of this investigation is to assess the
real-world efficacy of bimekizumab treatment in patients with
moderate to severe psoriasis. Specifically, we aim to evaluate its
impact on the Psoriasis Area and Severity Index (PASI) scores
and the Dermatology Life Quality Index (DLQI) in a cohort of
49 patients.

Methods: We conducted a retrospective case series involving
49 adult patients with moderate to severe psoriasis who initiated
bimekizumab treatment at our institution. Patients received sub-
cutaneous injections of bimekizumab 320 mg at weeks 0, 4, and
every 8 weeks thereafter. Effectiveness was evaluated using the
Psoriasis Area and Severity Index (PASI) scores and the Dermato-
logy Life Quality Index (DLQI) at baseline, week 4, and week 12.
Results: The average age of participants was 62 years, with a ma-
jority being female (59%). Among the patients, 11 (22.4%) were
treatment-naive, 38 (77.6%) switched from other biologics, and 15
(30.6%) had prior experience with IL-17 inhibitors. Additionally,
13 patients (26.5%) had psoriatic arthritis, 13 (26.5%) had palmo-
plantar psoriasis, 10 (20.4%) had nail psoriasis, 11 (22.4%) had
scalp psoriasis, and 4 (8.2%) had genital involvement. By week
4, the mean PASI score improved from 9.7 at baseline to 2.8, and
by week 12, it was 1.3. The mean DLQI improved from 10.9 at
baseline to 2.5 at week 4 and 1.6 at week 12. Furthermore, at week
4,28 patients (57.1%) achieved PASI 90, and 7 (14.2%) achieved
PASI 100. By week 12, 36 patients (78.2%) achieved PASI 90, and
22 patients (47.8%). 3 patients (6.1%) discontinued bimekizumab
treatment, with 1 due to persistent middle ear candidiasis and 2
due to secondary failure.

Conclusion: Our case series involving 49 patients provides
evidence supporting the efficacy of bimekizumab in improving
psoriasis, even in those who have previously received multiple
biological agents. Additionally, no serious adverse events were
observed. These encouraging findings endorse the utilization
of bimekizumab in real-world clinical settings. Nevertheless,
larger-scale studies with longer follow-up periods are warranted
to confirm and solidify these results.
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Belgium, *Ecole de Santé Publique, Université libre de Bruxelles, Belgium
Introduction: Psoriasis is a chronic autoimmune skin disorder,
affecting 2% of the population worldwide (1). Psoriasis is asso-
ciated with various comorbidities, especially arthritis (2). It is a
multifactorial disease, with genetics interacting with environme-
ntal factors. As the number of the therapies increases, Belgium
decided to establish its own registry. Analysis of the evolution
of psoriasis through follow-up data may inform about clinically
relevant subgroups and personalized treatments.

Objective: The main objective is to study the effect of treatments
by analysing the evolution of the Psoriasis Area and Severity Index
(PAS]I) score from the first inclusion to the follow-up and assess
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patient characteristics responding favourably to certain treatments
compared to others.

Material and Methods: We conducted a retrospective study,
for patients having undergone a follow-up consultation but not
responding to the follow-up questionnaire.

Collected data included socio-demographic and lifestyle change,
psoriasis related characteristics, treatment change, as well as new
associated diseases.

Results: We collected data from 104 patients. Among these
patients, 36 (34.6%) had a follow-up between 10 to 20 weeks
(short term), while 68 (65.4%) had their follow-up after 40 weeks
(long-term). We assessed the response to treatment by change in
their PASI score. Patients were classified as responders if their
PASI score decreased by more than 75% between the initial visit
and the follow-up. In this cohort, 52% of patients responded to
their treatment. In the short term, from patients under biothera-
pies, systemic conventional therapies, and topicals/phototherapy,
54.4%, 40% and 30% responded to their treatment respectively.
At long-term follow-up, an increase in response was observed
in patients receiving biotherapies (61.9%). However, patients
undergoing systemic conventional therapy tend to respond better
in the long term (66.7%). Patients receiving topicals/phototherapy
also showed an increased response in the long term (41.2%). At
short-term, the median age is 33 years [IQR: 24-61] for responders
and 61 years [IQR: 38-68] for non-responders. Non-responders
experienced significantly more triggers for their psoriasis flares,
particularly with stress and cold weather (p-value 0.09 and 0.034
respectively). Additionally, non-responders in the short term have
a significantly higher prevalence of large plaque phenotype compa-
red to responders (p-value 0.032). Patients who receive treatment
promptly after the onset of their first lesions have better responses
(p-value<0.0001). Patients treated rapidly with biotherapy show
significant short-term responses (p-value 0.012), while those under
systemic conventional therapy have better long-term responses
(p-value 0.049).

Conclusion: Patients having biotherapy tend to respond faster to
treatments, while patients undergoing conventional therapy will
eventually respond equally but may take longer to react. Topical
treatments also tend to give a delayed response. Treating patients
promptly leads to a significantly better and quicker response, espe-
cially for biotherapies. Large plaque phenotype is a characteristic
found in short-term non-responders.
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IS SUPER-RESPONSE TO ANTI-IL23 THERAPY IN
PSORIASIS A PREDICTOR OF LONG-TERM RESPONSE?
Diana Patricia Ruiz Genao, Marta Menendez-Sanchez, Joseph Si-
mon Griffiths Acha!, Giulia Greta Dradi, Diego de la Vega Ruiz,
Elia Perez-Fernandez!, Jose Luis Lopez-Estebaranz

Hospital Universitario Fundaciéon Alcorcon, Alcorcon, Spain

Introduction: Psoriasis patients that present a fast and complete
improvement with treatment are called “super-responders” (SR)
and the cause of their response is yet to be found. We have pre-
viously published a retrospective observational study of 86 patients
treated with antilL.23 therapy to quantify and characterize those
SR patients (1). We defined SR patients as those who achieved
PASI 0 at week 16 and 24 of treatment. In multivariate analysis,
only differences in response were found exclusively according to
treatment administered. Patients treated with risankizumab had
a significantly higher probability of having super-response than
those treated with tildrakizumab.

Objectives: The present study aimed to determine if super-
response is a predictor of good long-term response.

Methods: We performed a retrospective observational study to
analyze the clinical outcome after 52 weeks of treatment under
IL23 inhibitors of the previously described cohort of patients.
Results: While 73% of SR patients maintained PASI 0, only 27%
of non-SR patients achieved PASIO at 52 weeks. We found no
significant clinical differences comparing SR and non-SR groups’
long term response.

Conclusions: Despite the interest of prospective studies with
larger number of patients to find differences between the SR cha-
racteristics related with the different IL-23 inhibitors, our study
highlights that a more powerful inhibition of IL23 may be related
with a higher percentage of SR to this group of drugs. This early
excellent response is related to a long term efficacy of the drug.
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EVALUATION OF REAL-WORLD EFFECTIVENESS
AND SAFETY OF GUSELKUMAB IN PATIENTS WITH
PLAQUE PSORIASIS: DATA FROM A MULTICENTER
OBSERVATIONAL STUDY
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EFFECTIVENESS, PERSISTENCE OF USE, AND SAFETY
OF GUSELKUMAB IN REAL CLINICAL PRACTICE: A
CASE SERIES OF 27 PATIENTS
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Introduction: Psoriasis is a chronic immune-mediated inflam-
matory skin disease with systemic involvement and negative
impact on quality of life of patients. The IL-23/Th17 axis plays an
important role in its pathogenesis. Guselkumab is a fully human
monoclonal antibody that selectively inhibits the p19 subunit
of interleukin-13 and is approved for both moderate-to-severe
psoriasis and psoriatic arthritis.

Objectives: The main objectives of the study were to analyze
the effectiveness, persistence, and safety of guselkumab in a real
clinical practice setting in the University Hospital Joan XXIII of
Tarragona and to compare these data with those observed in the
Clinical Trials.



Methods: A total of 27 patients with moderate-to-severe psoriasis
in treatment with guselkumab for at least 52 weeks of follow-up
were included. Data from PASI, BSA, DLQI, VAS pruritus scores,
persistence and gulsekumab safety were collected and analyzed
up to 52 weeks of follow-up.

Results: Statistically significant improvement was achieved in all
recollected scores (PASI, BSA, DLQI, VAS pruritus) as early as 4
weeks of treatment and continued improving up to 52 weeks. At 52
weeks of treatment, more than a half of the patients (53%) achieved
PASI=9 and 73% achieved PASI <3 (with a mean PASI=0, BSA=0,
DLQI=0 and VAS=0). The overall persistence of treatment with
guselkumab was very high: suspension for all causes was 85%
at 52 weeks while suspension exclusively for safety or efficacy
criteria was 94,4%. No significant adverse effects were reported.
Conclusion: Several studies demonstrated that guselkumab was
effective, safe, and well-tolerated (VOYAGE 1 and 2, ECLIPSE,
NAVIGATE), both in plaque psoriasis and psoriatic arthritis. Its
efficacy in patients with prior failure or adverse effects of other
biological treatments has also been assessed (including anti-TNF,
anti-IL17, anti-IL12/23) and in the treatment of difficult-to-treat
body regions (scalp, palms, soles, and nails). The results of this
study demonstrate that guselkumab is an effective treatment
with high persistence during short and long-term use with a very
favorable safety profile.
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Introduction: European data regarding the effectiveness of bio-
logics in real-world treatment of psoriasis are limited. We have
previously reported the baseline demographics and Week 12 (W12)
effectiveness endpoints observed among the European cohort of
the large-scale observational Psoriasis Study of Health Outcomes
(PSoHO), a prospective, non-interventional study of adult patients
receiving biologics for moderate-to-severe plaque psoriasis.
Objectives: The primary objective is to compare the proportion
of patients treated with anti-IL-17A biologics versus other bio-
logics who achieve at least a 90% improvement in the psoriasis
area and severity index score (PASI 90) and/or a static Physician
Global Assessment score (SPGA) of 0/1 (collectively, the primary
endpoint) by W12 following the initiation or switch of a biologic
therapy. This analysis extends the W12 findings to Month 6 (M6)
and Month 12 (M12).

Methods: This descriptive subgroup analysis of key effectiveness
outcomes included 1,268 patients from 12 European countries.
Categorical variables [unadjusted response rates for the primary
endpoint, PASI 90, and PASI 100 (total skin clearance), and the
proportion of participants with absolute PASI scores <1, <2, and
<3] are reported using percentages, while continuous variables
[change from baseline (CFB) in absolute PASI score] are reported
using mean and standard deviation (SD). Nonresponder imputation
(NRI) was used for imputing missing values.

Results: At M6, achievement of PASI90 and/or sPGA 0/1 was
79.2% in the anti-IL-17A (N =491) cohort [80.5% for ixekizumab
(N=344), 76.2% for secukinumab (N =147)], which was higher
than the 66.9% observed in the other biologics (anti IL-17 receptor
A, anti-1L-12/23, anti-IL-23, and anti-TNFo; N=777) cohort.
PASI 90 and 100 response rates were 68.2% and 51.5% in the
anti-IL-17A cohort, and 51.0% and 33.2% in the other biologics
cohort. Likewise, the proportions of patients attaining low absolute
PASI scores (specifically, <1, <2, and <3) at M6 were higher fol-
lowing anti-1L-17A treatment (67.0%, 76.8%, and 80.7%, respec-
tively) than with other biologics (47.9%, 60.9%, and 67.6%). The
overall highest response rates were seen among patients who had
initiated treatment with ixekizumab (69.2%, 79.4%, and 82.0%)),
brodalumab (N =30) (66.7%, 66.7%, and 70.0%), and secukinu-
mab (61.9%, 70.7%, and 77.6%). The mean CFB in PASI score
at M6 was -13.6 (8.7) for the anti-IL-17A cohort and -11.8 (8.5)
for other biologics.

M6 patterns persisted into M12. Achievement of the primary
endpoint remained more frequent in the anti-IL-17A cohort at
73.3% (75.0% for ixekizumab, 69.4% for secukinumab) than in
the other biologics cohort (66.0%). PASI 90 and 100 response
rates likewise remained higher in those receiving anti-IL-17A
treatment (61.1%, 48.5%) than those receiving other biologics
(51.2%, 39.8%). Accordingly, the proportions of patients with
absolute PASI scores of <1, <2, and <3 also remained higher at
M12 in the anti-IL-17A cohort (60.5%, 70.1%, and 73.3%) than
with other biologics (50.2%, 61.8%, and 67.3%). The M12 CFB
in PASI scores remained -13.6 (8.5) for anti-IL-17A treatments,
while other biologics increased slightly to -12.5 (8.0).
Conclusions: This subgroup analysis of European patients with
plaque psoriasis highlights the sustained high effectiveness of anti-
IL-17A biologics at M6 and M 12 in a real-world treatment setting.
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REAL-WORLD DATA ON THE EFFICACY AND SAFETY
OF IXEKIZUMAB IN PATIENTS WITH PLAQUE
PSORIASIS

Irene Stefanaki’, Natalia Rompoti', Pantelis Panagakis®, Marina
Papoutsaki’, Maria Politou!, Charitomeni Vavouli', Aggeliki Mpe-
fon?, Kousta Fiori’, Lazou Eleni®’, Maria Zaimi', loannis-Alexios
Koumprentziotis', Theodora Zafeiropoulou’, Vasiliki Chasapi’,
Alexander Stratigos', Electra Nicolaidou'

!National And Kapodistrian University Of Athens, Athens, Greece, *De-
partment of Dermatology and Venereology NHS, Andreas Syggros Hospi-
tal, Athens, Greece

Introduction: Psoriasis is a common, systemic, inflammatory
disease with prominent skin and joint manifestationsl. Interleu-
kin 17A (IL-17A) has been identified as a key effector cytokine
that mediates immunopathogenesis of psoriasis2,3. Ixekizumab,
a humanized monoclonal antibody that targets IL-17A, has been
approved for treatment of moderate-to-severe plaque psoriasis and
has been associated with high clinical response and an established
safety profile 4,5.

Objectives: The aim of this study was to evaluate the long-term ef-
ficacy and safety of ixekizumab, in patients with moderate-to-severe
plaque psoriasis in Andreas Syggros Hospital, Athens, Greece.
Methods: We performed a retrospective review of medical records
of patients with moderate-to-severe plaque psoriasis who received
Ixekizumab from January 2021 to December 2023. Eligible pa-
tients were 18 years or older, who had received at least one dose
of Ixekizumab. Clinical data, including demographics, medical
history, previous therapies, psoriatic manifestations, adverse
events, and outcomes were obtained from the patients’ medical
records. Descriptive statistics and logistic regression analysis
were performed to evaluate possible relationship between patient
characteristics and clinical response to Ixekizumab.

Results: Overall, 72 patients were enrolled, 44 (61.1%) males,
with a median age of 55+ 13.4 years. Median BMI was 29,2 +6.4
kg/m2. Baseline disease severity was determined to be moderate
to severe by PASI score (10.3 +8.0). Psoriatic arthritis was present
in 36 (50%) patients. 47 patients (65.3%) were bio-experienced, 25
(34.7%) were bio-naive, and among them 10 patients (13.9%) had
not received any systemic treatment in the past. 61.1% of patients
had at least one comorbidity, with metabolic syndrome reported
in 40.3% of patients. 59/72 and 47/72 patients were treated for
at least 24 and 52 weeks, respectively. A significant reduction
of mean PASI score was observed at 4 weeks of ixekizumab th-
erapy (2.6+3.5), with further improvement recorded at weeks 24
(0.79+1.4), and 52 (1.06 +2.2). Patients were considered as good
responders if they achieved an absolute PASI score<2, according
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to the recommendations of the European Dermatology Forum6.
78.5% and 61.5% of patients were recorded as good responders
at week 24 and 52 respectively. Age, gender, BMI, comorbidities,
psoriatic arthritis, prior biologic therapy, and previous systemic
treatment were not found to be significantly associated with
response. Metabolic syndrome was found to be significantly as-
sociated with lack of response at week 52 (p <0.05). No emerging
safety issues were identified.

Conclusion: This study demonstrates the first cohort of real-
world data of Ixekizumab use in patients with plaque psoriasis in
Greece. Our findings are in line with literature in terms of efficacy
and safety, confirming Ixekizumab usefulness in treating patients
with plaque psoriasis and psoriatic arthritis. Real-world evidence
in larger populations is needed to establish patients’ factors that
predict treatment outcome.
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Introduction: Psoriasis is a chronic inflammatory disease that pro-
foundly impairs patients’ social, emotional, functional, and phy-
sical condition as well as their families’. However, evaluation of
the impact of psoriasis on patients’ families, particularly partners,
in a robust prospective study is missing. In addition, an effective
control of the disease can help maintaining patients’ and partners’
well-being in long-term. Tildrakizumab is an interleukin-23p19
inhibitor indicated for the treatment of moderate-to-severe plaque
psoriasis with demonstrated long-term efficacy and safety (1,2).
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Objectives: The objective of this analysis was to investigate
the impact of psoriasis on the well-being of partners of patients
included in the POSITIVE study.

Methods: POSITIVE is an ongoing 24-month, phase IV observa-
tional multinational study in adult patients with moderate-to-severe
plaque psoriasis designed to investigate patient-reported well-
being using tildrakizumab in a real-world setting (3). Partner’s
well-being was assessed through the FamilyPso questionnaire,
which is a partner self-administrated questionnaire, in absence
of the patient, to assess the burden on partners of patients with
psoriasis (4). The questionnaire has 15 items divided into five
factors: (1) perceived strain by social reactions to the partner’s
psoriasis; (2) strain caused by cleaning; (3) acute emotional strain
attributed directly to the psoriasis; (4) restrictions of social life;
and (5) general emotional strain. The items are scaled in a 5-point
Likert format (range 0-4; O=not true, 4=very true). FamilyPso total
scores below 1.27 indicate normal-to-moderate strain (4). Here,
we report 52-week interim data using an observed cases approach.
Results: The cohort comprised 400 patients, of whom 248 (62.0%)
were married or living in marital union. Mean+95%CI age of
patients was 46.5+1.5 years (19.5% >60 years), and 63.3% of
them were male. Mean + 95%CI time since psoriasis diagnosis was
15.1+1.3 years. Mean+95%CI total FamilyPso score decreased
from 1.3+0.1 at baseline to 0.9+0.1 at week 16 (p<0.0001),
with a mean change from baseline of -0.5, to 0.8+0.2 at week
28 (p<0.0001), with a mean change from baseline of -0.6, and
to 0.7+0.2 at week 52 (»p<0.0001), with a mean change from
baseline of -0.7. The mean +95%CI FamilyPso scores by factor
at baseline, week 16, and week 52 were 1.1+0.2, 0.8+0.2, and
0.7+0.2 for “perceived strain by social reactions to the partner’s
psoriasis”, 1.4+0.2, 0.8+0.2, and 0.7+0.2 for “strain caused by
cleaning”, 1.2+0.2, 0.7+0.2, and 0.5+0.2 for “acute emotional
strain attributed directly to the psoriasis”, 0.9+0.2, 0.5+0.2, and
0.4+0.1 for “restrictions of social life”, and 1.9+0.2, 1.4+0.2, and
1.2+0.2 for “general emotional strain”, respectively (p <0.001 for
all comparisons with baseline).

Conclusions: There is an impact of patient’s psoriasis on social
and emotional well-being of their partners, which highlights the
unmet needs not only in the management of psoriatic patients
but also their families. Tildrakizumab significantly improved
partners’ well-being after 16 weeks and continued to improve
through 52 weeks.
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Introduction: Psoriasis is a chronic inflammatory disease that
profoundly impairs patients’ social, emotional, functional, and
physical condition, impacting on their overall well-being (1). Itch
and skin pain can be two of the most burdensome symptoms as-
sociated with psoriasis (2). Tildrakizumab is an interleukin-23p19
inhibitor indicated for the treatment of moderate-to-severe plaque
psoriasis with demonstrated long-term efficacy and safety (3,4).

Objectives: The objectives of this analysis were to assess the ef-
fectiveness of tildrakizumab on burdensome symptoms in patients
with moderate-to-severe psoriasis in routine care.

Methods: POSITIVE is an ongoing 24-month, phase IV obser-
vational multinational study in adult patients with moderate-to-
severe plaque psoriasis treated with tildrakizumab designed to
investigate patient-reported well-being using tildrakizumab in a
real-world setting (5). Patient-reported outcomes in this analysis
included 11-point Itch-, Pain-, Joint Pain- and Fatigue-Numeric
Rating Scale (NRS), ranging from 0 to 10 (10=worse symptoms)
(6). The percentage of patients with a reduction in NRS scores
from baseline >4 points was calculated for patients with a baseline
NRS scores >4. Here, we report 52-week interim data using an
observed cases approach.

Results: A total of 400 patients were included (63.3% male,
mean+95%CI age of 46.5+1.5 years). The mean+95%CI Itch-
NRS improved from 5.7 +0.3 at baseline to 2.2+ 0.3 at week 16, to
2.1+0.3 at week 28, and to 2.4+0.4 at week 52 (p <0.0001, all).
The mean+95%CI Pain-NRS improved from 4.1 +0.3 at baseline
to 1.5+0.3 at week 16, to 1.4+0.3 at week 28, and to 1.2+0.3 at
week 52 (p<0.0001, all). The mean +95%CI Joint Pain-NRS im-
proved from 2.5+0.3 at baseline to 1.6 +0.3 at week 16,t0 1.5+0.3
at week 28, and to 1.4+0.3 at week 52 (p<0.0001, all). The
mean +95%CI Fatigue-NRS improved from 3.8+0.3 at baseline
to 1.9+0.3 at week 16, to 1.8+0.3 at week 28, and to 1.9+0.3 at
week 52 (p <0.0001, all). At week 28 and week 52, respectively,
69.3%/74.0%/52.1%/65.6% and 64.1%/83.1%/56.0%/60.0% of
patients with a baseline Itch-/Pain-/Joint Pain-/Fatigue-NRS
score >4 achieved a >4-point reduction in Itch-/Pain-/Joint Pain-/
Fatigue-NRS.

Conclusions: Patients treated with tildrakizumab in a real-world
setting achieved rapid and significant reductions in burdensome
symptoms of psoriasis (itch, skin pain, joint pain, and fatigue) after
16 weeks, which were maintained through week 52.
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Introduction: INJ-77242113, a targeted oral peptide, inhibits IL-
23 signaling by binding the interleukin-23 (IL-23) receptor. At all
doses, JINJ-77242113 showed superior efficacy at Week 16 versus
placebo (PBO) in moderate-to-severe psoriasis in FRONTIER-1.!
Objective: FRONTIER-2 was a multicenter, long-term extension,
double-blind, dose-ranging, phase 2b study evaluating efficacy
and safety of JNJ-77242113 in adults with moderate-to-severe
plaque psoriasis who were candidates for systemic treatment or
phototherapy.

Methods: FRONTIER-1 randomized patients 1:1:1:1:1:1 to
INJ-77242113 25mg daily (QD), 25mg twice daily (BID), 50mg
QD, 100mg QD, 100mg BID, or PBO through Week 16. In
FRONTIER-2, patients completing FRONTIER-1 (at Week 16)
continued their assigned dose through Week 52; those randomi-
zed to PBO crossed over to 100mg QD (PBO—100mg QD). The
primary endpoint was the proportion of patients achieving >75%
improvement in Psoriasis Area and Severity Index (PASI7S5) at
Week 52. Response rates were estimated using non-responder
imputation and FRONTIER-1 baseline data.

Results: Response rates among JNJ-77242113—treated patients
from FRONTIER-1 were maintained, across dose groups, through
Week 52 (Figure 1). Patients who crossed over to JNJ-77242113
from PBO at Week 16 (PBO—100mg QD) had substantially higher
response rates at Week 52 (Figure 1). At Week 52, proportions
of patients achieving PASI75 were JNJ-77242113: 25mg QD
48.8%, 25mg BID 58.5%, 50mg QD 69.8%, 100mg QD 65.1%,
100mg BID 76.2%, and PBO—100mg QD 65.7%; respective
rates for PASI90/PASI100 were 27.9%/14.0%, 36.6%/17.1%,
41.9%/20.9%, 51.2%/25.6%, 64.3%/40.5%, and 57.1%/34.3%.
Proportions of patients achieving an Investigator’s Global As-
sessment (IGA) score of 0/1 or 0 were JNJ-77242113 at Week
52 were: 25mg QD 37.2%/14.0%, 25mg BID 46.3%/19.5%,
50mg QD 60.5%/23.3%, 100mg QD 60.5%/30.2%, 100mg BID
73.8%/42.9%, and PBO—100mg QD 65.7%/31.4%. Approxima-
tely 90% of patients receiving JNJ-77242113 100mg BID who
had achieved a PASI75, PASI90, or IGA 0/1 response at Week
16 maintained the response at Week 52 (Figure 2). Across dose
groups, 58.6% of patients experienced adverse events (AEs),
with no evidence of a dose-dependent increase in AEs, including
gastrointestinal disorders. The proportion of patients with serious
AEs through Week 52 was 4% and all serious AEs were considered
unrelated to study treatment.

Conclusions: In psoriasis patients receiving JNJ-77242113, the
first targeted oral peptide to selectively block IL-23 pathway
signaling, rates of near-complete/complete skin clearance from
FRONTIER-1' were maintained through Week 52; the highest
response rates were seen in patients randomized to JNJ-77242113
100mg BID. Among patients who had achieved a PASI or IGA
response at Week 16, responses were maintained in substantial
proportions of patients at Week 52. Consistent with prior studies,
no safety signals were identified.
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Figure 1. Response rates achieved at Week 16 and Week 52 across treatment groups
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Introduction: Psoriasis is a chronic immune-mediated disease that
profoundly impairs patients’ social, emotional, functional, and phy-
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sical condition, impacting on their overall well-being (1). Psoriasis
commonly affects special areas, such as the scalp, palms or soles,
or nails. The burden of disease, particularly when special areas are
affected, is very high (2). Tildrakizumab is an interleukin-23p19
inhibitor indicated for the treatment of moderate-to-severe plaque
psoriasis with demonstrated long-term efficacy and safety (3.4).
Objectives: The objectives of this analysis were to assess the
effectiveness (overall and in special locations) and safety of
tildrakizumab in patients with moderate-to-severe psoriasis in
routine care.

Methods: POSITIVE is an ongoing 24-month, phase IV obser-
vational multinational study in adult patients with moderate-to-
severe plaque psoriasis treated with tildrakizumab designed to
investigate patient-reported well-being using tildrakizumab in a
real-world setting (5). Effectiveness assessments in this analysis
included Psoriasis Area and Severity Index (PASI) and five-point
Physician Global Assessment (PGA). In addition, scalp-PGA,
palmoplantar-PGA, and nail-PGA were used to assess tildrakizu-
mab effectiveness in special areas (6). Safety assessments were
based on reports of adverse events (AEs). Here, we report 52-week
interim data using an observed cases approach.

Results: A total of 400 patients were included (63.3% male,
mean+95%CI age of 46.5+1.5 years). Mean+95%CI Psoriasis
Area and Severity Index (PASI) decreased from 13.1+0.8 at base-
line to 1.7+0.3 at week 28 (» <0.0001), with a mean change from
baseline of -11.3, and to 1.5+0.3 at week 52 (p<0.0001), with
a mean change from baseline of -11.7. At week 28 and week 52,
respectively, 85.8%/54.8% and 88.4%/56.8% of patients achieved
PASI <3/<1. The mean+95%CI PGA improved from 2.9+0.1 at
baseline to 0.9 +0.1 at week 28, and to 0.8 + 0.1 at week 52. At week
28 and week 52, 84.4% and 83.4% of patients with a PGA score
>1 at baseline achieved a PGA score of 0 or 1. At baseline, 71.2%
of patients had scalp psoriasis (scalp-PGA>0), 25.5% of patients
had palmoplantar psoriasis (palmoplantar-PGA>0), and 39.9% of
patients had nail psoriasis (nail-PGA>0). At week 28 and week
52, respectively, 87.0%/90.5%/77.9% and 88.5%/94.5%/85.7%
of patients with a scalp-PGA/palmoplantar-PGA/nail-PGA score
>] at baseline achieved a scalp-PGA/palmoplantar-PGA/nail-PGA
score of 0 or 1. At the point of this analysis, 23.3% of patients had
>1 AE, being COVID-19 and nasopharyngitis the most frequent
AEs, and 3.8% had >1 related AE. Only 2 patients discontinued
due to related AEs (urinary tract infection and angioedema).
Conclusions: In a real-world setting, tildrakizumab significantly
improved skin symptoms in patients with moderate-to-severe pla-
que psoriasis after 28 weeks, and this improvement was maintained
through week 52. In addition, tildrakizumab showed marked and
sustained improvement in areas of special burden such as the scalp,
palms or soles, and nails. Tildrakizumab maintained a favourable
safety profile, consistent with previous studies (3,4).
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Introduction: Psoriasis is a chronic immune-mediated disease
that profoundly impairs patients’ social, emotional, functional,
and physical condition as well as their families’, impacting on
their overall well-being (1). Tildrakizumab is an interleukin-23p19
inhibitor indicated for the treatment of moderate-to-severe plaque
psoriasis with demonstrated long-term efficacy and safety (2,3).
Objectives: The objectives of this analysis were to assess the effect
of tildrakizumab on health-related quality of life (HRQoL), and
treatment satisfaction and patient-relevant benefits with tildrakizu-
mab in patients with moderate-to-severe psoriasis in routine care.
Methods: POSITIVE is an ongoing 24-month, phase IV observa-
tional multinational study in adult patients with moderate-to-severe
plaque psoriasis treated with tildrakizumab designed to investigate
patient-reported well-being using tildrakizumab in a real-world
setting (4). The HRQoL instrument was Dermatology Life Qua-
lity Index-Relevant (DLQI-R; range 0-30, where a higher score
represents a greater impairment in HRQoL; 0-1.99=no effect on
patient’s life) (5). Treatment satisfaction was assessed through the
Treatment Satisfaction Questionnaire for Medication (TSQM-9:
3 domains ranging 0-100 with higher scores representing higher
satisfaction on that domain) (6). The Patient Benefit Index (PBI)
evaluates patient-relevant treatment needs (with the Patient Needs
Questionnaire [PNQ)] at baseline) and benefits (with the Patient
Benefit Questionnaire at follow-up visits). The PBI score ranges
0-4 (4=maximal benefit; PBI >1=relevant benefit) (7). Here, we
report 52-week interim data using an observed cases approach.
Results: A total of 400 patients were included (63.3% male,
mean+95%CI age of 46.5+1.5 years). Mean+95%CI DLQI-R
score decreased from 12.6+0.8 at baseline to 3.3 +0.6 at week 28
(»<0.0001), with a mean change from baseline of -8.9, and to
3.1+0.6 at week 52 (p <0.0001), with a mean change from baseline
of -9.2. At week 28 and week 52, respectively, 46.5% and 47.3%
of patients with DLQI-R >1.99 at baseline had a DLQI-R score
between 0 and 1.99. At week 28 and week 52, the mean +95%CI
scores on TSQM-9 domains were 75.4+2.9 and 77.4+3.2 for ef-
fectiveness, 82.2+2.1 and 81.5+2.6 for convenience, and 77.3+2.6
and 81.1+2.6 for global satisfaction. Regarding treatment goals
(PNQ), “to be healed of all skin defects” and “to regain control
of the disease” were rated as “very much” important by 82.1%
and 81.2% of patients at baseline, respectively. At week 28 and
week 52, 93.6% and 97.2% of patients achieved a PBI score >1,
respectively.

Conclusions: In a real-world setting, tildrakizumab demonstrated
improvements in HRQoL with high rates of treatment satistac-
tion in patients with moderate-to-severe plaque psoriasis after 28
weeks, which were maintained through week 52. Most desired
treatment goals were reached in a high proportion of patients.
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Introduction: TAK-279 (previously NDI-034858) is a highly
potent, selective allosteric tyrosine kinase 2 (TYK2) inhibitor
computationally designed to bind the Janus homology 2 domain
of TYK2 but not that of other Janus kinases. In a recent phase
2b trial in active psoriatic arthritis (PsA) (NCT05153148), TAK-
279 achieved a greater American College of Rheumatology 20
(ACR20) response at 15 and 30 mg doses versus placebo (53.3%
and 54.2%, respectively, versus 29.2%, each p =0.002) at Week
12 (primary endpoint).! TAK-279 was well tolerated in this pa-
tient population. Here, we evaluate the impact of body weight,
sex and prior biologic use on the efficacy of TAK-279 at the 15
and 30 mg doses.

Objectives: To determine differences in the ACR20 response
of TAK-279 versus placebo across clinically relevant patient
subgroups.

Methods: This was a randomized, multicentre, double-blind,
placebo-controlled, dose-ranging trial. Eligible patients were
aged >18 years with PsA (fulfilling the Classification Criteria for
Psoriatic Arthritis), had symptoms for >6 months before screening,
and >3 tender and >3 swollen joints at enrolment despite previous
use of non-steroidal anti-inflammatory drugs or conventional or
biological disease-modifying antirheumatic drugs. Patients with
diseases that may confound the effects of TAK-279 or those with
a previous lack of response to therapeutic agents targeting inter-
leukin (IL)-12, IL-17 and/or IL-23 were excluded. Patients were
randomized 1:1:1:1 to receive placebo or TAK-279 (5, 15 or 30
mg) orally once daily for 12 weeks. Subgroup analyses (pooled
analysis and group-level data) were performed on ACR20 response
at Week 12 according to body weight (<90 kg and >90 kg), sex
and prior biologic use. Patients with missing ACR20 data at Week
12 were imputed as non-responders. Treatment difference in
ACR20 responder rate between TAK-279 and placebo groups was
obtained using Mantel-Haenszel tests adjusting for randomiza-
tion stratification factors. Odds ratios (ORs) were obtained using
a logistic regression model with treatment as the independent
variable. Subgroup analyses were pre-specified except for body
weight (post hoc).

Results: Overall, 290 patients were randomized and treated, of
whom 245 completed 12 weeks of treatment. Baseline characteris-
tics were generally comparable across treatment groups; however,
the proportion of female patients was higher in TAK-279 15 and
30 mg groups versus placebo (61.3% and 59.7%, respectively,
versus 51.4%). Pooled analysis of the TAK-279 15 and 30 mg
groups (n =147) showed that these patients were more likely to
achieve ACR20 across subgroups defined by body weight, sex
or prior biologic use than placebo (OR [95% confidence inter-
val; CI]):<90 kg 3.2 [1.5-7.0], >90 kg 2.3 [0.9-6.0]; males 1.4
[0.6-3.2], females 5.3 [2.2—-13.0]; prior biologics 3.7 [1.3-11.0],
no prior biologics 2.5 [1.2-5.1]), although body weight >90 kg
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and male subgroups had 95% Cls that included 1. Similar trends
for these variables were observed when the two treatment groups
were considered separately (Figure).

Conclusions: In patients with active PsA, ACR20 response
was higher in those treated with 15 or 30 mg doses of TAK-279
than placebo regardless of body weight, sex or prior exposure to
biologics.
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Figure. ACR20 responder rates at Week 12 by patient subgroup
(TAK-279 vs placebo).
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n represents the number of responders in each subgroup. For the total population, odds
ratios were calculated using logistic regression with ACR20 as the dependent variable and
treatment as the independent variable. Owing to the small number of patients in some
subgroups, data comparisons should be interpreted with caution in some instances.
ACR20, American College of Rheumatology 20% response criteria; Cl, confidence interval.
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Introduction: Nail psoriasis has been identified as a predictor of
psoriatic arthritis (PsA), with nail involvement impacting 40-60%
of patients with psoriasis.[1] Due to their structure and growth
rate, nails are often more difficult to treat than skin.[2] Psoriasis
of the nails disproportionately impacts physical and emotional
well-being,[2—6] and clearance of nails could improve patient
health-related quality of life.[3,4] Complete skin clearance (100%
improvement from baseline in Psoriasis Area and Severity Index
[PASI 100]) is becoming an achievable treatment goal with new
biologics;[7-10] however, the PASI does not include assessment
of'nail clearance. Complete clearance of nail psoriasis in addition
to skin may result in lower rates of progression to PsA.[3] With
complete clearance of multiple domains of psoriatic disease beco-
ming an increasingly important and achievable treatment goal,[4]
it is essential to evaluate clearance of nail psoriasis alongside skin.
Objectives: To evaluate simultaneous complete skin and nail
clearance in patients with moderate to severe plaque psoriasis
treated with bimekizumab (BKZ) or active comparators.
Methods: Data were analysed from patients receiving BKZ 320
mg every 4 weeks (Q4W) or Q8W vs active comparators in the
comparator-controlled periods of four phase 3/3b trials: pooled
BE VIVID/BE READY (BKZ Q4W vs placebo [PBO] to Week
16),[7,8] BE SURE (BKZ Total vs adalimumab [ADA] to Week
24),[9] BE RADIANT (BKZ Total vs secukinumab [SEC] to
Week 48),[10] and BE VIVID (BKZ Q4W vs ustekinumab [UST]
to Week 52).[7] BKZ Total represents BKZ Q4W and Q8W dose
groups combined. Patients included in these analyses had finger-
nail involvement at baseline, defined as a modified Nail Psoriasis
Severity Index (mNAPSI) >0.

Proportions of patients who achieved simultaneous complete
clearance of skin (PASI 100) and complete clearance of nails
(mNAPSI 0) are reported. Data are reported primarily using non-
responder imputation (NRI); observed case (OC) data are only
presented in the Table.

Results: Across BE VIVID/BE READY, 404/670 (60.3%) BKZ-
and 101/169 (59.8%) PBO-randomised patients had mNAPSI >0
at baseline; 181/319 (56.7%) BKZ- and 95/159 (59.7%) ADA-
randomised patients in BE SURE, 204/373 (54.7%) BKZ- and
179/370 (48.4%) SEC-randomised patients in BE RADIANT, and
194/321 (60.4%) BKZ- and 109/163 (66.9%) UST-randomised
patients in BE VIVID had mNAPSI >0 at baseline.

At Week 16, 21.3% BKZ vs 0.0% PBO patients (BE VIVID/BE
READY), 20.4% BKZ vs 6.3% ADA patients (BE SURE), 28.4%
BKZ vs 26.8% SEC patients (BE RADIANT), and 16.5% BKZ vs
4.6% UST patients (BE VIVID) achieved PASI 100 and mNAPSI
0 simultaneously (Table).

At the end of comparator-controlled periods, 39.2% BKZ vs 16.8%
ADA patients (BE SURE Week 24), 56.9% BKZ vs 33.0% SEC
patients (BE RADIANT Week 48), and 44.8% BKZ vs 22.0% UST
patients (BE VIVID Week 52) achieved PASI 100 and mNAPSI
0 simultaneously (Table).

Conclusions: Simultaneous complete clearance of skin and nail
psoriasis was achieved in higher proportions of BKZ-treated pa-
tients vs active comparators in controlled study periods from four
phase 3/3b trials. Rates of simultaneous complete skin and nail
clearance increased over comparator-controlled periods.
Acknowledgements: Funding: UCB Pharma. Medical writing
support: Costello Medical.
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Table. Simultaneous achievement of PASI 100 and mNAPSI 0 during
comparator-controlled study periods (NRI, OC)

Simultaneous achievement of
PASI 100 and mNAPSI 0
AST 100 and mNAPST

f BKZ i Comparator ]
T NRLN(%) | OC 0/News(%) | NRL (%) | OC, 0/Now (%)
Pooled BE VIVID and BE READY (Week 16)
PBO (N=101)
Week 16 86 (21.3%) 86/388 (22.2%) 0(0.0) 0/97 (0.0)
BE SURE (Week 16 and 24)
BKZ Total (N=181) ADA (N=95)
Week 16 37 (20.4%) 37/169 (21.9%) 6 (6.3%) 6/89 (6.7%)
Week 24 71 (39.2%) 71/164 (43.3%) 16 (16.8%) 16/89 (18.0%)

BE RADIANT (Week 16 and 48)

BKZ Total (N=204) SEC (1

48/173 (27.7%)

Week 16 58 (28.4%) 58/194 (29.9%) 48 (26.8%)
Week 48 116 (56.9%) 116/183 (63.4%) 59 (33.0%) 50/156 (37.8%)
BE VIVID (Week 16 and 52)

UST (N=109)
Week 16 32 (16.5%) 32/185 (17.3%) 5 (4.6%) 5/104 (4.8%)
Week 52 87 (44.8%) 87/169 (51.5%) 24 (22.0%) 24/93 (25.8%)

All patients randomised to each treatment regimen, with mNAPSI >0 at baseline, are included.
BKZ Total represents BKZ 320 mg Q4W and Q8W dose groups combined. ADA: adalimumab;
BKZ: bimekizumab; mNAPSI: modified Nail Psoriasis Severity Index; Naws: N observed; NRI: non-
responder imputation; OC: observed case; PASI 100: 100% improvement from baseline in
Psoriasis Area and Severity Index; PBO: placebo; Q4W: every 4 weeks; Q8W: every 8 weeks;
SEC: secuki b; UST: ki b
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BASELINE CHARACTERISTICS IN PATIENTS
INITIATING IXEKIZUMAB IN THE PSORIASIS SPECIAL
AREAS (PSOSA) OBSERVATIONAL STUDY - FIRST
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Introduction: Ixekizumab (IXE) is a treatment for moderate to
severe plaque psoriasis'. The efficacy of IXE in challenging body
areas has been established in clinical trials?,®. However, there is a
lack of information on the extent/trajectory of improvements and
rate of complete resolution in patients with nail and scalp psoriasis
in real-world settings.

Methods: PSoSA (PSOriasis Special Areas) is a US-based, single-
arm, prospective, multicenter, observational study of nail and scalp
psoriasis improvement in patients initiating IXE. The PSoSA study
included adult patients with a confirmed diagnosis of moderate to
severe plaque psoriasis and nail involvement, with/without scalp
involvement, whose dermatologist has prescribed IXE.
Objective: The primary objective of the PSoSA study is to assess
improvements and complete clearance in nail and scalp psoriasis
at week 52, with key secondary assessments at weeks 4, 12, and
24. Baseline patient characteristics from the first interim analysis
are presented.

Results: At the time of first interim data cut (May 15, 2023), 92
patients entered the PSoSA study. At baseline, the interim patient
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population included 38.0% females, had a mean+SD age of
49.3+15.7 years, body mass index of 29.5+7.1, Psoriasis Area
and Severity Index (PASI) of 11.5+12.8, body surface area of
17.5%+18.4, modified Nail Psoriasis Severity Index (mNAPSI)
of 23.7+22.8, and Psoriasis Scalp Severity Index (PSSI) of
16.2+15.3. At the time of enrolment, patient disease duration
mean+SD for psoriasis was 12.9+14.6 years, nail psoriasis was
7.2+11.1 years, and scalp psoriasis was 11.1+14.2 years. Most
patients (67.4%) had at least one pre-specified medical history
and comorbidity. Specifically, 39.1% of patients were overweight
and 28.3% were obese (both designations were determined by
the healthcare professional), 26.1% had hypertension, 21.7% had
psoriatic arthritis, 10.9% had diabetes mellitus, 10.9% had dyslipi-
demia, and 19.6% had other conditions. Approximately one fourth
of the patients (n/N=25/92) discontinued systemic treatment
within 12-month prior to enrolment. Of these patients, 64.0% vs.
36.0% discontinued biologic vs. non-biologic systemic agents.
Main discontinuation reasons were loss of response (36.0%), lack
of efficacy (32.0%), and inability to afford medication (16.0%).
Proportion of patients using at least one concomitant psoriasis
therapy other than IXE was 17.4%, with topical therapies being
used by 16.3% of patients.

Conclusion: At baseline, the interim patient population entering
the PSoSA study had a mean+SD PASI of 11.5+12.8, mNAPSI
0f23.7+22.8, PSSI of 16.2+15.3, concomitant psoriatic arthritis
was reported in 21.7% of patients, and among patients who dis-
continued a prior systemic treatment in the past 12 months, 64.0%
had used a prior biologic agent.
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Introduction: Plaque psoriasis can negatively affect patients’ qua-
lity of life differently, depending on the body region involved.[1]
Psoriasis severity and treatment responsiveness can also vary by
body region.[1] Therefore, patients may benefit from reassurance
that new therapies provide uniform improvement.

Bimekizumab (BKZ), a monoclonal IgG1 antibody that selecti-
vely inhibits interleukin (IL)-17F in addition to IL-17A,[2] has
demonstrated rapid and superior efficacy in treatment of moderate
to severe psoriasis in head-to-head studies vs adalimumab (ADA),
secukinumab (SEC), and ustekinumab (UST), with established
long-term response durability.[3—7] The Psoriasis Area and Se-
verity Index (PASI) assesses the size and severity of psoriatic
lesions in four body regions: head and neck, trunk, arms, and legs.
Objectives: To compare achievement of 100% improvement in
PAST (PASI 100) and >90% improvement in PASI (PASI 90) in
each PASI body region for BKZ vs comparators over the placebo-
(PBO-) and active comparator-controlled periods of four studies.
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Methods: Data were included from four phase 3/3b studies, three
of which assessed patients who received BKZ 320 mg every 4
weeks (Q4W) or Q8W vs active comparators: BE SURE (BKZ
Total vs ADA to Week 24),[3] BE RADIANT (BKZ Total vs SEC
to Week 48),[4] and BE VIVID (BKZ Q4W vs UST to Week 52).
[5] Pooled Week 16 data from BE VIVID and BE READY (BE
VIVID/BE READY) comparing BKZ Q4W vs PBO were also
analysed.[6] BKZ Total represents pooled BKZ Q4W and Q8W
dose groups.

PASI 100 and PASI 90 responses for each PASI body region are
reported using non-responder imputation (NRI). Analysis was
restricted to patients with baseline PASI >0 in the relevant body
region.

Results: In BE SURE, 319 patients were randomised to BKZ, and
159 to ADA. In BE RADIANT, 373 patients were randomised to
BKZ, and 370 to SEC. In BE VIVID, 321 patients were randomi-
sed to BKZ, and 163 to UST. Across BE VIVID/BE READY, 670
patients were randomised to BKZ, and 169 to PBO.

In each study, greater proportions of BKZ-randomised patients
achieved PASI 100 (Table 1) and PASI 90 (Table 2) across all PASI
body regions vs their respective comparator. Rates of achievement
were largely consistent across body regions for both outcomes.
Across studies, 72.0—80.2% of BKZ-randomised patients achieved
PASI 100 in the head and neck. PASI 100 in the trunk, arms, and
legs was achieved by 83.5-86.0%, 78.4-81.4%, and 75.2-79.9%
of BKZ-randomised patients, respectively. PASI 90 rates were
also high among BKZ-randomised patients.

The greatest differences in treatment effect for BKZ vs an active
comparator for PASI 100 and PASI 90 were observed in BE SURE;
20.1-36.2% more BKZ-randomised patients achieved these PASI
outcomes than ADA-randomised patients. BKZ vs SEC/UST
showed a difference of 6.8-19.4% and 10.2-30.3%, respectively.
Conclusions: BKZ-randomised patients achieved greater clinical
responses in all PASI body regions vs comparators during PBO-
and active comparator-controlled study periods.
Acknowledgements: Funding: UCB Pharma. Medical writing
support: Costello Medical.
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Table 1. PASI 100 achievement in the PASI body regions with BKZ vs comparators (NRI)

e, "EZ:‘I:EM BE SURE Week 24 BE RADIANT Week 48 BE VIVID Week 52

3 ™ PBO BKZ Total ADA BKZ Total usT

N=169

#0.2 63 74 57.5 75 9.6 720 596
(n=631) (n=158) (n=306) (n=146) (n=358) tn=352) (n=307) (n=156)
#6.0 16 8.7 506 83 764 935 2.5
(n=656) (o= mr; (n=314) (n=156) (n=364) tn=356) (n=315) (n=160)
#0.4 B4 462 809 655 784 578
(n=667) to= 169: (n=317) (n=158) (n 172) (n=268) (n=320) (n=161)
72 6 434 605 .1 488
(n=670) tn= m; (n=318) (n=159) (n ]?JJ (n=367) (n=321) (n=162)

Head and neck

Trunk

Ao

Legs

Only patients with a PAST of >0 for each given body region at bassline are included. n represents the number of patients with a PASI of lbfuaa(hqlvenhﬂd\d
region at basaline. PASI 100 response achievement reported selative to baseline, BKZ Total represents pooled BKZ 320 mg Q4W and QEW dose groups. ADA:
adalimumab; BXZ: bimekizumab; NRI: non-responder imputation; PASI: Psoriasis Avea and Severty Index; PASL 100: 100% Improvement from baseline in PASI;
PBO: pincebo; Q4W: every 4 weeks; GBW: every B weeks; SEC: secukinumab; UST: ustekinumab.

Table 2. PASI 90 achievement in the PASI bady regions with BKZ vs comparators (NRT)

BE VIVID/BE READY
Woek 16 BE SURE Week 24 BE RADIANT Week 48 BE VIVID Week 52
Bo BKZ Total ADA BKZ Total s usT
Sy, N=169 N=319 N=1 Ne373 i
848 76 824 62.3 816 ne 749 647
Head and neck (n=631) (n=158) {n=306) (n=146) (n=358) (n=352) (n=307) (n=156)
Trunk 90.7 48 88.9 62.8 86.0 a2 848 644
e (n=656) (n=167) (n=314) (n=156) (n=364) (n=356) (n=315) (n=160)
AS 86.7 36 85.2 532 823 6.8 80.0 60.9
(n=667) [n=168) (=317 {n=158) (n=372) (n=368) {n=320) (n=161)
L 85.8 18 84.0 47.8 82.0 3 822 519
- [n=670) (n=169) (n=318) (n=159) (n=373) (0=367) (n=321) (n=162)

Only patients with & PASI of >0 for each given body region at baseline are included. n represents the number of patients with 3 PASI of >0 for each given body

region at baseline. PAS] 90 achievement regorted relative to baseline. BKZ Total represents pooled BKZ 320 mg Q4W and QW dose groups. ADA: adalimumab;

BKZ: bimekizumab; NRI: non-responder imputation; PAST: Pscriasis Area and Severity Index; PASI 90: 290% improvement from baseline in PAST; PRO: placebo;
Q4W: every 4 weeks; QBW: every 8 weeks; SEC: seculdnumab; UST: ustekinumab.
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Inc,, Thousand Oaks, USA, *Duke University, Durham, USA, "University of
California Los Angeles, Los Angeles, USA

Introduction: The International Psoriasis Council recommends
considering systemic therapy based on special area involvement,
topical treatment failure, or body surface area (BSA).! This ap-
proach enables patients with significant disease impact to be
identified earlier and advance to appropriate therapy.
Objectives: Assess real world effectiveness of topical initiators
(TI) compared with early or late apremilast initiators (EAI or LAI),
measured by change in BSA and achievement of treatment targets,
from pre-initiation to 6 and 12 months post-initiation.

Methods: A retrospective observational study was conducted
in the OM1 database, including electronic medical records and
claims data. Patients included systemic-naive adults with a
psoriasis diagnosis, a first observed BSA value between 1% and
<10% (index date), no prior evidence of psoriatic arthritis, and
>365 days of baseline data, and had either initiated apremilast or
a topical prescription of a second type between 2014 and 2022
after index date. EAl and LAI were defined as patients with initia-
tion <6 and >6 months after index date, respectively. Outcomes
included mean BSA, achievement of BSA <1% (in patients with
a baseline BSA >1%), and >75% improvement in BSA (BSA-75)
after 6 and 12 months of apremilast or index topical initiation.
Relative risks (RR) for achieved outcomes were estimated using
a Poisson model for a three-way comparison between EAIL, LAI
and TI. Adjustments were made based on the index BSA value;
potential confounding and differential censoring were addressed
using inverse probability of treatment and missingness weights
(to account for missing BSA outcomes) for the study population.
Results: The study included 9,777 T1, 2,073 EAIL and 1,516 LAIL
Baseline characteristics are shown in Table 1; mean age and sex
were balanced across the groups. Mean index BSAs were 4.6%,
6.0%, and 4.9% for T1, EAIL and LAI, respectively. The median
number of days between index BSA and treatment initiation were
0, 16, and 485, for TI, EAI, and LAI, respectively. At treatment
initiation, BSA was 4.8%, 6.1%, and 7.3% for TI, EAI, and LAI,
respectively (Table 2). For TI, mean BSA at 6 and 12 months
post-initiation was 5.5% and 5.3%. At 6 months, the proportion
of patients achieving BSA <1% (RR [95% CI]) was significantly
higher for EAI(1.54[1.27, 1.87]) and LAI (1.56 [1.25, 1.95]) ver-
sus TT; additionally, the proportion of patients achieving a BSA-75
was significantly higher for EAI (1.52[1.21, 1.89]) and LAI (1.59
[1.24, 2.03]) versus TI. At 12 months, the proportion of patients
achieving BSA <1% was significantly higher for EAI versus TI,
and BSA-75 was significantly higher for EAI and LAI versus TI.
Conclusions: Topical cycling is a recognized treatment pattern
in clinical care.? We investigated effectiveness of this approach
versus early and delayed systemic therapy. We found EAI were
54% and 52% more likely to achieve BSA <1% and BSA-75
goals, respectively, at 6 months compared to those who received
topical therapy alone. The BSA among TI remained similar out
to 12 months. Earlier initiation of apremilast could attenuate
patient life course impairment related to topical cycling in mild-
to-moderate psoriasis.??
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Table 1. Baseline characteristics for topical initi , early ap t initiators, and late
Early Late Overall
Topical Apremilast Apremilast Apremilast
Initiators Initiators Initiators Initiators
Characteristics N=9777 N=2073 N=1516 N=3589
Age, mean (SD) 53.2 (16.0) 51.6 (15.4) 52.4 (15.0) 51.9(15.2)
Female, n (%) 5583 (57.1) | 1238 (59.7) 884 (58.3) 2122 (59.1)
Days from first PsO diagnosis to index date
Mean (SD) 6226 (725.8) | 3415(593.7) | 398.8(570.7) | 3657 (584.7)
329.0
Median (IQR) (34.0, 1030.0) | 29.0 (0, 390.0) | 91.5(0, 641.5) | 45.0 (0, 500.0)
Days from index date to treatment initiation
Mean | 497 | 410 | 6499 | 2982
Median \ 0 \ 16 | /5| 108
BSA%
Mean (SD) 1631) 6.0 (3.2) 19(32) 55 (3.2)
Median (IQR) 40(2.0,7.0) | 5.0(3.0,10.0) | 5.0(20,7.0) | 5.0(3.0, 10.0
1-3%, n (%) 3250 (33.2) 338 (16.3) 440 (29.0) 778 (21.7)
3-10%, n (%) 6527 (66.8) | 1735 (83.7) 1076 (71.0) 2811 (78.3)
Comorbidities, n (%)
Aniety 676 (6.9) 141 (6.8) 80 (59) 230 (6.4}
Malignancies® 406 (4.2) 31(15) 23(15) 54 (15)
Depression 589 (6.0) 142 (6.8) 82(54) 224 (62}
Dyslipidemia 1538 (15.7) 307 (14.8) 243 (16.0) 550 (15.3)
Hyperlension 1836 (18.8) 387 (18.7) 272 (17.9) 659 (18.4)
Renal
dysfunction/CKD | 1108 (11.3) 247 (11.9) 175 (11.5) 422 (11.8)
Obesity 1013 (10.4) 221 (10.7) 148 (0.8) 369 (10.3)
Type 2 diabeies
mellitus 721(7.4) 171(8.2) 118 (7.8) 289 (8.1}
Prior treatments, n (%)
Topicals, any 0777 (100.0) | 1728 (83.4) 1274 (34.0) 3002 (83.6)
1 topical 1008 (10.3) 522 (25.2) 335 (22.1) 857 (23.9)
2 topicals 2918 (29.8) 508 (24.5) 383 (25.3) 801 (24.8)
=3 topicals 5843 (59.8) 695 (33.7) 556 (36.7) 1254 (34.9)

*Excluding nonmetastatic skin cancer.
BSA=body surface area; CKD=chronic kidney disease; IQR=interquartile range;
PsO=psoriasis; SD=standard deviation

Table 2. Mean BSA and achieved treatment targets of topical initiators, early apremilast
initiators, and late apremilast initiators at treatment initiation, and 6 and 12 months post-
initiation

Topical Early Apremilast | Late Apremilast
Initiators Initiators Initiators
N=98777 N=2073 N=1516
Initiation
BSA [N 8065 | 1908 [ 759
[Mean(sD) | 48(22) | 6.1(3.9) | 7.3 (8.0)
6 months
BSA N 2954 802 450
Mean (3D) 55(7.1) 49(51) 52(6.6)
BSA 1% N 380 166 98
RR (35% CI) Ref 154 (127, 187)1 | 156 (125 1.95)1
BSA-75% N 289 151 85
RR (35% CI) Ref 152 (1.21, 1.89)T | 159 (124, 2.03)t
12 months
BSA N 2419 541 354
Mean (SD) 53 (7.5) 46(6.4) 51(7.0)
BSA=1%" N 393 161 84
RR (35% CI) Ref 149 (1.23, 1.80)7 | 1.22(0.96, 1.54)
BSA-75% N 313 152 78
RR (35% CI) Ref 150 (1.22,1.85)1 | 133 (1.03, 1.71)t

The comparative analysis was adjusted for the index BSA value

*Excluded patients with index BSA=1%.

tStatistically significant difference from topical initiators.

fBSA-75= =75% improvement in BSA.

BSA=body surface area, Cl=confidence interval, Ref=referent category, RR=relative
risk; SD=standard deviation
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BIMEKIZUMAB LONG-TERM EFFICACY IN PATIENTS
WITH PLAQUE PSORIASIS FROM BE BRIGHT:

MEAN PERCENTAGE IMPROVEMENT IN CLINICAL
OUTCOMES OVER 4 YEARS
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ro”$, Sarah Kavanagh®, José Manuel Lopez Pinto'’, Bengt Hoep-
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Monheim am Rhein, Germany, '>Department of Dermatology, Icahn School
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Zucker School of Medicine at Hofstra/Northwell, New Hyde Park, USA

Introduction: Bimekizumab (BKZ) has demonstrated rapid and
superior efficacy in the treatment of moderate to severe plaque
psoriasis vs ustekinumab, adalimumab, and secukinumab, with
established long-term durability of response.[1-5]

Assessments of mean percentage improvements in clinical out-
comes, alongside rates of achievement of standard improvement
thresholds, such as PASI 90 (>90% improvement from baseline
in Psoriasis Area and Severity Index), can be used by clinicians
to better understand skin responses. Marked mean percentage im-
provements (>40%) in PASI in patients receiving BKZ treatment
have previously been reported as early as Week 1.[6]
Objectives: To evaluate mean percentage improvements from
baseline in commonly used clinical outcomes through 4 years of
BKZ treatment.

Methods: Data were pooled from the 52-week BE VIVID, the
56-week BE READY and BE SURE phase 3 trials, and their open-
label extension (OLE), BE BRIGHT. Included patients received
BKZ 320 mg every 4 weeks (Q4W) to Week 16 then BKZ Q4W
or every 8 weeks (Q8W) into the OLE. From OLE Week 48, or
the next clinic visit, all patients received BKZ Q8W dosing.[2-5]
Mean percentage improvement from baseline in PASI (scored
0-72), Investigator’s Global Assessment (IGA; scored 0—4),
body surface area affected by psoriasis (BSA; scored 0-100%),
and Dermatology Life Quality Index (DLQI; scored 0-30) are
reported to Year 4 (OLE Week 144). Data are reported for patients
who received continuous BKZ treatment, regardless of dosing
regimen (BKZ Total), and for the subset who received BKZ Q4W
to Week 16 then Q8W continuously into the OLE (Q4W/Q8W),
the approved dosing regimen for the majority of patients.[7,8]
Missing data and any data following discontinuation of treatment
due to lack of efficacy or treatment-related adverse events were
imputed using a multiple imputation (MI) model. Observed case
(OC) data are presented in the Table only.

Results: Of the 771 patients who received BKZ continuously
throughout the feeder studies and entered the OLE, 197 received
BKZ Q4W/Q8W. Mean baseline scores were: PASI 21.1; IGA 3.3;
BSA 27.0%; and DLQI 10.5. Scores in the subset receiving BKZ
Q4W/Q8W were similar (PASI: 20.4; IGA: 3.3; BSA: 24.5%; and
DLQI: 10.8). Mean percentage improvements in PASI, IGA, BSA,
and DLQI were high by Week 16 and were durable in the long term
(Table). At Year 4, mean percentage improvements were 96.3%,
86.3%, 95.0%, and 87.9%, respectively (Year 4 absolute means:
PAST 0.7; IGA 0.5; BSA 1.2%; and DLQI 0.9).

Similar results were reported in the subset who received BKZ
Q4W/Q8W (Table); mean percentage improvements in PASI,
IGA, BSA, and DLQI at Year 4 were 96.7%, 91.6%, 94.8%, and
90.4%, respectively (absolute means: PASI 0.6; IGA 0.3; BSA
1.2%; and DLQI 0.7).

Conclusions: Building on previous reports of marked mean per-
centage improvements in PASI as early as Week 1,[6] here, mean
percentage improvements in PASI, IGA, BSA, and DLQI were
high by Week 16 of BKZ treatment and durable through 4 years,
including in the subset who received BKZ Q4W/Q8W.
Acknowledgements: Funding: UCB Pharma. Medical writing
support: Costello Medical.
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Table. Mean percentage improvement from baseline in clinical outcomes through 4 years of bimekizumab
treatment (MI, 0C)

BKZ Total BKZ Q4W/QBW
(N=771) (N=197)
M oce M oce
Mean Percen Mean Percentage Mean Percentage
Mean Percentage CfB OB [Nows]¢ o CFB [Nows]*
PASI
‘Week 16 96.8% 96.8% [764] 98.3% 98.4% [194]
Year 1¢ 98.1% 98.6% [727] 99.1% 99.1% [195]
Year 2¢ 98.3% 98.5% [712] 98.9% 99.0% [183]
Year 3' 97.6% 98.2% [675] 98.4% 98.8% [172]
Year 45 96.3% 97.3% [623] 96.7% 97.79% [157]
IGA
‘Week 16 86.7% 86.8% [764] 90.2% 90.5% [194]
Year 1 91.0% 92.2% (727] 95.2% 95.3% [195]
Year 2 91.2% 91.8% [712] 94.3% 94.7% [183]
Year 3 £9.2% 90.7% [675) 93.3% 94.4% [172]
Year 4 86.3% 87.9% [621] 91.6% 92.5% [157]
BSA
Week 16 94.0% 94.1% (763] 97.2% 97.2% [194]
Year 1 97.3% 97.9% [727] 98.9% 98.9% [195]
Year 2 97.7% 98.1% [712] 98.7% 98.8% [183]
Year 3 97.1% 97.6% [675] 98.2% 98.5% [172]
Year 4 95.0% 96.5% [623] 94.8% 97.3% [157]
DLQI
Week 16 85.0% 85.0% [759] 86.0% 85.8% [192]
Year 1% 90.8% 91.8% [721] 93.5% 93.5% [193]
Year 2 91.8% 92.4% [710] 93.9% 94.6% [181]
Year 3 89.9% 90.9% [668] 95.1% 95.9% [170]
Year 4 87.9% 89.4% [620] 90.4% 92.6% [156]

Data are reported for patients who entered the OLE only. Percentage change from baseline indicates improvement (reduction
of score) for all outcomes. [a] For MI, patients who entered the BE READY escape arm were considered non-responders from
the date of escape until the end of BE READY, after which they were considered in the same way as all other non-escape
patients during the BE BRIGHT OLE; [b] For OC, data from patients whe entered the BE READY escape arm were considered
missing from the date of escape until the end of BE READY, after which their data are presented as observed; [c] Ness
represents the number of patients with observed data at a given timepoint; [d] BE VIVID lasted 52 weeks and BE SURE and
BE READY lasted 56 weeks; to pool data across studies, Week 52 was considered as the last common timepoint before OLE
entry (Year 1); [e] Week 100/104; [f] Week 148/152; [g] Week 196/200; [h] Due to lack of common timepoints at which the
DLQI was assessed, Week 48 (BE SURE and BE READY)/S2 (BE VIVID) was used as a composite last timepoint before OLE
entry (Year 1) when pooling the studies. BKZ: bimekizumab; BSA: body surface area; CfB: change from baseline;

DLQI: Dermatology Life Quality Index; IGA: i ’s Global MI: multiple ion; Nees: N observed;
0OC: observed case; OLE: open-label extension; PASI: Psoriasis Area and Severity Index; Q4W: every 4 weeks; Q8W: every 8
weeks,

P-064

EARLY OLIGOARTICULAR PSA RESPONDS TO
TREATMENT WITH APREMILAST: WEEK 16 RESULTS
FROM FOREMOST — A PHASE 4 RCT
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Introduction: Psoriatic arthritis (PsA) is underdiagnosed in
dermatology practice, typically presenting 10 years after skin
symptoms. Dermatologists may encounter early PsA (up to 30%
of patients with psoriasis have PsA). Oligoarticular PsA affects
<4 joints, is very common, and is underrepresented in clinical
trials (most pivotal studies exclude patients with<3 swollen and
tender joints).

Objectives: Report the efficacy and safety of apremilast vs placebo
for treatment of early oligoarticular PsA.
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Methods: FOREMOST (NCT03747939), a randomized controlled
trial, compared apremilast 30 mg BID + standard of care (SOC)
vs placebo+SOC in patients with oligoarticular PSA (>1 but <4
tender joint count [TJC] and <4 swollen joint count [SJIC], of 66-68
joints assessed) and early disease (<5 years). A stable dose of oral
glucocorticosteroids, NSAIDs, or 1 csDMARD (MTX or SSZ)
was allowed. Patients were randomized 2:1 apremilast:placebo
for 24 weeks, stratified on concomitant medication use, with
early escape at Week 16. The primary endpoint was proportion
of patients at Week 16 who achieved modified Minimal Disease
Activity (MDA-Joints1), a composite of TJC <1 and SJC <1 plus 3
of'the following: psoriasis Body Surface Area (BSA) <3%, patient
pain visual analog scale (100-mm scale) <15, Patient Global As-
sessment (PtGA; 100-mm scale) <20, physical function (HAQ-DI)
<0.5, and enthesitis count <1 (Leeds Enthesitis Index). Secondary
endpoints, Clinical Disease Activity in PsA (cDAPSA) remission
(REM <4) or low disease activity (LDA >4 to <13) score, Patient
Assessment of Pain, PtGA, PsA Impact of Disease (PsAID-12),
PsA Disease Activity Score (PASDAS), safety, and exploratory
endpoints (nail evaluation, BSA 0%) were assessed. Primary and
secondary analyses were based on sentinel joints (those affected
at baseline); exploratory analyses performed for all joints. Patients
who discontinued before week 16 due to AEs or lack of efficacy
were imputed as non-responders; remaining missing values at
week 16 were imputed by multiple imputation.

Results: Of 308 patients randomized (apremilast: 7 =203; placebo:
n=105), mean PsA duration was 9.9 (SD 10.2) months, mean age
50.9 (SD 12.5) years, and 39.9% were using csDMARD (Table 1).
MDA-Joints response was achieved in 33.9% vs 16.0% for apre-
milast vs placebo (primary endpoint, p =0.0008; Table 2). At Week
16, a greater proportion of patients treated with apremilast achie-
ved cDAPSA REM/LDA (70.2% vs placebo 51.8%, p=0.0017,
Table 2) and good/moderate response in PASDAS score (61.0%
vs placebo 41.8%). Consistently higher MDA-joints, cDAPSA
REM/LDA, TJC <1, and PASDAS responses were observed with
apremilast vs placebo when evaluated by sentinel vs all joints im-
pacted (Table 2). Patients treated with apremilast achieved greater
improvements in nail psoriasis score and quality-of-life measures
(Pt Pain, PsAID-12, and PtGA) compared to placebo (Table 2).
No new safety signals were identified.

Conclusion: FOREMOST is the first global randomized controlled
trial exclusively studying early oligoarticular PsA. Results from
FOREMOST, including primary outcome, indicate better disease
control with apremilast+SOC, with twice the MDA-Joint response
compared to placebo+SOC at 16 weeks. Apremilast treatment
of early oligoarticular PsA improves clinical and quality-of-life
outcomes and may inform optimal management of these patients.
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Table 1. FOREMOST Baseline Characteristics

Characteristic NP=“!125 NA=|2,23 (J:;;L,
Age, years 50.2 (13.0) 51.3(12.3) 50.9 (12.5)
Female, n (%) 51(48.6) 118 (58.1) 169 (54.9)
BMI, kg/m’ 31.4(7.5) 30.2 (6.8) 30.6 (7.1)
PsA duration, months 10.0 (10.6) 9.8(10.0) 9.9(10.2)
sic 2.6(0.7) 2.7(0.7) 2.6(0.7)
e 3.2(0.8) 3.2(0.8) 3.2(0.8)
BSA (%) 6.3(10.9) 6.9(12.3) 6.7 (11.8)

<3% 63 (60.0) 120 (59.1) 183 (59.4)
Pt pain VAS (0-100 mm)® 51.1(22.7) 52.3(22.0) 51.9(22.2)
PtGA VAS (0-100 mm) © 50.5 (20.7) 51.6(22.0) 51.3(21.5)
HAQ-DI" 1.1(0.6) 1.0 {0.6) 1.0(0.6)
PsAID-12" 4.8(2.2) 4.7 (2.0) 4.7(2.1)
cDAPSA” 15.9 (4.5) 16.3 (4.3) 16.2 (4.4)
cDAPSA, n (%)

REM 0(0.0) 0(0.0) 0(0.0)

LDA 30(28.6) 45(22.2) 75(24.4)

Data are presented as mean (5D), unless otherwise speciied.

*Sentinel joints are defined as joints affected at baseline. *Higher scares indicate greater burden/worse status.

APR, apremilast; BMI, body mass index; BSA, body surface area; cDAPSA, Clinical Disease Activity in Psoriatic Arthritis; HAQ-DI,
Health Assessment Questionnaire Disability Index; LDA, low disease activity (cOAPSA >4—513); PBO, placebo; PsA, psoriatic arthritis;
PSAID-12 (0-10), Psoriatic Arthritis Impact of Disease; Pt, patient; PIGA, Patient Global Assessment of Disease Activity;

REM, remission (cDAPSA s4); SD, standard deviation; SIC, swollen joint count; TIC, tender joint count; VAS, visual analog scale.
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Table 2. FOREMOST Week 16 Results
Sentinel’ Joints All Joints
Endpoints PBO APR ' PBO APR -
N=105 N=203 D[';f;;:c"l‘;g N=105 N=203 Dl';f;:é';"
n (%) n (%) n (%) n (%)
Primary Endpoint
185% 13.6%
MDA-Joints 16.8(16.0) 68.8(339) (89,281)  83(79)  432(213)  (5.9,214)
p=0.0008 p=0.0028
Secondary Endpoints
18.6% 22.5%
€DAPSA REM/LDA 544(51.8) 1426(70.2) (7.0,302) 40.0(380) 1225(603) (10.7,34.3)
p=0.0017 p=0.0004"
51% 16.4%
sic st 724(69.0) 150.2(74.0) (58,160) 435(4L5) 117.5(57.9) (4.7, 28.0)
p=0.3539" p=0.0068"
221% 21.4%
TiC =1 46.7(44.4) 134.4(662) (10.4,33.7) 17.5(167) 77.2(380)  (116,312)
p=0.0003" p=0.0002"
11.8%
PIGA VAS £20* - - - 201(19.1)  617(304)  (17,22.0)
p=0.0286'
16.3%
Pt Pain VAS £15' - - - 138(13.1)  59.6(29.4)  (6.9,25.8)
p=0.0022"
103
PSAID-12, LS Mean (SE) _ _ _ 042 145 e o5
15 -1.48, 0.
Change From Baseline (0.216) (0.178) p<0.0001"
19.7% 19.0%
i:;?‘:sf‘:’d" - 439(418) 1238(610) (7.7,318) 428(d0.8) 1203(593)  (7.0,31.1)
erate Response p=0.0016" p=0.0023'
. PBO APR Difference
Exploratory Endpoints N=69 N-143 (95% C1)
Nail Psoriasis Scare, -71
LS Mean (SE) Change - - - -68(26)  -139(21)  (12.4,-18)
From Baseline p=0.0094"
14.4
BSA 0%, n (%) - - - 17.7(169)  63.3(3L2)  (4.6,24.2)
p=0.0073'

Hon-responder and mulliphe imputation methads were used for handling missing data, Al the secondary endpoints were tested sequentially in the
pre-specified order a5 presented in the table.
For binary outcomes [MDA-Joints, cDAPSA REM/LDA, SIC <1, TICS, Pt Pain s15, PLGA 520, PASDAS response, and BSA 0%, the adjusted difference in proportions
was the weighted sverage of the treatment differences across strata formed by two stratification factors, prior/cancomitant use of csOMARD, and baseline
licocorticoid use per IWRS data, using CMH weights. Two-sided 955% C was based on & normal approximation 1o the wesghted sverage. P-value was based on the
CMH test, adjusting for priar/concomitant use of csDMARD and baseline ghicocorticoid use that the
For continuaus outcomes [Nail Psoriasis Score and PsAID-12), the LS mean treatment difference and p-value were based on MMRM model ncluding reatment
Broup, time, treatment group by time interaction, prior/cancomitant use of csDMARD, and baseline use per IWAS d
value of the measure as a covariate.

=Sentinel joints are defined as joints affected at baseline. 'Nominal p-value. 'The o significance according
tothe pre-specifid sequertial testing forthe purpose of multplicay adjustment, however, the p-values are ol lcmhan 0.03and numerical improvement was
observed, "Proportion of pts with pre-existing skin invalvement (BSA >3%) whose BSA impraves to 0%.
APR, apremilast; BSA, body surface area; cOAPSA, Clinical Disease Activity In Pscriatic Arthrits; I, confidence interval CMH, Cochran-Mantel-Haenszel;
€3DMARD, ional synthetic IWRS, \nlrrmm‘ System; LOA, low d sivity (cDAPSA »4-513);
15, least- i i model for PASDAS, Poriatic Arthritis Disease Activity Scare; PRO,

placebo; PSAID-12 (0-10), Proriatic Arthritis Impact of Disease; PIGA, Patic Pt Gl Asssment o Disease Actty, NEM, rmision (€DAPSA £4): SE,standrd
error: SIC, TIC. tender joint count: VAS, visual analog scale.
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Introduction: TYK2 mediates signaling by key cytokines in-
volved in the pathogenesis of immune-mediated inflammatory
diseases such as psoriatic arthritis (PsA) and psoriasis. TAK-279 is
a highly potent, selective, oral, allosteric TYK2 inhibitor shown to
be clinically effective with an acceptable safety profile in a phase
2b trial in patients with moderate-to-severe psoriasis.’
Objectives: To evaluate efficacy and safety of TAK-279 in patients
with active PsA treated over 12 weeks.

Methods: In this phase 2b, randomized, double-blind, placebo-
controlled, dose-ranging study (NCT05153148), eligible patients
were aged >18 years, with PsA symptoms for >6 months prior to
screening, met CASPAR criteria, and had >3 tender and >3 swollen
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joint counts (TJC/SJC) at enrolment despite prior non-steroidal
anti-inflammatory drugs, disease-modifying antirheumatic drugs
or biologic treatment. Patients were randomized 1:1:1:1 to receive
oral TAK-279 5 mg, 15 mg, 30 mg, or placebo, once daily for 12
weeks. Primary endpoint: ACR20 response at Week 12. Secon-
dary endpoints at Week 12 included: ACR50, ACR70, PASI75
responses (in patients with >3% BSA), change from baseline in
TIJC/SJC, physician global assessment (PhGA) of PsA, and safety.
Results: In total, 290 patients were randomized and treated; 245
completed 12 weeks’ treatment. Baseline characteristics were ge-
nerally comparable across groups (except for a lower mean TJC in
the 30 mg group); 58.6% had BSA >3% (of which mean baseline
PASI score was 6.2), and 32.1% had prior biologic use (20.7%
tumour necrosis factor inhibitors). Mean baseline high-sensitivity
C-reactive protein (hsCRP) was 7.0 mg/L; 45.9% had hsCRP >3
mg/L. The primary endpoint was met with a significantly greater
proportion of patients achieving ACR20 with TAK-279 15 mg and
30 mg vs placebo (53.3% and 54.2% vs 29.2%, both p =0.002;
Figure 1A). ACRS50 response rates were also higher in the TAK-
279 15 mg and 30 mg groups vs placebo (p =0.005 and p =0.009,
respectively; Figure 1B). PASI7S response was highest in the 30
mg group vs other doses and placebo (45.7% [30 mg] and 28.3%
[15 mg] vs 15.4% [placebo]; p =0.002 and p =0.101, respectively).
A numerically higher proportion of patients treated with TAK-279
15 mg and 30 mg achieved ACR70 than with placebo (Figure 1B).
Numerical reductions were observed in mean change from baseline
in the TJC/SJC in all groups, with higher reductions with the 15 mg
and 30 mg doses vs placebo and 5 mg TAK-279. Improvements
from baseline were seen in PhGA of PsA in all TAK-279 groups vs
placebo (5 mg [p=0.016]; 15 mg [p=0.004]; 30 mg [p =0.003]).
Safety outcomes are summarized in Table 1. No opportunistic
infections, major adverse cardiovascular events or differences in
mean laboratory parameters of interest were observed, compared
with placebo. Serious and Grade 3 or higher treatment-emergent
adverse events occurred infrequently and at a similar rate in the
TAK-279 and placebo groups.

Conclusions: TAK-279 was well tolerated and demonstrated
superior dose-dependent efficacy to placebo over 12 weeks of
treatment in patients with active PsA.
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Table 1. Safety overview.

| TAK-279
30 mg QD
(n=72)

TAK-279
5mg QD
(n=T71)

TAK-279
15 mg QD
(n=75)

Placebo

(n=72)

Any TEAE, n (%) 39 (54.2) 42 (59.2) 45 (60.0) 56 (77.8)

Drug-related TEAES, n (%) 11 (15.3) 15(21.1) 20 (26.7) 29 (40.3)

TEAEs leading to study

discontinuation, n (%) il ® Bien Si(EL)

Serious TEAES, n (%) 4 (5.8) 4 (5.8) 3(4.0) 2(28)

At least one Grade 3 or

higher TEAE 7(9.7) 6 (8.5) 7(9.3) 3(4.2)

TEAEs leading to death, n 0 0 0 0

Most frequent TEAEs,* n (%)
Nasopharyngitis 3(4.2) 6(8.5) 7(9.3) 7(9.7)
URTIs 2(2.8) 8(11.3) 3(4.0) 7(9.7)
Headache 3(42) 2(2.8) 6 (8.0) 4(5.6)
Rash 0 3(4.2) 6 (8.0) 4 (5.6)
Blood CPK increased 3(4.2) 2(2.8) 4(5.3) 1(1.4)
Dermatitis acneiform 0 0 2(27) 6 (8.3)
Psoriatic arthropathy 5(8.9) 0 2(2.7) 1(1.4)
Rash papular 0 1(1.4) 3(4.0) 4 (5.8)
Aphthous ulcer 0 0 1(1.3) 6(8.3)
Dermatitis allergic 0 1(1.4) 1(1.3) 4 (5.8)
Rash maculo-papular 0 0 2(2.7) 4 (5.8)

*TEAEs occurring at =5% by preferred term in any treatment arm.
CPK, creatine phosphokinase; QD, once daily; TEAE, treatment-emergent
adverse event; URTI, upper respiratory tract infection.
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Figure 1. ACR responses.

A. ACR20 response over time.
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B. ACR20/50/70 responses at Week 12.
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ACR20/50/70 are composite measures defined as both improvements of
20%/50%/70% in the number of tender joint counts and swollen joint counts,
and a 20%/50%/70% improvement in three of the following five criteria:
Patient Global Assessment of PsA, Physician Global Assessment of PsA,
Patient Global Assessment of PsA pain, Health Assessment Questionnaire —
Disability Index and high-sensitivity C-reactive protein.

*ACR20: p=0.002 versus placebo.

p values for ACRSE0 are nominal: **p=0.005, ***p=0.009 versus placebo.

ACR, American College of Rheumatology; Cl, confidence interval;
PsA, psoriatic arthritis; QD, once daily; W, Week.
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EFFECTIVENESS AND PATIENT-REPORTED WELL-
BEING OF TILDRAKIZUMAB IN PATIENTS WITH NAIL
PSORIASIS: 52-WEEK RESULTS FROM THE PHASE 1V
POSITIVE STUDY

Wolfgang Weger!, Barbara Gruber’, Gudrun Ratzinger’, Paul-
Gunther Sator*

!Department of Dermatology and Venereology, Medical University of Graz,
Graz, Austria, *Department of Dermatology, Klinikum Wels-Grieskirchen,
Wels, Austria, *Department of Dermatology, Medical University of Inns-
bruck, Innsbruck, Austria, *Department of Dermatology, Klinik Hietzing,
Vienna, Austria

Introduction: Psoriasis is a chronic inflammatory disease that
profoundly impairs patients’ social, emotional, functional, and
physical condition, impacting on their overall well-being (1). Nail
psoriasis is a difficult-to-treat manifestation of psoriatic disease
affecting 40-60% of patients with plaque psoriasis and often
causing significant impairments in health-related quality of life
(HRQoL) (2,3). Tildrakizumab is an interleukin-23p19 inhibitor
indicated for the treatment of moderate-to-severe plaque psoriasis
with demonstrated long-term efficacy and safety (4,5).
Objectives: The objectives of this analysis were to assess the
effectiveness and patient reported well-being of tildrakizumab in
Austrian patients with nail psoriasis in routine care.

Methods: POSITIVE is an ongoing 24-month, phase IV obser-
vational multinational study in adult patients with moderate-to-
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severe plaque psoriasis treated with tildrakizumab designed to
investigate patient-reported well-being using tildrakizumab in a
real-world setting (6). The well-being was assessed through the
5-item WHO Well-being Index (WHO-5; range 0-100, 100=maxi-
mal well-being) (7). As a reference, the mean WHO-5 score in the
general Austrian population is 66.3 (8). The HRQoL instrument
was Dermatology Life Quality Index-Relevant (DLQI-R). Ef-
fectiveness assessments in this analysis included Psoriasis Area
and Severity Index (PASI) for skin symptoms and Nail Psoriasis
Severity Index (NAPSI) score for the nail assessment. Here, we
report 52-week interim data of Austrian patients with nail psoriasis
using an observed cases approach.

Results: A total of 42 patients were included (81.0% male, mean
[95%CI] age of 48.2 [43.8, 52.6] years, mean body mass index of
29.4[27.7,31.1] kg/m?, 47.6% current smokers). Mean (95%CI)
time since psoriasis diagnosis was 14.0 (10.0, 18.0) years. Mean
(95%CI) WHO-5 score significantly increased from 55.6 (48.7,
62.5) at baseline to 68.7 (61.0, 76.4) at week 28 (p <0.001), and to
70.6 (63.8, 77.4) at week 52 (p <0.001). Mean (95%CI) DLQI-R
score decreased from 13.0 (10.3, 15.7) at baseline to 3.3 (1.3, 5.3)
at week 52 (p <0.001). Mean (95%CI) PASI decreased from 11.6
(8.8, 14.4) at baseline to 1.1 (0.6, 1.6) at week 28 (» <0.001), with
amean change from baseline of -10.7, and 0.8 (0.5, 1.1) at week 52
(»<0.001), with a mean change from baseline of -11.6. At week
28 and week 52, respectively, 80.0%/47.5% and 82.9%/60.0% of
patients achieved PASI <3/<1. Mean (95%CI) NAPSI decreased
from 44.4 (34.9, 53.9) at baseline to 21.9 (14.5, 29.3) at week
28 (p<0.001), with a mean change from baseline of -22.1, and
15.7 (9.5, 21.9) at week 52 (»p <0.001), with a mean change from
baseline of -32.1. At the point of this analysis one patient had a
treatment related adverse event (AE) (mild nausea). No patients
discontinued due to AEs.

Conclusions: In a real-world setting, tildrakizumab significantly
improved nail psoriasis patients’ well-being as well as skin symp-
toms and HRQoL without safety concerns, and this improvement
was maintained through week 52. In addition, tildrakizumab
showed marked and sustained improvement in a difficult to treat
area such as nails.

References

1. Armstrong AW, et al. PLoS One 2012;7:¢52935.

2. Augustin M, et al. Br J Dermatol 2010;163:580-5

3. Klaassen KMG, et al. Br J Dermatol 2013;169:314-9

4. Thagi D, et al. BJD 2021;185:323-34.

5. Tsianakas A, et al. JEADV 2023;37:85-92.

6. Augustin M, et al. BMJ Open 2023;13:e060536.

7. Topp CW, et al. Psychother Psychosom 2015;84:167-76.

8. https://www.eurofound.europa.eu/data/european-quality-of-life-survey
(last access 12.02.2024).

P-067

DRUG SURVIVAL OF SECUKINUMAB FOR MODERATE-
TO-SEVERE PSORIATIC ARTHRITIS: A 7-YEAR

REAL LIFE EXPERIENCE FROM THREE ROMANIAN
REFERRAL CENTERS
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Introduction: secukinumab is a fully human immunoglobulin
Glkappa monoclonal anti-IL17 A antibody, with high efficacy
and a good safety profile for patients with moderate to active
spondyloarthropathies in different clinical settings.
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Objective: to explore the treatment effectiveness, safety and drug
survival of secukinumab (SEC) in a real-life cohort of patients
with moderate-to-severe psoriatic arthritis (PsA) and to identify
predictors of discontinuation.

Methods: multicentric retrospective analysis of consecutive PsA
patients receiving either 150 or 300 mg SEC once monthly (after
the standard loading dose) followed-up from October 2017 to Ja-
nuary 2024, according to local standards of care for patients under
biologics in three academic rheumatology departments in North-
East Romania. A series of variables were collected at baseline
and every six-months including rheumatic and dermatologic data/
parameters such as activity scores and responder status, typical and
non-typical psoriasis variant, comorbidities that may impact the
choice of biologics. Drug survival and the risk of discontinuation
were assessed in subgroup (bio-naive versus previous anti-TNFa
use) analysis (logistic regression, Kaplan-Meier curves; SPSS-
21, p<0.05).

Results: about half (43 cases) of all PsA under biologics in our
database (98 cases) received secukinumab for their active disease,
34.88% (15 cases) as first line, 65.12% (34 cases) as switch in TNF
non-responder patients. 48.83% patients received secukinumab
overall, the retention rates at 6, 12, 24, 36, 48 and 52 months were
100%, 90.16%, 78.13%; 56.27%, 36.35% and 25%, respectively.
Surprisingly, there was no statistic significant difference between
drug survival in biologic-naive patients versus those with previous
exposure to TNF inhibitors in the whole population (p>0.05);
though, the response was more rapid and sustained in PsA failing
to only one anti-TNF drug compared to those with two or more
(p <0.05). The multivariate COX regression showed factors
associated with the risk of discontinuation: obese patients had
significant higher chance to fail secukinumab, while naive super-
responder for Pso (PASI) significantly associated with lower rate
of discontinuation 22 patients discontinued, the majority due to
loss of efficacy.

Injection-site reactions were the most commonly reported adverse
event; only one patient presented with exacerbation of inflamma-
tory bowel disease, while one patient had a significant flare of skin
psoriasis after a dramatic PASI response — as the articular disease
was in remission, this case undergone swap on rixankizumab.
Conclusions: secukinumab showed high effectiveness and safety
in routine clinical practice for up to 5 years in active PsA regardless
the history of previous biological therapy.
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ORAL TYK2 INHIBITOR, DEFINES CLINICAL
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Introduction: A phase 2b study (NCT04999839) demonstrated
promising efficacy and acceptable safety of TAK-279 in patients
with moderate-to-severe psoriasis.' This study also investigated
associations between TAK-279 treatment, psoriasis/TYK2 bio-
markers and clinical/histologic response.
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Objectives: To report disease biomarker changes and associations
with clinical or histologic response using serum samples and
lesional and non-lesional skin biopsies from patients in the study.
Methods: Lesion and non-lesion skin biopsies and serum samples
were obtained at Day 1 (pre-dose) and Weeks 4 and 12 from pa-
tients receiving TAK-279 (2 mg, 5 mg, 15 mg, 30 mg) or placebo
orally once daily. RT-qPCR, RNA-Seq, and immunohistochemistry
were used to assess changes in lesion keratinocyte proliferation
(KRT16 expression), psoriasis/TYK?2 biomarkers, lesion gene sig-
natures and plaque resolution (histological), and their associations
with response (clinical [PASI-75] and histologic?).

Results: Biopsies from 63 consenting patients and serum from
252 patients were analyzed. At Week 12, most clinical responders
(n=21/24, 88%) had reductions in KRT16 expression of >87%
versus baseline lesion levels. Pooled analysis showed that in most
histologic responders (18/25, 72%), IL-17A and IL-17F expres-
sion reduced by >80% versus baseline lesion levels. Reductions
in lesional type I IFN, IL-12, and IL-23 pathway gene expression
occurred at 15 mg and 30 mg doses compared with baseline levels
(» <0.05). Dose- and time-dependent reductions in serum IL-17A,
IL-17C, and IL-17F were observed in all TAK-279 groups versus
placebo. In the 15 mg and 30 mg groups (n =23), expression of
key psoriasis/TYK2 biomarkers (e.g. DEFB4A, 1L-36G, IL-19,
IL-23A) reverted to non-lesion levels; of PASI90 responders at
Week 12 (n=12), 48/50 top upregulated genes in lesions rever-
ted to non-lesion expression levels. Laboratory parameters were
similar between groups. In all dose groups, patients had reduced
lesion epidermal thickness, CD3+ T-cell and CD11c+ myeloid
dendritic cell counts with TAK-279 versus baseline and placebo.
Conclusions: TAK-279 modulated psoriasis/TYK2 biomarkers,
which was associated with clinical and histologic response in
patients with moderate-to-severe psoriasis.
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Introduction: TAK-279 (previously NDI-034858) is a highly
selective, allosteric, oral inhibitor of tyrosine kinase 2 (TYK2),
computationally designed to bind to the Janus homology 2 pseu-
dokinase domain of TYK2.! In a recent phase 2b trial in patients
with moderate-to-severe psoriasis (NCT04999839), TAK-279
was well tolerated and demonstrated safety and efficacy versus
placebo at doses >5 mg once daily, with the 15 mg and 30 mg
once daily doses achieving the highest levels of skin clearance at
Week 12, as shown by PASI (Psoriasis Area and Severity Index)
75 (primary endpoint). Secondary efficacy endpoints (PASI90 and
PASI100) were in accordance with the primary efficacy endpoint,
with 33.0% of patients achieving PASI100 at the highest TAK-279
dose (30 mg).2

Objectives: This analysis further evaluated the efficacy of the 15
mg and 30 mg doses of TAK-279 using a range of PASI measures
in patients with moderate-to-severe plaque psoriasis.
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Methods: In this randomized, multicentre, double-blind, placebo-
controlled trial, patients were randomized 1:1:1:1:1 to receive oral
TAK-279 (2 mg, 5 mg, 15 mg or 30 mg) or placebo, once daily for
12 weeks. Mean PASI, mean change and mean percent change in
PASI from baseline, and proportions of patients achieving PASI
thresholds (<2 and <1) were determined at Week 12. All analyses
were pre-specified except for PASI thresholds (post hoc).
Results: At baseline, mean (standard deviation [SD]) PASI scores
were similar across TAK-279 15 mg (n=53; 15.5 [4.5]), TAK-279
30 mg (n=>52;17.6 [6.2]) and placebo (n =52; 18.3 [8.1]) groups.
Mean PASI scores decreased as early as Week 2 and continued to
decline throughout follow-up in the TAK-279 treatment groups,
while scores decreased slightly in the placebo group. At Week
12, mean (SD) PASI scores were 2.5 (3.0) (least-squares [LS]
mean change: —13.7; LS mean percentage change: —82.5%) in
the 15 mg group, 3.5 (5.0) (LS mean change: —14.1; LS mean
percentage change: —77.8%) in the 30 mg group and 13.4 (8.2)
(LS mean change: —5.0; LS mean percentage change: —27.7%)
in the placebo group (p<0.001 for both doses versus placebo)
(Figure 1). At Week 12, higher proportions of patients treated
with TAK-279 15 mg and 30 mg achieved a PASI threshold of
<2 (56.6% and 55.8%, respectively) compared with no patients in
the placebo group (Figure 2). A similar pattern was observed for
a PASI threshold of <1 (32.1% and 32.7% for 15 mg and 30 mg,
respectively, versus 0% for placebo) (Figure 2).

Conclusions: TAK-279 was more effective at reducing absolute
PASI scores at the 15 mg and 30 mg doses compared with pla-
cebo in patients with moderate-to-severe plaque psoriasis over 12
weeks. Further investigations of efficacy and safety of TAK-279
in phase 3 studies are ongoing.
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Figure 1. Least-squares mean change from baseline in PASI
over 12 weeks (mITT analysis set).
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Least-squares means were derived from a mixed model for repeated
measurements on the change from baseline in PASI.

The model includes treatment, visit (Weeks 2, 4, 8 and 12),
treatment-by-visit interaction and previous treatment with biologics as
fixed effects, and baseline score as a covariate. Baseline was defined
as the last non-missing assessment before or on the day of first study
treatment dosing.

*p<0.05, **p<0.01, ***p=<0.001, relative to placebo.

mITT, modified intent-to-treat; PASI, Psoriasis Area and Severity Index;
QD, once daily; SE, standard error.



Figure 2. Proportions of patients achieving PASI thresholds
<1 and <2 at Week 12 (mITT analysis set).

100 4 EPAS| 1 wPASI <2
90 -
= 80+
,g 70 - 30 29
% 60 - (56.6) (55.8)
[=%
5 501 17 17
§ 404 (32.1) (32.7)
S 30
Q.
o 204
o
10 -
0 0 0
Placebo TAK-279 TAK-279
15 mg QD 30 mg QD

Data above bars represent n (%).
miTT, modified intent-to-treat; PASI, Psoriasis Area and Severity Index;
QD, once daily.

P-070

TAK-279, A SELECTIVE ORAL TYK2 INHIBITOR,
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Introduction: TAK-279 (previously NDI-034858) is a highly
selective, allosteric, oral inhibitor of tyrosine kinase 2 (TYK2).
TYK2 mediates signalling from cytokines involved in the patho-
genesis of psoriasis and other immune-mediated diseases.',? In a
recent phase 2b trial in patients with moderate-to-severe psoriasis
(NCT04999839), TAK-279 was well tolerated and demonstrated
safety and efficacy with greater skin clearance at doses >5 mg
compared with placebo, with the two highest doses (15 mg and
30 mg) showing the strongest responses at Week 12.3
Objectives: This analysis further evaluated the efficacy of the
15 mg and 30 mg doses of TAK-279 using measures of body
surface area (BSA) involvement in patients with moderate-to
severe plaque psoriasis.

Methods: In this randomized, multicentre, double-blind, placebo-
controlled trial, patients were randomized 1:1:1:1:1 to receive oral
TAK-279 (2 mg, 5 mg, 15 mg or 30 mg) or placebo, once daily
for 12 weeks. BSA outcome measures assessed at Week 12 were
mean change in BSA from baseline, mean percentage change in
BSA from baseline and the proportion of patients achieving a
BSA threshold of <1% by visit. All analyses were pre-specified
except for mean percentage change in BSA and achievement of
BSA <1% threshold (post hoc).

Results: Baseline mean (standard deviation [SD]) absolute percen-
tage BSA was generally consistent across TAK-279 15 mg (n =53;
18.3 [10.3]), TAK-279 30 mg (n=52; 22.2 [14.3]) and placebo
(n=52; 21.3 [13.6]) groups. Mean percentage BSA decreased as
early as Week 2 and continued to decrease throughout follow-up
in the TAK-279 groups, whereas scores slightly decreased in the
placebo group. At Week 12, mean (SD) percentage BSA was 4.4
(5.3) (least-squares [LS] mean change: —14.7; LS mean percentage
change: —72.9%) in the 15 mg group, 6.5 (12.5) (LS mean change:
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—15.7; LS mean percentage change: —73.1%) in the 30 mg group
and 18.2 (13.6) (LS mean change: —4.0; LS mean percentage
change: —19.3%) in the placebo group (p <0.001 for both doses
versus placebo) (Figure 1). A higher proportion of patients achieved
a BSA threshold of <1% in the TAK-279 15 mg and 30 mg groups
compared with the placebo group (35.8% and 44.2% versus 0%, re-
spectively), and this was observed from Week 8 onwards (Figure 2).
Conclusions: Patients with moderate-to-severe plaque psoriasis
who received the two highest doses of TAK-279 (15 mg and 30
mg) achieved greater reductions in BSA than patients who received
placebo over 12 weeks. Further investigation of the efficacy and
safety of TAK-279 in phase 3 studies is ongoing.
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Figure 1. Least-squares mean change from baseline in

BSA (%) over 12 weeks (mITT analysis set).
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Least-squares means were derived from a mixed model for repeated
measurements on the change from baseline in BSA.

The model includes treatment, visit (Weeks 2, 4, 8 and 12),
treatment-by-visit interaction and previous treatment with biologics as
fixed effects, and baseline score as a covariate. Baseline was defined
as the last non-missing assessment before or on the day of first study
treatment dosing.

*p<0.05, **p<0.01, ***p<0.001, relative to placebo.

BSA, body surface area; mITT, modified intent-to-treat;

SE, standard error.

Figure 2. Proportion of patients achieving BSA <1% by visit
(mITT analysis set).

100 4

o]
o

[=2]
o

BSA <1% (%)

S
o

)
o

Proportion of patients achieving

0 2 4 8 12
Week

~ Placebo TAK-279 15 mg = TAK-279 30 mg

BSA, body surface area; mITT, modified intent-to-treat.



50 IFPA Conference 2024

P-071

PREGNANCY OUTCOMES IN WOMEN EXPOSED TO
GUSELKUMAB: REVIEW OF CASES REPORTED TO
THE MANUFACTURER’S GLOBAL SAFETY DATABASE
Connie B. Lin', Anja Geldhof’, Mauricio Rosas Ballina’, Hetal Pa-
tel’, Hewei Li’

!Janssen Research & Development, LLC, Horsham, USA, *Janssen Bio-
logics B,V,, Leiden, The Netherlands, *Actelion Research & Development,
Basel, Switzerland, “Immunology Global Medical Affairs, Pharmaceutical
Companies of Johnson & Johnson, Horsham, USA, *Janssen Research &
Development, LLC, Titusville, USA

Introduction: While biologics approved to treat a range of im-
munologic diseases have well established benefit-risk profiles in
the overall target patient populations, data are limited on their use
during pregnancy.(1,2) Guselkumab is a human immunoglobulin
G1A (IgG1X) monoclonal antibody approved for the treatment of
moderate-to-severe psoriasis (PsO) and active psoriatic arthritis
(PsA) and currently in clinical development for the treatment of
inflammatory bowel disease (IBD).(3,4) IgG1A antibodies are
known to cross the placental barrier and have the potential to af-
fect pregnancy outcomes.(1-3,5)

Objectives: To assess pregnancy outcomes in pregnant women
exposed to guselkumab.

Methods: Cumulative data from the Janssen Global Safety Data-
base reported through 12 July 2023 are summarized descriptively
for medically confirmed pregnancies with maternal exposure to
guselkumab before conception (within 3 months prior to confirmed
pregnancy), during the first trimester (T1), after the first trimester
(T2, T3), or any time during confirmed pregnancy. Pregnancy
reports may have been prospective or retrospective. Pregnancy
outcomes were classified as live births with or without conge-
nital anomalies; spontaneous abortions; elective terminations,
stillbirths, or unspecified abortions with or without fetal defects;
fetal deaths; ectopic pregnancies; induced/missed abortions; or
pregnancies that are ongoing or that have no reported outcome.
Results: Through 12 July 2023, 590 pregnancy events (including
twins [2]; triplets [1]) in 586 women exposed to guselkumab have
been reported prospectively (N =505) or retrospectively (N =_85)
(Table 1). In cases in which the guselkumab therapeutic indication
was reported, most were PsO (90.0% [371/412]); others included
PsA (2.2% [9/412]), both PsO and PsA (3.4% [14/412]), and IBD
(1.5% [6/412]). In cases with data allowing for calculation of the
timing of guselkumab exposure, exposure was before conception
(14.3% [27/189]), during T1 (77.8% [147/189]), during T2 or T3
(5.3% [10/189]), or any time during pregnancy (2.6% [5/189]).
Mean duration of guselkumab exposure prior to pregnancy in
known cases (N=158) was 385 days (median, 238; range=0
to 1717 days). Mean maternal age in those with reported data
(N=349) was 32.0 years (median, 32 years; range=19 to 56 years).
Outcomes have been reported for 30.2% (178/590) of pregnancy
events and included live birth (63.5% [113/178]), spontaneous
abortion (22.5% [40/178]), elective termination (no fetal defects
or unknown) (6.7% [12/178]), ectopic pregnancy (3.4% [6/178]),
induced abortion (1.1% [2/178]), fetal death (1.1% [2/178]), and
1 event each (0.6%) of elective termination with a fetal defect,
missed abortion, and unspecified abortion with fetal defects.
Conclusions: In pregnancy cases with known outcomes, rates of
live births, spontaneous and elective/induced abortions, and con-
genital anomalies in women exposed to guselkumab <3 months
before or during pregnancy are consistent with rates reported for
the United States general population,(6,7) suggesting no apparent
impact of guselkumab on pregnancy outcomes. These results are
limited by missing data on pregnancy outcomes, maternal age sta-
tistics, concomitant medication use, other risk factors, and duration
of guselkumab exposure. However, these findings represent the
most robust analysis of maternal guselkumab-exposed pregnancy
outcomes to date. Additional evidence is needed to increase our
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understanding of the effects of guselkumab exposure on pregnancy
outcomes across disease indications.
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BIMEKIZUMAB TREATMENT IN PSORIASIS PATIENTS:
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Introduction: Dual inhibition of interleukin (IL)-17F in addition
to IL-17A with bimekizumab (BKZ) has been associated with long-
term skin clearance in psoriasis patients, with >80% maintaining
complete skin clearance from Week 16 through 3 years.[1] While
IL-17A and IL-17F have overlapping biology, their production
from IL-17-secreting cells is regulated differently. Chronic stimu-
lation causes preferential IL-17F production, consistent with the
greater abundance of IL-17F-secreting cells in psoriatic lesional
tissue.[2—4] Resident memory T cells (Trm) have been implicated
in disease recurrence at the same location following treatment
withdrawal and in disease perpetuation during treatment.[5]
Objectives: To understand the molecular mechanisms that lead
to the durable and continuous complete skin clearance observed
in BKZ treated patients with psoriasis over 3 years.

Methods: Several transcriptomics datasets were analysed, inclu-
ding single-cell RNA sequencing (RNA-seq) datasets from lesional
psoriasis biopsies (reported elsewhere),[4,6,7] alongside pre- and
post-treatment bulk RNA-seq data from a phase 2a trial of BKZ
in psoriasis (NCT03025542, study design previously described,
biopsies collected: Weeks 0/8 [lesional/non-lesional skin] and
Weeks 16/28 [lesional only]).[8]

Results: Analysis of the 3 independent psoriasis single-cell data-
sets consistently highlighted that IL17A- and IL17F-secreting cells
have highly similar transcriptomes. IL7R was highly expressed
on both IL17A- and, particularly, IL17F-secreting cells, and the
IL7 pathway is associated with cell survival. Presence of IL17A-
and IL17F-expressing Trm cells in psoriatic lesional tissue was
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also indicated, alongside expression of several T cell pro-survival
factors. Bulk transcriptomic analysis showed normalisation of a
Trm gene signature after only 2 doses of BKZ (median percentage
improvement: 78.1% at Week 8, which increased to 87.7% at Week
28, following 3 doses; Figure). Additionally, elevated expression
of the pro-survival factors IL7R and IL32 was reversed alongside
normalisation of an anti-apoptotic gene signature.

Conclusions: These mechanistic data from patient samples high-
light the importance of IL-17F and IL-17A dual neutralisation in
normalising both Trm biology and pro-survival factors. These
observations have implications for disease modification and are
important for the maintenance and durability of complete skin
clearance in psoriasis.
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Figure. Normalisation of Trm signature (CD103, CD69, CD44) in treated lesional
tissue at Weeks 8/28 versus baseline healthy, non-lesional and lesional tissue

Trm signature
2 logFC=0.824 (***) logFC=-0.657 (***}

logFC=0.803 (***) logFC=-0.647 (***)
T T 1

GSVA score

o

Healthy Non-lesional Baseline BKZ Week 8 BKZ Week 28

Gene Set Variation Analysis (GSVA)[9] was used to estimate gene set level of
expression. The red horizontal line corresponds to the median baseline expression in
non-lesional tissue. LogFC and FDR-adjusted p-values were calculated using the
limma moderated t-test. ***FDR<0.001. BKZ: bimekizumab; FC: fold change;
FDR: false discovery rate; GSVA: Gene Set Variation Analysis; Trm: tissue-resident
memory T cells.
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REAL-WORLD SAFETY PROFILE OF SPESOLIMAB IN
GENERALISED PUSTULAR PSORIASIS (GPP):
EXPANDED ACCESS PROGRAMMES IN JAPAN AND
CHINA
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Introduction: Generalised pustular psoriasis (GPP) is a rare
inflammatory disease that causes chronic skin symptoms and
recurring, unpredictable and sometimes life-threatening flares.
Both chronic and flare-related symptoms negatively impact quality
of life for patients [1,2] Spesolimab is an antibody-based therapy
approved for the treatment of GPP flares [3].

Objectives: Expanded access programmes (EAPs) were imple-
mented in Japan and China to provide early access to spesolimab
for patients with GPP who were not eligible for clinical trials and
had no other treatment options.

Methods: Patients 1875 years old received a 900 mg dose of
intravenous spesolimab for treatment of a GPP flare, with an
optional second dose after 1 week for persistent flare symptoms.
Adverse events (AEs), serious AEs (SAEs) and AEs of special
interest (AESIs) were recorded for up to 16 weeks after the last
spesolimab infusion.

Results: Fifty patients (Japan, n=11; China, n=39) with GPP
received spesolimab (n =29 female; 58%). Study duration was ~1

year, with a mean (+ SD) follow-up of 3.8 (0.4) months. Time since
GPP diagnosis was <1 year (n =10), >1 and <5 years (n =12), >5
and <10 years (n=8),>10 years (n =19), and missing (n=1). Mean
(£SD) age was 41.7 (14.8) years, with 96% of patients (n =48)
below 65 years old. Overall, 49 patients had 1 flare and 1 patient
had 2 flares. The cause of flares was unknown in approximately
half of patients (n =29/51 flare events; 57%); reported flare trig-
gers were treatment withdrawal (n =6; 12%), pregnancy (n=2;
4%), stress (n=3; 6%), infection (n=1; 2%) and other reasons
such as vaccinations (COVID-19 and other), and lack of medi-
cation efficacy (n=10; 20%). Most patients (n =46; 92%) had
co-existing medical conditions, with the most common (>10%
of patients) being plaque psoriasis (n =17; 34%), pyrexia/fever
(n=10; 20%), hypertension (n=38; 16%), psoriatic arthropathy
and anaemia (n =6; 12% each).

Most patients (n =47; 94%) were also taking other medications,
which included immunosuppressants, corticosteroids, topicals and
biologic therapy. Use of >1 biologic in addition to spesolimab was
reported in 30% of patients (n = 15: IL-17 inhibitor [n = 14], IL-23
inhibitor [z = 1] and/or TNF-alpha inhibitor [n =1]). Of 27 patients
with ongoing chronic plaque psoriasis (CPP), 89% (n =24) were
receiving treatment for CPP. AEs occurred in 37 patients (74%)
and were mostly mild or moderate (92%). The most common
AEs were COVID-19 (n=10; 20%), pyrexia/fever (n=06; 12%),
upper respiratory infection, low blood protein and pruritus/itching
(n=4; 8% for all). Potential hypersensitivity events were mild or
moderate. There were 3 patients with SAEs (pneumonia [n =2],
COVID-19, respiratory failure and pustular psoriasis [#=1 for
all]), 2 AESIs (COVID—19, pneumonia) and 14 investigator-
defined drug-related AEs. No AE led to discontinuation or death.
Conclusions: EAPs can provide valuable information for patients
and physicians about the natural history of a disease, as well as
safety and tolerability of a treatment in a real-life patient popula-
tion. Spesolimab was safe and well tolerated in patients with GPP,
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including patients with co-existing medical conditions and those
taking other medications. Findings were consistent with a previous
clinical trial in patients with GPP flares (EFFISAYIL® 1) [3-5].
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Introduction: Bimekizumab (BKZ), a humanised monoclonal
IgG1 antibody that selectively inhibits interleukin (IL)-17F in
addition to IL-17A, has demonstrated efficacy and tolerability to
1 year in patients with psoriatic arthritis (PsA).[1,2] PsA develops
in up to 30% of patients with psoriasis;[3] efficacy and safety of
treatments in patients with PsA and skin involvement is therefore
clinically important.

Objectives: To assess up to 2-year efficacy and safety of BKZ
in patients with PsA and psoriasis who were biologic disease-
modifying antirheumatic drug (b(DMARD)-naive or had prior
inadequate response/intolerance to tumour necrosis factor inhi-
bitors (TNFi-IR).

Methods: BE OPTIMAL (NCT03895203; bDMARD-naive)
and BE COMPLETE (NCT03896581; TNFi-IR), both placebo
(PBO)-controlled to Week (Wk)16, assessed subcutaneous BKZ
160 mg every 4 wks (Q4W) in patients with PsA. PBO patients
switched to BKZ (PBO/BKZ) at Wk16. BE OPTIMAL included
areference arm (adalimumab [ADA] 40 mg Q2W); these patients
switched to BKZ at Wk52 (ADA/BKZ) with no washout between
treatments. BE OPTIMAL Wk52 and BE COMPLETE Wk16
completers were eligible to enrol in the open-label extension BE
VITAL (NCT04009499).

Post hoc data are reported for patients with psoriasis affecting
>39% body surface areca (BSA) at baseline; analyses also conduc-
ted for psoriasis >3%—<10% and >10% BSA subgroups. Interim
data cut reported; efficacy outcomes reported to Wk104 from
BE OPTIMAL and Wk88 from BE COMPLETE. Missing data
imputed using non-responder (binary), multiple (continuous), or
worst category (categorical) imputation. Safety data are reported
for patients treated with BKZ.

Results: 425/852 (49.9%) bDMARD-naive (217/431 BKZ;
140/281 PBO; 68/140 ADA) and 264/400 (66.0%) TNFi-IR pa-
tients (176/267 BKZ; 88/133 PBO) had baseline psoriasis >3%
BSA; 365/425 (85.9%) bDMARD-naive and 221/264 (83.7%)
TNFi-IR patients completed Wk104/88.

Efficacy responses seen at Wk52 with BKZ were sustained to
‘Wk104/88, with high proportions of bDMARD-naive and TNFi-IR
patients achieving American College of Rheumatology (ACR)50,
Psoriasis Area and Severity Index (PASI)100, and minimal disease
activity responses (Figure). Trends were consistent for additional
efficacy outcomes (Table). Results were generally similar across
the >3%—<10% and >10% BSA subgroups.

For bDMARD-naive and TNFi-IR patients on BKZ, the exposure-
adjusted incidence rates per 100 patient-years (EAIR/100 PY) for
>1 treatment emergent adverse event (TEAE) were 157.2 and 84.7,
respectively. Incidence rates (EAIR/100 PY) of serious TEAEs
were 5.3 (b DMARD-naive) and 4.7 (TNFi-IR). Over 2 years, 3
deaths occurred (bDMARD-naive: 2 [1 before and 1 after Wk52],
TNFi-IR: 1 [before Wk52]), all deemed unrelated to treatment.
The most frequent TEAEs were nasopharyngitis, SARS-CoV-2
infection, and upper respiratory tract infection for bDMARD-naive
patients, and SARS-CoV-2 infection, nasopharyngitis, and urinary
tract infection for TNFi-IR patients. Of reported Candida infec-
tions (EAIR/100 PY bDMARD-naive: 5.8, TNFi-IR: 2.5), none
were serious or systemic; 3 infections led to study discontinuation
(bDMARD-naive: 2, TNFi-IR: 1).

Conclusions: BKZ treatment resulted in sustained clinical efficacy
up to 2 years; improvements were generally similar in bDMARD-
naive and TNFi-IR patients with PsA and psoriasis. BKZ was well
tolerated; no new safety signals were observed.[1,2]
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Figure. Proportion of patients with baseline psoriasis z3% BSA achieving ACRS0, PASIL00 and MDA over time to Week 104/88 (NRI, OC)
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Table. Additional efficacy outcomes for patients with baseline psoriasis 23% BSA at Week 104/88 (MI, NRI, WCT)
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NEW-ONSET AND EXACERBATION OF PSORIASIS
FOLLOWING COVID-19 VACCINATION: A NATION-
WIDE POPULATION-BASED COHORT STUDY IN KOREA
Kwang Joong Kim', Jong Seung Kim*3* IL Jae Lee’, Cho Yun
Jeong®, Min Ji Kim*, Kyung Hwa Nam®>

'Department of Dermatology, College of Medicine, Hallym University,
Anyang-si, South Korea, *Department of Otorhinolaryngology-Head and
Neck Surgery, Jeonbuk National University Medical School, Jeonju-si,
South Korea, *Research Institute of Clinical Medicine of Jeonbuk National
UniversityBiomedical Research Institute of Jeonbuk National University
Hospital, Jeonju-si, South Korea, *Department of Medical Informatics,
Jeonbuk National University, Jeonju-si, South Korea, *Department of Der-
matology, Jeonbuk National University Medical School, Jeonju-si, South
Korea

Introduction: Despite the World Health Organization (WHO)
lifting the public health emergency of international concern
(PHEIC) for COVID-19 on May 2023, the impact of mass SARS-
CoV-2 vaccination persists, and concerns about the emergence of
autoimmune or inflammatory disorders triggered by vaccination
have been raised.1 SARS-CoV-2 vaccines have been associated
with various cutaneous manifestations and flaring of certain der-
matological diseases such as psoriasis.2 As cases of new-onset
or exacerbation of psoriasis after vaccination have been reported
globally, 3-5 a convincing large-scale investigation is required to
estimate the association.

Objectives: Our study sought to investigate the association bet-
ween SARS-CoV-2 vaccination and the new-onset (Study 1) or
exacerbation (Study 2) of psoriasis.

Methods: Using the National Health Insurance Service claims
database in South Korea, individuals who received the SARS-
CoV-2 vaccinations from February 26,2021 to July 31,2021 were
recruited (Figure 1). Patients diagnosed with psoriasis before vac-
cination were excluded from Study 1, whereas patients previously
diagnosed with psoriasis but not having undergone treatment
within the four preceding years were included in Study 2. Unvac-
cinated controls were selected by 1:1 propensity score matching
with vaccinated individuals in Studies 1 and 2. Each individual
was monitored for five months. The primary endpoint was the
presence of psoriasis. The hazard ratio (HR) for psoriasis was
calculated using a multivariate Cox proportional hazard model.
Results: In Study 1, we analysed the incidence of new-onset pso-
riasis in 673,048 vaccinated individuals and 673,048 unvaccinated
controls. Study 1 revealed a 1.36-fold increased risk of developing
psoriasis in the vaccinated group than in the non-vaccinated group
(HR: 1.36, 95%CI 1.23-1.51, p<0.001) (Figure 2). In Study 2,
the study and control groups included 4,211 vaccinated and 4,211
unvaccinated patients with psoriasis who had not received any
treatment during the past four years, respectively. We defined an
exacerbation of psoriasis as psoriasis that was diagnosed again
during the five-month follow-up in these groups. In Study 2, vac-
cinated patients showed a 1.83-fold higher incidence of psoriasis
exacerbation than non-vaccinated patients (HR 1.83, 95%CI
1.15-2.93, p<0.001). Additionally, sensitivity analyses showed
that the significantly increased risk of new-onset (HR 1.32, 95%CI
1.19-1.47) or an exacerbation (HR 2.03, 95%CI 1.25-3.31) of
psoriasis in the vaccination group did not change when patients
with COVID-19 infection were excluded. Considering the type of
vaccine, the HR for newly diagnosed psoriasis was 1.34, 1.31, and
1.47, and the HR for exacerbated psoriasis was 2.11, 1.52 and 2.58
with the mRNA, non-mRNA and mixed vaccinations, respectively.
Conclusion: This study demonstrated a significantly increased risk
of new-onset or exacerbation of psoriasis in patients who received
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SARS-CoV-2 vaccination in South Korea. Although additional
studies in other countries or over extended periods are needed,
these findings suggest a possible connection between vaccination-
related immunological changes and psoriasis pathogenesis, which
may have implications for vaccination strategies for susceptible
individuals. In the era of emerging new viruses, it is crucial to
proactively prepare for the potential impact of vaccinations on
existing skin diseases. Further prospective studies are necessary
to uncover the precise mechanisms involved.
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RISK OF MAJORADVERSE CARDIOVASCULAR EVENTS
AND ALL-CAUSE MORTALITY AMONG PATIENTS
WITH PSORIATIC DISEASE TREATED WITH TNF-A AND
1L-12/23 INHIBITORS
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Hyun Won', Mi Woo Lee', Sung Eun Chang', Joon Min Jung'
'Department of Dermatology, Asan Medical Center, Seoul, South Korea,
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Introduction: Few studies have investigated the impact of biolo-
gics on the risk of major adverse cardiovascular events (MACEs)
among Korean patients with psoriatic diseases.

Objectives: To compare the risk of MACEs and all-cause mortality
among patients with psoriatic disease treated with tumor necrosis
factor (TNF)-a and interleukin (IL)-12/23 inhibitors in Korea.
Methods: Patients with psoriatic disease prescribed with TNF-a
and IL-12/23 inhibitors since 2016 were selected from the Korean
National Health Insurance Service Database. Follow-up data for
MACE:s and all-cause mortality between 2016 and 2020 were col-
lected. The risk of MACEs and all-cause mortality was compared
between the two groups.

Results: A total of 2,886 individuals were included, including
1,987 1L-12/23 inhibitor users and 899 TNF-a inhibitor users.
Compared with IL-12/23 inhibitor users, TNF-a inhibitor users
had a higher prevalence of dyslipidemia (51.06% vs. 42.48%,
»<0.001) and a significantly higher risk of all-cause mortality
(adjusted hazard ratio [aHR], 2.36; 95% confidence interval [CI],
1.02-5.49) but not MACE (aHR, 1.43; 95% CI, 0.77-2.67) (Fi-
gure). After controlling for age, female TNF-a inhibitor users
had a significantly increased risk of all-cause mortality (aHR,
5.29; 95% CI, 1.32-21.28). Meanwhile, after controlling for
sex, TNF-a inhibitor users aged 60 years or older demonstrated
a significantly elevated risk of all-cause mortality (aHR, 5.81;
95% CI, 1.74-19.23).

Conclusions: No statistically significant difference in MACE
risk was observed between patients who used TNF-o and IL-
12/23 inhibitors. Nevertheless, the use of 1L-12/23 inhibitors,
especially among older and female patients, resulted in a lower
overall mortality.
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RISK OF INCIDENT INFLAMMATORY HEART
DISEASES AND AUTOIMMUNE NEURAL DISEASES IN
PATIENTS WITH PSORIATIC DISEASE

Hee Joo Yang!, Soo Hyun Jeon'!, Ye-Jee Kim?, Ik Jun Moon', Woo
Jin Lee!, Chong Hyun Won', Mi Woo Lee', Sung Eun Chang', Joon
Min Jung'

'Department of Dermatology, Asan Medical Center, Seoul, South Korea,
’Department of Clinical Epidemiology and Biostatistics, Asan Medical
Center, Seoul, South Korea

Background: While various inflammatory and autoimmune di-
seases are reported to be comorbidities of psoriasis, the risk of in-
cident inflammatory heart diseases (IHD) and autoimmune neural
diseases in patients with psoriatic disease are lacking in literature.
Objectives: This study aimed to identify the risk of incident [HD
and autoimmune neural diseases in patients newly diagnosed with
psoriatic disease in Korean population.

Methods: Patients newly diagnosed with psoriatic disease bet-
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ween 2007 and 2019 in the Korean National Health Insurance
Service database were included with two-year washout period
along with their 1:1 age-, sex- matched comparators who were
never diagnosed with psoriatic disease. The data on incident IHD
and autoimmune neural diseases were identified during follow-up
period from 2007 to 2020. Multivariable Cox regression models
were used to evaluate the risk of each comorbidity in psoriatic
disease group compared with the comparator group.

Results: A total of 358,899 and 359,548 patients with psoriatic
disease were retrieved from the database to determine the risk of
[HD and autoimmune neural diseases respectively in this study.
After adjusting for insurance type and comorbidities, the risk of
IHD in total (adjusted hazard ratio [95% confidence interval],
1.1211.01 -1.24]) and acute myocarditis (1.55 [1.01 - 2.39]) was
significantly higher in psoriatic disease group compared with the
matched comparators (Figure 1). After adjusting for insurance type
and comorbidities, patients with psoriatic disease had higher risk
of autoimmune diseases of the peripheral nervous system (PNS)
in total (1.51 [1.21 - 1.88]), inflammatory myositis (2.53 [1.61 —
3.98]), and autoimmune diseases of the central nervous system
(CNY) in total (1.69 [1.12 — 2.56]) compared with the matched
comparators (Figure 2). The risk of IHD and autoimmune neural
diseases were not associated with the severity of psoriatic disease.
Conclusions: Patients with psoriatic disease have a significantly
increased risk of IHD, especially acute myocarditis, and autoim-
mune neural diseases including both those affecting PNS and CNS.
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Figure 1. Rask of inflammatory heart diseases among patients with newly-diagnosed psonatie disease compared with the matched comparators.
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Figure 2. Risk of autoimmune neural diseases among patients with newly-diagnosed psoriatic disease compared with the matched comparators.
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COMPARISON OF EFFICACY AND DURATION
BETWEEN INTRA-CLASS SWITCHING AND INTER-
CLASS SWITCHING IN BIOLOGICS FOR PSORIASIS
TREATMENT

Eun Joo Park, Seung Min Ko, Kwang Joong Kim, Kwang Ho Kim
Hallym university sacred heart hospital, Anyang-si, South Korea
Background: In psoriasis treatment, inter-class switching is
usually done when changing biologics, but intra-class switching
is sometimes attempted in case of refractory cases.

Objective: This study aims to compare therapeutic efficacy and
treatment duration of intraclass-switching and interclass-swtiching
of biologics among psorasis patients.

Methods: We analyzed and compared the intra-class switching
that occurred between secukinumab and ixekizumab which target
IL-17, and risankizumab and guselkumab, which target 1L-23
with inter-class switching with inter-class switching(among ada-
limumab, ustekinumab, secukinumab, ixekizumab, risankizumab,
guselkumab). Efficacy was evaluated 12 weeks in IL-17 group and
16 weeks in IL-23 group initially.

Results: In the intra-class switching group that included both
IL-17 and IL-23, during the initial evaluation period, 95%(19/20)
achieved PASI75, and 65%(13/20) reached PASI90. In the IL-17
targeted class, after primary or secondary failure of first biologics,
the percentage of patients initially meeting PASI75 and PASI90
in 12 weeks was 93.8%(15/16) and 62.5% (10/16) respectively
after intra-class switching. While in the IL-23 targeted class, after
primary or secondary failure of first biologics, the percentage
of patients initially meeting PASI75 and PASI90 after intra-
class switching was 100%(4/4) and 75%(3/4). In the inter-class
swtiching group, after primary or secondary failure of first biolo-
gics, patients achieved PASI75 and PASI90 96.1% (170/177) and
60.5%(107/177) after inter-class switching.

Conclusion: Although the sample size for intra-class switching
is small, the efficacy of intra-class switching showed clinically
interesting results compared to conventional inter-class switching.
Further research with larger sample sizeds is necessary to validate
our findings.

Keywords: Psoriasis, Inter-class switching, Biologics, Intra-class
switching
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SYSTEMIC INFLAMMATION IN PSORIASIS - THE
CHICKEN OR THE EGG?
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Introduction: Psoriasis is a chronic immune-mediated disease
with characteristic inflamed skin lesions [1]. Since the recogni-
tion of many co-existing diseases in patients with psoriasis [2],
the underlying mechanism for these associations has been widely
discussed [3,4]. Several different biomarkers of low-grade syste-
mic inflammation are higher in patients with psoriasis compared
to healthy controls [5-8]. However, it is unknown if this low-grade
systemic inflammation is the cause or a consequence of psoriasis.
We hypothesize that low-grade systemic inflammation is present
in patients with psoriasis before the appearance of skin symptoms
and may constitute a potential risk factor for the development of
psoriasis.

Objectives: To investigate whether low-grade systemic inflam-
mation, measured by the neutrophil-to-lymphocyte ratio (NLR),
systemic immune-inflammation index (SII), and high-sensitivity
C-reactive protein (hsCRP), is an independent risk factor for the
development of psoriasis.
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Methods: We used data from the Copenhagen General Popula-
tion Study [9], a prospective cohort study of the Danish general
population where individuals aged 20-100 were enrolled between
2003 and 2015. Response-rate was 43%. Upon enrolment in the
study, all individuals underwent a physical examination, completed
an extensive self-reported questionnaire regarding lifestyle fac-
tors, and provided blood samples. NLR and SII were calculated
using the following formulas: NLR=neutrophils/lymphocytes;
SII=(platelets x neutrophils)/lymphocytes.

Psoriasis was identified by individual-linkage to the Danish Na-
tional Patient Registry, which contains ICD-10 diagnoses for all
patients attending Danish hospitals. Associations between NLR,
SII, and hsCRP and psoriasis were estimated using hazard ratios
(HRs) from Cox proportional hazard regression models. Analyses
were adjusted for potential confounders including sex, age, smo-
king, alcohol consumption, physical activity, educational level,
hypertension, dyslipidaemia, and obesity.

Results: We included 108,224 individuals from the Copenhagen
General Population Study, with a median follow-up of 9 years.
Baseline characteristics of the study population are reported in
Table 1. The baseline values of NLR, SII, and hs-CRP were ca-
tegorised into percentiles (<50, 50-90, and >90), and individuals
in the lowest percentile (<50 percentile) were used as reference.
The risk of incident psoriasis increased in a stepwise manner with
increasing levels of NLR, SII, and hsCRP (P for trend<0.0001)
(Figure 1). The multivariable adjusted hazard ratio of incident
psoriasis was 1.71 (95% confidence interval 1.36-2.14), 1.57 (1.24-
2.01), and 2.31 (1.84-2.89) in individuals with the highest levels
(>90 percentile) of SII, NLR, and hsCRP, respectively. We found
similar results in sensitivity analyses excluding individuals who
developed psoriasis within the first year of follow-up.
Conclusions: We found low-grade systemic inflammation to be
an independent risk factor for the development of psoriasis. These
results suggest that an underlying low-grade systemic inflamma-
tion might contribute to the pathogenesis of psoriasis rather than
solely being a consequence of the disease. The psoriatic skin
inflammation is known to be driven by T helper17 cells and the
interleukin 23/17 pathway; however, what triggers this inflam-
matory cascade in the skin is not completely understood [1]. Our
findings could support the hypothesis that low-grade systemic
inflammation contributes to the initiation of this skin inflammation
cascade; however, more studies are warranted.
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Table 1: Baseline characteristics at the day of enrolment in
Copenhagen General Population Study (CGPS)

Variables Individuals in CGPS

N=108224
Age in years, median (1QR) 58 (48-67)
Women, m (%) 59 591 (55%)
Smoking
Mever smokers, n (%) 45,239 (42%)
Previous smokers, n (%) 43,969 (41%)
Current smokers, n (%) 18,398 (17%)
Pack-years in ever smokers, median (IQR) 15 (6-30)
Alcohol consumption
None, m (%) 8,286 (8%)
Low, m (%) 52,744 (49%)
Moderate, n (%) 23,588 (22%)
Excessive, m (%) 18,609 (173%)

Aleohol consumption in drinkers in g/week, median 108 (60-192)

(1QR)
Social status
Low income, m (%) 358,421 (36%)
Low education, m (%) 558,431 (54%)
High psychozocial stress, n (%) 25 759 (24%)
Metabolic
Total cholesterol, mmoliL, median (IQR) 55 (4.8-6.3)
LDL cholesterol, mmol/L, median (1QR) 3.2 (2.6-3.8)
HDL cholesterol mmol/L, median (IQR) 16(1.2-1.9)
Statins, m (36) 12,972 (12%)
Systolic blood pressure, mmHg, median (1QR) 135 (122-150)
Diastolic bleed pressure, mmHg, median (1QR) a0 (71-88)
Antihypertensive medication, n (%) 21,596 (20%)
Body mass index, median (IQR) 26 (23-28)
Abdominal obesity, r (36) 32,452 (30%)
Low physical activity, n (%) 6,643 (6.1%)
Diabetes mellitus {type 1 or 2), m (%) 4574 (4.2%)

Continuous vari; ted as i i
Abbrevistions: n, number; IQR, interguartile range

tile ramge) and categorical variable
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ALCOHOL ABUSE AND DISCRETIONARY HABITS IN
PSORIATIC PATIENTS: IMPACT ON IL-17 AND IL-23
INHIBITORS RESPONSE

Luca Mastorino, Paolo Dapavo, Simone Ribero, Pietro Quaglino
University Of Turin, Torino, Italia

Background: Alcohol abuse is known to be correlated with the
onset and worsening of psoriasis, but its effects, as for smoking,
on biological therapies are still poorly investigated.

Materials and Methods: The objective of this study is to identify
the alcohol misuse prevalence in patients affected by psoriasis.
The second is to investigate the impact on response to biological
therapy.

To identify alcohol dependence, the CAGE questionnaire was
administered to patients followed at our clinic.

Results: The study comprised a total of 305 patients, and 18%
had a high risk of alcohol abuse. Clinically, guttate psoriasis and
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psoriatic arthritis were more frequently found in patients with a
higher risk of alcohol misuse. Furthermore, patients who started
biological therapy and had an alcohol issue reported a higher PASI
than those who drank less.

None of the variables considered appeared to correlate with drug
discontinuation or less achievement of the outcomes (PASI100,
PASI90, and PASI<3).

Most patients undergoing conventional therapy had a stronger
connection with alcohol dependence than patients receiving a
biological agent.

Conclusion: The efficacy of biological therapy did not seem to be
impacted by alcohol consumption, smoking, or sedentary lifestyle
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SAFETY OF BIOLOGICS FOR PSORIASIS PATIENTS
WITH CANCER : A SINGLE-CENTER, RETROSPECTIVE
STUDY

Seungmin Ko, Kwang Joong Kim, Kwang Ho Kim, Eun Joo Park
Hallym Sacred Heart Hospital, Anyangsi, South Korea

Background: The causality and guideline of use regarding the
pre, post application of biologics in psoriasis and cancer remain
unestablished.

Objective: This study, we aim to share our experience of patients
who had previous, new or recurrent maligancies to characterize
the safety of biologics in psoriasis patients.

Methods: Between January 2009 and January 2024, data were
extracted from electronic medical records (EMRs) for patients
with severe psoriasis receiving treatment with a Psoriasis Area
and Severity Index (PASI) score of 10 or higher, who also had
cancer codes present in their EMRs.

Results: We had 9 patients who had previously been diagnosed
with malignant neoplasm and were later treated with biologics
for psoriasis, and vice versa, 6 patients receiving treatment for
psoriasis who were subsequently found to have cancer. Six new
malignancies occurred in patients who didn’t have previous
cancer history, and there was no recurrent malignancy in patients
with previous cancer history. Our biologics include adalimuab
for TNF-a, ixekizumab and secukinuman for IL-17, guselkumab



and risankizumab for IL-23 and there was no significant stastical
difference between them.

Conclusion: There is a pressing need for research into the impact
of biologic therapy on individuals with previous or concurrent
cancer to optimally inform clinical guidelines. Based on our ob-
servations, the biological therapies administered to this specific
group have proven to be efficacious without eliciting significant
safety concerns.

Keywords: Biologics, Cancer
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DESCRIPTION OF PATIENTS INCLUDED IN THE
PSORIATIC DISEASE REGISTRY OF THE ARGENTINE
SOCIETY OF RHEUMATOLOGY AND THE ARGENTINE
PSORIASIS SOCIETY

Cristina Echeverria, Veronica Savio, Julieta Gentiletti, Vanesa Co-
sentino, Lena Eimer, Paula Luna, Débora Kaplan, Maria Soledad
Galvez Elvin, Elena Exena Idos, Alejandro Martinez Murfioz, Ka-
rina Malvido, Maximiliano Machado Escobar, Dario Mata, Carla
Matellan, Angie Saverna, Zaida Troyano, Osvaldo Cerda, Jennifer
Kreimer

IREP, CABA, Argentina

Introduction: Psoriatic Disease (PD) is a term currently used
to describe a spectrum of manifestations affecting patients with
psoriasis (PsO). Articular involvement (PsA) can affect up to 30%
of patients with PD.

Objectives: To describe the sociodemographic, clinical, treat-
ment, and comorbidity characteristics of patients with PD in their
baseline visit.

Material and Methods: A longitudinal, multicenter cohort study
including patients aged >18 years with a diagnosis of PsO and/
or PsA. The diagnosis of PsO had to be made by a dermatologist
and PsA by a rheumatologist. Recorded variables included so-
ciodemographic information, clinical data, treatments, affected
domains, and comorbidities.

Results: A total of 382 patients were included, most of them were
from 6 provinces (60% Buenos Aires, 16.2% Coérdoba, 12.8 %
Santa Fe, 3.14 % Santiago del Estero, 2.09% Tierra del Fuego
and 1.83% Tucuman). Of the participants, 50.8% were female,
with a mean age of 51.5 +14.5 years. 46.3 % had a medium so-
cioeconomic level; 52.07% had health insurance, 31.2% private
insurance, and 13.1% relied on public healthcare. About 70.4% of
patients had either part-time or full-time employment. At baseline,
34.4% of patients had a family history of PD. The average time
to specialized care was 5 months [IQR 2-12]. Comorbidities were
present in 66.2% of cases, including hypertension (55.8%), diabe-
tes (26.4%), metabolic syndrome (32.7%), dyslipidemia (44.7%),
hypothyroidism (23.3%), osteoporosis (8.06%), obesity (47.3%),
cardiovascular disease (13.0%), depression (9.38%), anxiety
(17.4%), fibromyalgia (6.25%), cancer (5.63%), renal lithiasis
(1.86%), and hepatic steatosis (14.3%). Smoking prevalence was
35.6%, sedentary lifestyle 50.5%, and alcoholism 11.2%.
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At the time of diagnosis, 85.6% presented plaque or vulgar PsO,
5.61% guttate, 4.56% erythrodermic, 1.06 % generalized pustular
psoriasis, 6.67% palmoplantar, 2.81% inverse, 22.5% nail invol-
vement. PsA was present in 49.8% of patients, with 14.7% polyar-
ticular, 12.3% oligoarticular, 9.47% distal interphalangeal, 25.7%
axial, 49.5% enthesitis, and 32.7% dactylitis. Only one patient had
mutilating arthritis. Additionally, seven patients had uveitis, and
2 had inflammatory bowel disease. Regarding treatment, 61.3%
received topical therapy, 10.8% phototherapy, and 65.8% systemic
treatment, with 49.5% on methotrexate, 2.81% on leflunomide and
2.11% on acitretin. Biological therapy was administered to 50.8%
of patients, including adalimumab (14.4%), certolizumab (1.75%),
etanercept (2.11%), secukinumab (14.7%), ixekizumab (3.16%),
guselkumab (5.96%), risankizumab (7,72%) and ustekinumab
(1.88%). Small molecule treatments included upadacitinib (1.75%).
Tofacitinib and apremilast in one patient, with no patients on
baricitinib. Five individuals were receiving investigational drugs.
Conclusions: This study presents the first report on the baseline
characteristics of patients with PD in Argentina. We emphasize the
importance of collaborative efforts between dermatologists and
rheumatologists to gather and report sociodemographic, disease,
and treatment characteristics nationwide
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REAL WORLD STUDY REGARDING THE USE OF A
CLINICAL DECISION-SUPPORT DIGITAL APP FOR THE
MANAGEMENT OF CHRONIC INFLAMMATORY SKIN
DISEASES

Cristina Echeverria', Virginia Lopez Gamboa®, Emilia De Ber-
nardi®, Verénica Ortegd’®, Lisandro Prereyra’, Leandro Steimberg’,
Paula Luna’

'IREP, Buenos Aires, Argentina, *Hospital Aleman, Buenos Aires, Argen-
tina, 3Hospital Provincial del Centenario, Rosario, Argentina, *Private
Practice, Buenos Aires, Argentina

Introduction: Inmunoskin is a mobile app developed to aid
physicians in managing Chronic Inflammatory Skin Conditions
(CISC) such as psoriasis (PSO), hidradenitis suppurativa (HS),
and atopic dermatitis (AD).

Objective: This study aims to describe the usage patterns of the
Inmunoskin app among physicians in Argentina.

Materials and Methods: The Inmunoskin app was developed by
the Argentinean Society of Psoriasis (SOARPSO) and includes
various decision-support tools. These tools assist physicians in: a)
selecting treatments based on patient characteristics and comorbi-
dities, b) dispensing medications, ¢) administering treatments, and
d) indicating vaccinations based on the patient’s CISC treatment.
Consultations from December 25th, 2021, to February 12nd, 2024,
were analyzed. User demographics and consultation characteristics
were retrieved. A comparison of tool usage between CISC spe-
cialists and non-specialists was conducted using the Chi-Square
test, with statistical significance set at p <0.05.

Results: A total of 1831 active users were registered, with 15,870
queries during the study period. The mean number of queries per
app user was 12.1. Regarding user characteristics, the majority
were women (80.99%) with a mean age of 40.4 years. The most
common specialty among users was dermatology (85.91%), fol-
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lowed by rheumatology (9.56%) and immunology (2.40%), with
48.06% being CISC specialists. Most queries were related to PSO
(50.7%). The decision-support tool for treatment assessment was
the most frequently used (34.04%), while the immunization as-
sistant was the least used (6.33%). CISC non-specialists utilized
the treatment indication tool according to patient comorbidities
[p=0.0216,0R 1.52 (1.28-1.80)] and vaccination tool [p =0.0185,
OR 1.88 (1.50-2.36)] significantly more often compared to spe-
cialists. No other significant differences in tool usage were found
between CISC specialists and non-specialists.

Conclusion: Inmunoskin has been consistently utilized by phy-
sicians in Argentina by CISC specialists and non-specialists.
Non-specialists in CISC tended to use tools for selecting therapies
based on patient comorbidities and vaccination more frequently
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ENVIRONMENTAL TRIGGERS OF PSORIASIS:
FINDINGS FROM THE MYSKIN STUDY

Madeline Kroah-Hartman'*, Niamh Dooley!, Maaike Mineur'’,
William Tan!, Jade Pizzato!, Freya Jackson-Duffy', Kingsley Po-
well', Georgia Sewell’, Camille Lancelof, Lucy Moorhead', Helen
MecAteer’, Bola Coker!, John Weinman', Jonathan Barker!, Sarah
Chapman’, Sam Norton', Catherine Smith!, Satveer Mahil'

'King's College London, London, UK, *Psoriasis Association, Northamp-
ton, UK, 3IFPA, Stockholm, Sweden, *University of Groningen, Groningen,
Netherlands, *University of Utrecht, Netherlands

Background: Psoriasis is a common, debilitating inflamma-
tory skin condition with an established genetic basis and rising
incidence. Psoriasis has a heterogenous disease course and is
associated with a substantial physical and emotional impact.
Despite a wealth of genetic research on psoriasis susceptibility,
epidemiological studies characterising environmental triggers of
disease onset are limited.

Objectives: To identify self-reported triggers of psoriasis onset and
the relationship between triggers and subsequent disease severity.
Methods: Self-reported data from people with a clinician-con-
firmed diagnosis of psoriasis were collected through the online
mySkin survey (myskin.org). mySkin was launched UK-wide in
June 2023 and all baseline surveys completed by 6th December
2023 were analysed. Measures of disease severity at the time of
survey completion included patient global assessment (PtGA) and
dermatology life quality index (DLQI). The association between
triggers of psoriasis onset and disease severity was analysed using
one-way ANOVA tests.

Results: Of 529 individuals with psoriasis who completed the
mySkin survey, 93.4% were of white ethnicity and 64.8% were
female. The average age of participants was 51.1 years, and their
mean psoriasis duration was 29.2 years (standard deviation 16.9
years). A family history of psoriasis was reported by 49.9% of
participants, and 55% (n=289) reported at least 1 trigger of
psoriasis onset. The most commonly reported trigger was stress
(n=167[57.8%]), followed by infection (n =85 [29.4%]) and skin
injury (n =37 [12.8%]). Of those who selected multiple triggers,
there was considerable co-selection of stress, low mood, climate
(pollution, weather) and lifestyle (weight gain, alcohol, smoking)
factors. A greater proportion of participants with a family history
of psoriasis reported climate and hormonal (pregnancy, childbirth,
menopause) triggers of psoriasis onset, compared to those without
a family history (n =11 [73%] vs n=4 [26%] and n =9 [69%] vs
n=4 [31%], respectively). There was no significant association
between triggers of psoriasis onset and disease severity (PtGA
»=0.76, DLQI p=0.41).

Conclusion: These self-report data highlights the importance of
stress in psoriasis onset. The co-occurrence of different triggers,
including in those with vs without a family history of psoriasis,
underscores the complex aetiology of psoriasis. Characterisation
of gene-environment interactions is warranted.
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BELGIAN PSORIASIS REGISTRY “BEPSO”:
OBJECTIVES, METHODOLOGY, FIRST INCLUSION
DATA AND PERSPECTIVES.
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PREVALENCE OF PSORIASIS IN INDIGENOUS
COMMUNITIES AROUND THE WORLD: AN OVERVIEW
Yebin Yang', Ricardo Romiti®, Francis Lai®

'Monash University, Clayton, Australia, *Department of Dermatology,
Hospital das Clinicas, Universidade de Sio Paulo, Sao Paulo, Brazil, *Skin
Health Institute, Carlton, Australia

Introduction: The epidemiology of psoriasis remains ambiguous,
with global prevalence figures ranging from 0.09 to 8.5%. The
lack of data and understanding for the distribution of this disease
is especially pertinent for indigenous populations around the
world. Current literature demonstrates that various indigenous
communities have significantly lower prevalence of psoriasis.
There is a need to research further on the environmental, genetic,
geographical and socioeconomic factors that result in the reduced
cases of psoriasis and to provide improved dermatological services
for indigenous people around the world.

Objective: Information on the epidemiology of psoriasis remains
limited, especially for indigenous populations around the world.
This review aims to collate data that highlights the burden of pso-
riasis upon indigenous groups worldwide, and discuss the genetic,
environmental and historical factors that have contributed to the
unique prevalence of the disease in these communities.
Methods: Out of 30 publications which observed the prevalence
and incidence of psoriasis within indigenous communities, or the
geographic distribution of psoriasis worldwide, 18 were selected
for systematic review. Data is based on eight systematic reviews,
four cross-sectional studies, three original articles, one case study
and one letter to the editor.

Results: There were a total of 9 indigenous populations that were
covered by these articles, with prevalence ranging from 0% to
1.4%, and number of participants from each study ranging from
380 to 3000 people. In Greenland Inuit and Taiwan Ami people,
psoriasis was estimated to be ‘rare’ with no reported cases. In
American Samoan people, 555 indigenous people in the Auaris
region of Brazil and 3000 indigenous Australian people, psoriasis
prevalence was 0%, except two half Aboriginal people in Australia
who were later diagnosed in a separate study. Out of 380 Chilean
Mapuche people, psoriasis prevalence was 0.26%. Within 1602
Aboriginal people of the Peruvian Andean regions, prevalence
was 1.6%. The Sami people of Norway were estimated to have
a prevalence of 0.6% to 1.4%. The indigenous people of Tigray,
Ethiopia saw an incidence of 183 people per year.

Conclusion: Most indigenous populations were found to have
lower prevalence rates of psoriasis when compared to urban com-
munities of the same country. Interestingly, the low prevalence
appears to result from four main factors: a) sunlight due to geograp-
hical distance from the equator, b) the environmental influences
and cultural beliefs of the people, ¢) their genetic susceptibility to
psoriasis paired with the introduction of infections and conditions
through colonisation, and d) reduced access to specialised derma-
tological services for appropriate diagnosis and treatment. There
must be more efforts made to produce better quality dermatological
data and include a wider variety of groups in studies, in order to
better cater for the healthcare of indigenous people worldwide.
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GENOME-WIDE PLEIOTROPY ANALYSIS REPORTS
LDL METABOLISM AS A SHARED PATHWAY BETWEEN
PSORIASIS AND CORONARY ARTERY DISEASE
Charalabos Antonatos®, Eleftheria Vivzaki', Katerina Grafanaki’,
Sophia Georgiou', Yiannis Vasilopoulos’

'Department of Dermatology Venereology, School of Medicine, University
of Patras, Patras, Greece, *Laboratory of Genetics, Department of Biology,
University of Patras, Patras, Greece

Background/Objectives: Comorbidities and underlying cor-
relations between psoriasis and coronary artery disease (CAD)
have been widely reported, however the degree of shared genetic
background is yet to be elucidated. Here, we performed a genome-
wide pleiotropy scan to investigate the shared heritable etiology
between both traits and identify relevant pathways.

Methods: We leveraged genome-wide association (GWAS)
summary statistics from large-scale meta-analyses in psoriasis
(n=44164) and CAD (n =184305) patients of European ancestry.
We explored the global and local genetic correlation between
psoriasis and CAD in 2375 independent genetic loci. Pleiotropy
analysis was conducted under the composite null hypothesis, using
shared bi-allelic variants with minor allele frequency (MAF)>0.01
in non-major histocompatibility complex (MHC) loci. We next
employed gene-level and colocalization analyses to explore the
biological implications of pleiotropic loci. Finally, drug-based
mendelian randomization (MR) was used to investigate the causal
relationship between lipid-lowering drugs and psoriasis risk, using
the latest GWAS for low density lipoprotein (LDL) measurement
in participants of European ancestry.

Results: Psoriasis and CAD show a modest, nevertheless positive
genome-wide correlation (rg=0.1487, P=3.58x10-6), with a single
region in chromosome 19 being correlated with both diseases
(P=1.63%10-9). Out of the 7756803 shared variants between
psoriasis and CAD GWASs, 1431 variants in 28 non-MHC,
independent risk loci reported significant pleiotropic effects at
a P-value threshold<5x10-8. Gene-based analyses documented
73 genes enriched in LDL metabolism and T helper 17 related
pathways, while 5 loci were reported as causal under the single
causal variant assumption. Remarkably, genetically proxied inhi-
bition of PCSK9 was associated with lower psoriasis risk, while
exclusion of previously identified pleiotropic variants retained the
causal associations (f=-0.2302, P=0.001). Significant genetically
proxied inhibition of LDLR in reducing psoriasis risk (=-0.449,
P=1.31x10-8) confirmed the implication of the LDL receptor-
mediated pathway in psoriasis risk.

Conclusions: Here, we characterized the genetic architecture
that governs the co-occurrence between psoriasis and CAD by
employing a genome-wide pleiotropy scan, while drug-target
MR approaches confirmed the causal role of LDL metabolism in
psoriasis. Our findings provide strong genetic evidence for the
underlying comorbid mechanisms, facilitating the development
of therapeutic strategies.
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ACTIVE PULMONARY TUBERCULOSIS IN A PATIENT
WITH SECUKINUMAB TREATMENT

Hyve Jung Jung, Ji Young Ahn, Mi Youn Park, So Youn Park
National Medical Center, Seoul, South Korea

Various immunomodulators have been used in the treatment of
skin diseases, leading to numerous studies on infections, especi-
ally tuberculosis (TB) infection or reactivation. While biologics
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prescribed for psoriasis are generally considered safe, South Korea
mandates latent TB infection testing before administering them
due to the high prevalence of TB. Positive results necessitate the
administration of TB medication. A 54-year-old man presented at
the hospital with severe psoriasis. Cyclosporin administration re-
sulted in increased blood pressure, prompting a switch to biologics
given the patient’s concurrent alcoholic hepatitis. Additionally, the
patient was referred to an orthopedic physician for accompanying
back pain. A spine x-ray revealed a “Bamboo spine,” and he was
identified as positive for HLA-B27, prompting an investigation
for ankylosing spondylitis. Thus, a TNF-a inhibitor was initially
intended for psoriasis treatment. However, Ustekinumab, with
long intervals between doses, was administered due to the poor
compliance of the patient. Pre-administration evaluations by IGRA
and radiography detected no TB. However, after approximately 2.5
years, the psoriasis worsened, and arthritis started developing in
the fingers, leading to the switch to secukinumab. Consequently,
both the skin and joints showed improvements. However, the
patient tested positive for TB in the IGRA blood test performed
during a routine follow-up after one year. Thus, he was referred
to the pulmonologist. Finally, the patient was confirmed to have
active TB and started receiving treatment. Considerably, previously
administered drugs like cyclosporin, methotrexate, and TNF-a
inhibitors may have been associated with increased TB incidence,
whereas biologics were considered to pose lower risks. In a study
including over 12,000 patients receiving secukinumab, Boni et al.
reported no active TB cases and only 0.1% of patients with latent
TB. Thus, biologics, including secukinumab, appear to have limited
association with new active TB or latent TB reactivation. In South
Korea, a country with high TB prevalence, patients with underlying
diseases such as alcoholism require periodic TB tests to monitor
the development of TB, despite the absence of TB in the initial test.
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A CASE REPORT OF GENERALIZED PUSTULAR
PSORIASIS IN A PATIENT WITH PLAQUE PSORIASIS
UNDERGOING BIOLOGICS THERAPY

In-Ho Bae, Bong-Seok Shin, Min-Sung Kim, Chan-Ho Na, Hoon
Choi

Chosun University Hospital, Gwangju / Dong-gu, South Korea

Psoriasis has different clinical phenotypes depending on the
subtype, including plaque, teardrop, pustular, and erythematous
psoriasis. Generalized pustular psoriasis (GPP) is a rare form of
psoriasis characterized by erythematous skin with aseptic pustules.
Etiological factors include medications, infections, pregnancy, and
stress. The authors discuss the factors and pathogenesis associated
with a case of GPP in a patient with plaque psoriasis that occurred
as an exacerbation of psoriasis during biologic therapy. A 62-year-
old man diagnosed with plaque psoriasis was undergoing treated
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with nine times of subcutaneous injections of guselkumab, and ac-
hieved a Psoriasis Area and Severity Index (PASI) of 90. However,
due to the worsening of skin lesions with PASI 12, we switched
from guselkumab to ixekizumab. After 2 treatment cycles, the
patient developed new erythematous plaque and pustular lesions
with fever, pruritus, and oozing. The physical examination showed
a fever of 37.5°C and elevated C-reactive protein (CRP) of 1.20
mg/dL (reference value: 0-0.3 mg/dL). Histological examination
of the right buttock revealed neutrophilic infiltration and spongi-
form pustules in the lower stratum corneum. These findings led
to a diagnosis of GPP based on clinical and histological evidence.
Therefore, the patient received a combination of oral acitretin (20
mg/day) and topical calcipotriol/betamethasone for 5 weeks, along
with ixekizumab. The skin lesions have gradually improved, and he
is now being followed up on outpatient treatment with ixekizumab
alone. GPP is a rare form of pustular psoriasis with a distinct pat-
hogenesis from plaque psoriasis. Interleukin-17 (IL-17) inhibitors
have been reported as an effective treatment for GPP. However, we
experienced a rare case of GPP worsening during treatment with
IL-17 inhibitors and report it with a literature review.
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STRIAE-INDUCED PSORIASIS: A RARE
DEMONSTRATION OF KOEBNER’S PHENOMENON -
CASE REPORT AND SYSTEMATIC REVIEW

Nathalia Fuzer, Leandro Leite

Hospital De Clinicas De Porto Alegre, Brazil
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Introduction: Psoriasis is a common inflammatory skin disorder,
with physical trauma being one of the most significant triggers,
explaining various clinical findings, including Koebner’s Pheno-
menon (KP).1, 2 Striae are a common cutaneous condition whose
development is associated with mechanical damage to the skin;
however, they are rarely linked to psoriatic lesions.

Objective: To present a case and conduct a comprehensive litera-
ture review to elucidate this infrequent association.

Methods: PubMed and Embase were systematically reviewed
from database inception through January 2024 combining the
term ‘striae’ with ‘psoriasis’; and ‘Koebner’ with ‘striae’. A case
is also reported.

Results: An 11-year-old boy presented with striae on the axillary
and trunk regions with erythema and scaling that appeared three
years prior (Figures 1a-c). Biopsy of the left axilla revealed psoria-
siform dermatitis with parakeratosis and intracorneal neutrophils,
compatible with psoriasis (Figure 1d).

Discussion: KP or isomorphic response was initially described as
the development of psoriatic lesions following trauma.3 Vitiligo,
lichen planus, and psoriasis exhibit the true form of this event,
with psoriasis incidence ranging from 11 to 75%.4 It can be trig-
gered by physical traumas like stretching, friction, compression,
and vibrations.3-5

Mechanical trauma to the epidermis activates keratinocytes, relea-
sing chemokines, and recruiting CCR6+ Th17 positive cells and
neutrophils. Additionally, stressed keratinocytes release nucleic
acids and antimicrobial peptides, like LL37, activating dermal
dendritic cells, crucial in adaptive immune system activation.
These cells express mediators such as TNF-a and IL-23, inten-
sifying the autoimmune response involving Th1 and Th17 cells,
pivotal in psoriasis plaque development.1,2

KP correlates with the HLA-Cw6 allele, which increases the
risk of developing psoriatic lesions after minimal traumas, as
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observed in striae. HLA-Cw®6 is also associated with an earlier
onset of psoriasis.1

Striae function as a form of physical trauma. Local skin modi-
fications leading to their formation involve extracellular matrix
components (fibrillin, elastin, and collagen) with flattening of the
epidermis. The mechanisms involved in their pathophysiology
include mast cell involvement, tryptase, IL-6, IL-8, IL-17, and
vascular endothelial growth factor (VEGF).1,2

Verma proposed a mechanism considering striae as an example
of contused trauma, postulating that imperceptible microscopic
traumas during striae formation, combined with dermal vascula-
rization changes, mast cell participation and activation of CD4+
and memory cells, induce psoriatic lesions.3

However, despite this plausible explanation and the high preva-
lence of both conditions, KP in striae is rare. We identified six
cases with these associations (Table 1).

The intensity and depth of trauma are crucial for psoriasis induction
in KP. It did not occur with mere scraping of the stratum corneum,
and lesions rarely occurred in those reaching the stratum spinosum.
Additionally, a 2mm epidermal cut produced less psoriasis lesion
than a 8mm one.6

Thus, it is observed that a certain level of mechanical stress is
necessary for KP development. We believe that the mechanical
stress achieved during striae formation may not reach this thres-
hold, explaining the rarity of this association. Our patient had
lesions primarily restricted to striae, which could be influenced
by obesity and a possible presence of HLA-Cw6, two important
risk factors for psoriasis.
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Table 1. Evidence supporting the onset of striae as a predisposing factor for psoriasis due to the
triggering of Koebner's phenomenon

Patients | Gender | Psoriasis onset | Other areas | Etiology of striae Author(s),
(M) and age | (After or affected by publication year
Before the psoriasis
Striae)
2 M, 22 A No Weight variation Verma (2009)
F, 17 ND NE Height variation
1 F,27 A Yes Weight variation Morais (2013)
and topical
corticotherapy
1 M, 23 D Yes Systemic Balasubramanian
corticotherapy (2016)
1 M, 40 A Yes Topical Cuenca-Barrales
corticotherapy (2022)
1 M, 39 A Yes Topical Monteagudo, B.
corticotherapy (2015)
1 M, 11 A Yes Weight variation Owur case

* ND = Not Described
* NE = Not Evaluated
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TREATING INTRACTABLE PRURITUS ASSOCIATED
WITH ILVEN AND CONCOMITANT PSORIASIS:
ACHIEVING SUCCESS WITH BIMEKIZUMAB

Edith Hanna', Rose Noel?

!Centre Hospitalier Regional Du Grand-portage, Riviere-Du-Loup, Ca-
nada, *Université de Sherbrooke, Quebec City, Canada

Introduction: Inflammatory linear verrucous epidermal naevus
(ILVEN) is a rare and chronic skin disorder. It is characterized by
linear, hyperkeratotic and hyperpigmented papules that frequently
coalesce into plaques, generally following the lines of Blaschko. It
typically presents in early childhood and persists into adulthood,
leaving those who are affected with significant psychosocial and
physical morbidity (1). Psoriasis is a chronic immune-mediated
inflammatory skin disorder, characterized by well-demarcated
erythematous plaques with overlying silvery scales, with an esti-
mated prevalence of 3% (2).

Objectives: To present a case report of a patient with intractable
pruritus associated with ILVEN and concomitant psoriasis.
Methods: We present the clinical manifestations, diagnostic ap-
proach and the different treatments employed in this challenging
case.

Results: A 31-year-old male was referred to the dermatology clinic
for extensive skin lesions associated with severe pruritus and pain
since childhood. He had been using medium- to high-potency topi-
cal corticosteroids along with anti-histamines for years providing
only temporary relief. On examination, the patient presents scaly
and erythematous papules coalescing into plaques exclusively on
the right side of his body: thorax, abdomen, arm and thigh. Some
tend to follow a linear pattern. There was evidence of excoriation
on his back and warty hyperpigmented lesions on the right side
of his face. The patient also suffers from joint pain and has family
members with psoriasis. A skin biopsy was performed. There was
a classic alternation of hypergranulosis with orthokeratosis and
hypogranulosis under the parakeratosis of the linear verrucous
epidermal naevus. A significant inflammatory reaction rich in
neutrophils with layers of Munro’s abscesses and evidence of pso-
riatic hyperplasia were also observed. Psoriasis with concomitant
ILVEN could be compatible with this presentation. Methotrexate
15 mg per week was prescribed but was stopped after 6 weeks,
despite an improvement of more than 50% in symptoms, due to
the patient feeling tired, suffering from insomnia, and elevated
liver enzymes. Acitretin was contraindicated. The patient was
then treated with subcutaneous injections of bimekizumab 320
mg (given as 2 subcutaneous injections of 160 mg each) for a
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PASI 25.2 and BSA 15 %. The patient noted a 90% improvement
in terms of pruritus, despite feeling a bit more tired, which was
addressed by changing his antidepressant medication. To this day,
he is continuing bimekizumab and has received a total of 5 doses
(at week 0, 4, 8, 12, 16). He is very satisfied with the resolution
of the psoriasis plaques and the thinning of some hypertrophic
plaques of his inflammatory naevus (Figure 1).

Conclusion: We present the case of a patient suffering from
intractable pruritus associated with ILVEN and concomitant
psoriasis and discuss the therapeutic role of bimekizumab, which
showed a notable improvement in our instance in both psoriasis
plaques and ILVEN.
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EXPRESSION PROFILES OF TH1 AND TH17
INFLAMMATORY CYTOKINES IN THE LESIONAL SKIN
IN PSORIASIS VULGARIS PATIENTS BEFORE AND
AFTER TREATMENT

Yoon-Seob Kim', Tae-Yoon Kim?, Tae Geun Kim!, Chul Jong Park'
!Department of Dermatology, Bucheon St, Mary’s Hospital, Catholic Uni-
versity of Korea, Seoul, South Korea, *Department of Dermatology, llsan
Paik Hospital, Inje University College of Medicine, Goyang, Korea
Introduction: Treatment of psoriasis can result in a dynamic
changes in the T cells and their cytokine production. However,
studies on the expression of Th1 and Th17 inflammatory cytoki-
nes after various treatments in psoriasis patients have reported
inconsistent results.

Objectives: To investigate the alterations in inflammatory cyto-
kine expression in psoriasis skin lesions before and after psoriasis
treatment.

Methods: We included five patients with psoriasis vulgaris who
showed improvement in their skin lesions after receiving treatment
(phototherapy, systemic therapy, biologic agents etc.) for about
two years. The median psoriasis area and severity index (PASI)
before and after treatment were 12.0 and 0.6, respectively. The
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tissue mRNA and protein levels of interleukin (IL)-12, IL-2,
interferon (IFN)-y, IL-23, IL-17A, and IL-22 in psoriatic skin
lesions before and after psoriasis treatment were detected using
real-time polymerase chain reaction and immunohistochemical
staining, respectively.

Results: The tissue mRNA expression levels of [L-12 and 1L-23
and protein expression levels of IL-2 and IL-17A protein levels
in psoriasis skin lesions were decreased after the treatment. Both
mRNA and protein levels of IFN-y in psoriatic skin lesions in-
creased after the treatment. However, the tissue mRNA and protein
levels of IFN-y increased after psoriasis treatment.
Conclusions: The mRNA levels of tissue inflammatory cytokines
(IL-12 and IL-23) and the protein levels of tissue inflammatory
cytokines (IL-2 and IL-17A) significantly decreased after psoria-
sis treatment. Our study results may indicate that the expression
of Thl and Th17 inflammatory cytokines was decreased in skin
lesions of plaque psoriasis patients after treatment.
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SMALL INTESTINAL INFLAMMATORY CHANGES
ASSOCIATED WITH EOSINOPHIL DEGRANULATION
INCREASE THE SEVERITY OF PSORIATIC SKIN
INFLAMMATION
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Introduction: Patients with psoriasis often display elevated inci-
dence of inflammatory bowel disease, indicating a link between the
skin and gut immune responses. Increased intestinal permeability
can exacerbate psoriasis and systemic inflammatory disease with
complex pathogenesis.

Objectives: We investigated the link between inflammatory re-
sponses in the skin and small intestine associated with eosinophil
degranulation which led to impaired intestinal barrier integrity
using imiquimod (IMQ) induced mice model.

Methods: Seventeen patients (mean age 40.00 + 14.16 years) di-
agnosed with psoriasis were included in the study. Control serum
was collected from 10 healthy volunteers (mean age 38.30+7.60
years). Serum level of CD14, zonulin were measured using ELISA.
BALB/c mice received a topical dose of 62.5 mg/d IMQ cream
(5%) or vehicle cream on the shaved back for 5-7 days. To assess
the intestinal barrier integrity, mice treated with IMQ and admi-
nistered FITC-dextran by oral gavage and checked serum level of
FITC-dextran. We compared the transcriptomes in the psoriatic
mice skin with those in the small intestine. Gene set enrichment
analysis (GSEA) was performed. Genomic DNA was extracted
from frozen stool samples. To validate the exacerbating effect
of eosinophil degranulation-induced small intestinal damage on
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psoriatic inflammation, we evaluated the development of psoriatic
dermatitis in AdblIGATA (AEO) mice, which lack eosinophils. To
verify that granules derived from eosinophils induced damage
to intestinal epithelial cells, we cultured Caco-2, human colon
epithelial cells with culture supernatants from untreated or IMQ-
stimulated AML14.3D10 cells, human eosinophil cell line. Dif-
ferences among groups were examined for statistical significance
using one-way analysis of variance (ANOVA).

Results: Compared with healthy individuals, patients with pso-
riasis showed increased serum levels of soluble CD14 (sCD14),
calprotectin and upregulation of zonulin which are markers of
increased intestinal permeability and inflammation.

In IMQ-treated mice also demonstrated increased serum levels of
sCD14 and calprotectin. Mice treated with IMQ and administered
FITC-dextran by oral gavage displayed elevated serum levels of
FITC-dextran, which suggest increased intestinal permeability
in mice with psoriatic skin inflammation. Most of the significant
gene ontology terms in the mice lesion skin were related with
upregulation of genes, such as Cxcl5, 1123r, Cd3, and Zap70,
implicated in neutrophil recruitment and Th17 differentiation.
TIr8, Tlr9, Clgb, Clqc, and Tnf were among the most highly
upregulated IMQ-induced genes related to leukocyte-mediated
immunity in the small intestine. Mice with psoriatic inflammation
showed increased intestinal levels of eosinophil granule-derived
proteins, as demonstrated by increased EPX levels in stool. Caco-2
intestinal epithelial cells treated with media containing eosinophil
granule proteins exhibited signs of inflammation and damage.
IMQ-induced skin and intestinal inflammatory changes were
attenuated in eosinophil-deficient mice, and this attenuation was
counteracted by eosinophil transfer. TLR7-deficient mice did not
show intestinal eosinophil degranulation and exhibited attenuated
skin and small-intestinal inflammation following IMQ application.
Conclusions: Our findings strongly suggest that TLR7-dependent
bidirectional skin-to-gut communication in psoriatic inflammation,
and that intestinal inflammatory changes can accelerate psoriasis.
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Fig. 1. A) Serum concentrations of soluble CD14, calprotectin, and zonulin in healthy humans and patients with
psoriasis, B) Serum fluorescence of fluorescein isothiocyanate (FITC)-dextran and concentrations of soluble CD14
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Fig. 3. Psoriatic skin inflammation induces inflammatory changes and reduces the number of eu'sinophils in the small
intestine, A) Quantitative PCR analysis. Sl=small intestine.
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DEFICIENCY OF IL-1 RECEPTOR ANTAGONIST
ENHANCES IL-17 PRODUCTION BY TISSUE-RESIDENT
MEMORY T CELLS IN PSORIASIS
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on-Yeong Lee', Subin Jeon"*3, Jung Won Choi'3, Mi-La Cho'*3,
Chul Hwan Ban
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Background: IL-1R signaling appears to correlate with psoriasis
disease progression and treatment response. However, the exact
cellular and molecular mechanisms are not fully understood.
Objectives: To investigate the effects of IL-1Ra on the deve-
lopment and progression of psoriasis and to elucidate possible
mechanisms.

Methods: An interleukin-1 receptor antagonist-knockout (IL-
1Ra-KO) mouse model was used. Fluorescence activated cell
sorting (FACS) and confocal microscopy was used for immune
cell subtyping in spleen and skin tissue.

Results: A more severe psoriasis phenotype, including redness,
scaling, and thickness scores, was observed on the dorsal skin
of IL-1RaKO mice compared to chronic psoriasis on normal
balb/c. A dramatic increase in IL-17-positive CD4/CD8 T cells
was found. In the spleen, T regulatory cells expressing Foxp3
decreased, while the proportion of tissue-resident memory CD4/
CDS8 T cells producing IL-17 increased. In conclusion, IL-1Ra
appears to significantly inhibit IL-17-producing CD4 and CD8 T
cells and IL-17-induced keratinocyte inflammation in psoriasis-
derived cells.

Conclusion: The balance between IL-1 and IL-1Ra in skin tissue
may plays an important role in the susceptibility and severity of
psoriasis. When IL-17 induced by IL-1Ra deficiency generates
CD8 TRM, it can act as a decisive aggressor in severe psoriasis
and high relapse rates.
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UNVEILING THE GENETIC FOUNDATIONS AND
PATHWAYS IN PLAQUE PSORIASIS: ACOMPREHENSIVE
META-ANALYSIS OF TRANSCRIPTOMES
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BEYOND THE SKIN: COMPREHENSIVE INSIGHTS
INTO PSORIASIS AND ITS NEXUS WITH PSORIATIC
ARTHRITIS

Martin Emiliano Petrocco

Aepso (Asociacion civil para el enfermo de Psoriasis), Buenos Aires, Ar-
gentina

Introduction: Psoriasis, a chronic inflammatory dermatological
disease, significantly impacts global populations. The study aimed
to investigate the profile of patients with psoriasis, focusing on
disease duration and the onset of psoriatic arthritis symptoms.
Methods: A cross-sectional survey was conducted in Argentina
involving 403 patients with confirmed psoriasis. The survey as-
sessed disease evolution, duration, joint symptoms onset, comor-
bidities, and treatment modalities. Data analysis utilized R and
PowerBi for Windows.

Results: Out of 500 distributed surveys, 403 (78.1%) were comple-
ted. Most participants (78%) were from Buenos Aires, Mendoza,
Cordoba, San Juan, and Ciudad Autonoma de Buenos Aires.
Notably, 38% lacked formal health coverage, relying on public
systems. Demographically, the majority were females (59%),
median age 45.9 years. Severity distribution (mild, moderate,
severe) varied across age groups, with the majority experiencing
moderate to severe psoriasis. Comorbidities were prevalent, with
58% having at least one. Obesity, hypertension, and dyslipidemia
predominated, with 40% having obesity as the most common
comorbidity. The study revealed 160 patients (40%) with obesity,
primarily classified as type I or II.

Conclusion: A low level of confirmed prior psoriatic arthritis
diagnosis was observed, even in patients with prolonged disease
duration. Patients with more severe disease tended to have a higher
prevalence of comorbidities. Limited pharmacological treatment
was noted, particularly in severe cases and high-cost therapies. Ac-
tions: Increase public awareness of psoriasis and psoriatic arthritis.
Educate healthcare professionals on the importance of accurate
diagnosis and treatment. Emphasize psoriasis as a systemic disease
affecting physical and emotional aspects. This study sheds light on
the need for improved diagnosis, awareness, and comprehensive
care for psoriasis patients, urging a more proactive approach in
managing this complex and impactful condition.
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PATIENTS’ LEARNING JOURNEY: AN INNOVATIVE,
ACCESSIBLE DIGITAL TOOL ABOUT PSORIATIC
DISEASE

Veronica Mitchell

South African Psoriasis Association, Cape Town, South Africa
Introduction: As a patient support organization we have identified
the deep need for patients (and their families) to better understand
their chronic condition and how to manage it. Consultations
with Doctors tend to be short and often leave patients with many
unanswered questions about their disease and coping with their dai-
ly activities, as indicated in The Understanding Psoriatic Disease
Leveraging Insights for Treatment (UPLIFT) survey (Lebwohl,
Langley, Paul et al., 2022) conducted in North America, Europe
and Japan. These insights are also relevant for Africa where even
more challenges exist. For example, many patients are unable to
even consult a clinician, as well as find one who is knowledgeable
about psoriatic disease.

While search engines such as Google can be very helpful, as well
as social media sharing, there is such an abundance of misinforma-
tion. The vast array of treatment options with different perspectives
frequently leave patients feeling overwhelmed and lost. They
struggle to recognize what information is useful, sometimes finding
themselves buying costly remedies that have not been helpful.
Objectives: We aimed to develop a credible resource to offer
valuable insights into psoriatic disease with links to more resour-
ces globally, and to expose some of the challenges of living with
psoriatic disease alongside practical management guidelines to
facilitate improved quality of daily living.

Methods: Together with a software developer, we put together an
interactive eLearning resource using Articulate Rise on the Moodle
Platform. The tool is available from any web-based browser. It is
responsive and easy to navigate. It comprises four modules na-
mely: An introduction to psoriatic disease; Living with psoriatic
disease; Psoriatic arthritis; My support network

This accessible online tool is in a user-friendly format with inte-
ractive responsive modules that can support users to gain credible
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information about psoriatic disease as well as practical advice. The
English text is purposefully written to clarify information provided
in an understandable way rather than using medical discourse that
often confuses patients. Patients’ voices and experiences are also
present through videos and quotes. Creative visuals add to the
appeal of the learning tool.

Results: The modules were published in February 2024. Data
collection will measure the uptake of each module. In time we
hope to expand this resource in terms of translating it into different
languages and adding to the information available on the platform.
Conclusions: There is acknowledgement that it is difficult for
patients to navigate the complexity of their chronic disease and
their health care. Education is key to health literacy. As a response,
the new online tool provides validated information about psoriatic
disease. So far it has received very positive feedback from both
patients and healthcare providers. Patients feel this resource offers
a sound foundation for themselves and others to learn more about
their condition. Dermatologists have expressed appreciation for the
tool as it empowers patients as well as helping the specialists to
engage with a more informed patient. Data collection and analysis
after 6 months from launch will bring new insights.
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DEUCRAVACITINIB EFFICACY IN SPECIAL AREAS OF
SCALP, FINGERNAILS, AND PALMS/SOLES IN PLAQUE
PSORIASIS: RESULTS FROM A PHASE 3 TRIAL

Robert Bissonnette', April W. Armstrong’, Boni Elewski’, Renata
M. Kisa’, Matthew J. Colombo?, Cynthia Ye*, Subhashis Banerjee®,
Andrew Blauvelt®

'Innovaderm Research, Montreal, Canada, *University of California Los
Angeles, Los Angeles, USA, *University of Alabama at Birmingham, Bir-
mingham, USA, *Bristol Myers Squibb, Princeton, USA, *Oregon Medical
Research Center, Portland, USA

Introduction: Deucravacitinib, an oral, selective, allosteric
tyrosine kinase 2 inhibitor, is approved in the US, EU, and other
countries for treatment of adults with moderate to severe plaque
psoriasis who are candidates for systemic therapy. Deucravacitinib
was significantly more efficacious than placebo and apremilast
in two global, 52-week, phase 3 trials, and maintained long-term
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efficacy through 2 years with no new safety signals in an ongoing
long-term extension (LTE) trial. ' 23

Objectives: To evaluate the efficacy of deucravacitinib 6 mg
once daily through Week 52 in patients with scalp, fingernail, and
palmoplantar involvement at baseline of any severity, including
limited involvement, at baseline in the phase 3 POETYK PSO-1
trial (NCT03624127) in patients with moderate to severe plaque
psoriasis.

Methods: The analysis included patients from this trial who either
(1) received continuous deucravacitinib from Day 1 through Week
52 or (2) were randomized to placebo at Day 1 and crossed over to
deucravacitinib at Week 16. ! Efficacy outcomes for scalp (Psoriasis
Scalp Severity Index [PSSI]), fingernail (modified Nail Psoriasis
Severity Index [MNAPSI]), and palmoplantar (palmoplantar Pso-
riasis Area and Severity Index [pp-PASI]) areas were performed
separately by Physician Global Assessment scores of 1 or 2 (limited
involvement) or >1 (1-4) in the respective body areas at baseline.
The Clopper-Pearson method was used to calculate 95% confidence
intervals. Nonresponder imputation was used to impute missing data.
Results: Baseline patient demographics and clinical characteristics
were generally similar between the limited versus any involvement
subgroups in scalp (=110 vs n =440, respectively), fingernail
(n=117 vs n=194), and palmoplantar (n =35 vs n=61) areas.
Response rates at Week 16 in scalp, fingernail, and palmoplantar
areas of involvement were greater in patients receiving deucrava-
citinib treatment than in patients receiving placebo through Week
16, regardless of extent of baseline involvement in the respective
special areas (Table). Response rates at Week 52 were maintai-
ned with deucravacitinib in patients who received continuous
deucravacitinib treatment and were improved in patients who
crossed over from placebo to deucravacitinib at Week 16 in both
subgroups (Table). At Week 52, patients who crossed over from
placebo to deucravacitinib achieved response rates similar to those
who received continuous deucravacitinib treatment, regardless of
extent of baseline involvement.

Conclusions: Deucravacitinib maintained clinical efficacy through
52 weeks in patients with scalp, fingernail, and palmoplantar
psoriasis, regardless of extent of involvement at baseline. These
findings further support the use of deucravacitinib for treatment
of the hard-to-treat special areas, specifically the scalp, fingernail,
and palmoplantar areas, in patients with plaque psoriasis.
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Table. Efficacy outcomes at Week 16 and Week 52 (NRI)

R Conti itinib Placebo to deucravacitinib
;a;;'a:%;' Baseline score Baseline score Baseline score Baseline score
{95% CI) 1or2 21 1or2 21
Scalp n=79) (n=288) (n=31) (n=152)
PSSI 75
Week 16 | B60.8 (49.1-71.6) 67.7 (62.0-73.1) 22.6(9.6-41.1)° 19.7 (13.7-27.0)°
Week 52 65.8 (54.3-76.1) 68.1(62.3-73.4) 67.7 (48.6-83.3)° 70.4 (62.5-77.5)¢
PSSl 80
Week 16 55.7 (44.1-66.9) 57.3 (51.4-63.1) 19.4 (7.5-37.5)° 13.2 (8.2-19.6)°
Week 52 60.8 (49.1-71.6) 59.4 (53.5-65.1) 61.3 (42.2-78.2)° 58.6 (50.3-66.5)°
Fingernail (n=82) (n=125) (n=35) (n=89)
mMNAPSI 75
Week 16 18.3 (10.6-28.4) 18.4 (12.0-26.3) 8.6(1.8-23.1)° 8.7 (3.3-18.00
Week 52 40.2 (29.6-51.7) 37.6(29.1-46.7) 34.3 (19.4-52.2)° 31.9 (21.2-44.2)°
Palmoplantar (n=22) (n=40) (n=13) (n=21)
pp-PASI 75
Week 16 B63.6 (40.7-82.8) 625 (45.8-77.3) 7.7 (0.2-36.0)° 14.3 (3.0-36.3)"
Week 52 72.7 (49.8-89.3) 70.0 (53.5-83.4) 46.2 (19.2-74.9)° 52.4 (29.8-74.3)°

“Patients from POETYK PSO-1 who were randomized to and received continuous deucravacitinib
treatment from Day 1 or who were randomized to placebo and crossed over from placebo to
deucravacitinib at Week 16. "Response rate in placebo-randomized patients at Week 16 prior to crossing
over to deucravacitinib treatment, “Response rate after crossover to deucravacitinib treatment at Week 16,
Cl, confidence interval, PSSI 75/90, 275%/z90% reduction from baseline in Psoriasis Scalp Severity Index;
mMMAPSI 75, 275% reduction from baseline in modified Nail Psoriasis Severity Index; NRI, nonresponder
imputation; pp-PASI 75, 275% reduction from baseline in palmoplantar Psoriasis Area and Severity Index.
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CLINICAL CHARACTERISTIC OF DIFFICULT-TO-
TREAT (D2T) PSORIATIC ARTHRITIS (PSA) PATIENTS.
DATA FROM REAL CLINICAL PRACTICE

Elena Loginova, Tatiana Korotaeva, Elena Gubar, Yulia Korsakova
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V.A. Nasonova Research Insitute Of Rheumatology, Moscow, Russian Fe-
deration

Introduction: PsA is a multifaceted disease in which only 40%
- 18% patients (pts) achieve a state of minimal disease activity
(MDA) or remission despite of treatment. The ““Difficult-to-treat”™
(D2T) concept of PsA with refractory-treatment PsA has been
proposed recently [1, 2]. There is a lack of data concerning clinical
characteristic of D2T PsA pts in real clinical practice.
Objectives: to identify clinical characteristics of D2T PsA pts in
real clinical practice.

Methods: A retrospective study was performed in 6 theumatology
clinics. 263 pts (M/F=135/128) mean age 46.1+12.5 years (yrs)
with PsA according to CASPAR criteria treated by biologic or tar-
get synthetic (b/ts) DMARDs within 2 yrs were included. PsA acti-
vity by DAPSA, enthesitis by LEI, dactylitis, BSA (%), HAQ, BMI
and comorbidity were evaluated. DAPSA>14 were considered as
high/ moderate disease activity (HDA/MoDA), DAPSA<15 —as
remission/low disease activity (LDA), BSA>10% - high psoriasis
activity, HAQ>0.5 — high/moderate functional joints impairment.
D2T PsA was defined as failure of >2 b/tsDMARDs with different
mechanism of action among TNF inhibitors, anti-IL 17, anti-IL
12/23, anti-IL13 and JAK inhibitors within 2 years of follow-up.
D2T PsA pts’s characteristics were compared with non-D2T pts
using the Fisher, Mann-Whitney and Wilcoxon tests. M +SD, Me
[Q25; Q75], Min-Max, % were performed. All p <0.05, were
considered to indicate statistical significance.

Results: 152 (57,8%) pts treated with 1 b/tsDMARDs within 2 yrs
reached remission/LDA by DAPSA were considered Non-D2T.
111 pts (42,2%) changed >2 b/tsDMARDs within 2 yrs, 71 (27%)
of them achieved remission/LDA, but 40 pts (15,2%) of them
maintained HAD/MoDA and fulfil D2T criteria. A comparative
analysis performed of 40 (M/F=20/20) D2T PsA pts and 152 (M/
F=78/74) non-D2T PsA pts showed that D2T pts had a signifi-
cantly longer PsA duration (»p =0.017), more often polyarthritis
(»p=0.014), dactylitis (» =0.004), enthesitis (»p =0.001), BSA>10%
(p=0.008) and presence onycholysis (»p =0.001), HAQ>0.5
(»=0.039), depression (p =0.007) and higher uric acid blood level
(»=0.023). A comparison of the main clinical parameters of 2 gr
of pts is presented in Table 1.

Conclusions: D2T PsA occur in 15% cases in real clinical prac-
tice. D2T PsA pts compared with non-D2T are characterized by a
longer PsA duration, more severe skin/nail psoriasis, presence of
polyarthritis, dactylitis, enthesitis and functional disorders at the
time of administration of bDMARDs, as well as the presence of
concomitant diseases, in particular depression and hyperuricemia.
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Study name Non-D2T (n=152) D2T (n=40) [
BMI, kg/m’, Me [Q25; Q75] 27,1[23,9;29,9] 26,5(22,8;30,9] > 0,05
PsO duration (months), Me [Q25; Q75] 214 [130; 318) 256 [187; 348] >0,05
PsA duration (months), Me [Q25; Q75) 118,0 [83,5; 185,5] | 157.0(102,5;199,5] | 0,017
DAPSA, Me [Q25; Q75) 22,3[12,8;37,7] 23,7 [17,1; 44,2] >0,05
Peripheral polyarthritis, n (%) 29 19,1% 15 37,5% 0,014
Dactylitis, n (%) 13 B,6% 10 5% 0,004
Enthesitis, n (%) 5 5,9% 12 30% 0,001
BSA >10, n (%) 24 16% 14 35% 0,008
Onycholysis, n (%) 7 4,7% 11 27,5% 0,001
Depression, n (%) 1 0,7% 3 7,5% 0,007
Moderate impairment of function HAQ>0.5, | 52 34,7% 21 52,5% 0,039
n (%)

Increased uric acid levels, n (%) 14 9,3% 9 22,5% 0,023
Metabolic syndrome, n (%) 7 4,7% 4 10% =0,05
Non-alcoholic liver damage (hepatosis), n%) | 9 6% 4 10% >0,05

Table 1. C istics of with Non-D2T and D2T PsA, n=192
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DACTYLITIS CLINICAL DOMAIN OF PSORIATIC
ARTHRITIS: ASSOCIATION WITH ARTHRITIS,
ENTHESITIS, SKIN AND NAIL PSORIASIS SEVERITY
Elena Loginova, Tatiana Korotaeva, Elena Gubar, Yulia Korsa-
kova, Svetlana Glukhova

V.A. Nasonova Research Insitute Of Rheumatology, Moscow, Russian Fe-
deration

Introduction: Dactylitis is an important clinical domain of psoria-
tic arthritis (PsA) which has significant impact on disease severity
and choice of treatment. There are limited real-world studies on
the dactylitis clinical phenotype of PsA.

Objective: to identify clinical characteristics of PsA patients with
dactylitis in real clinical practice.

Methods: 836 patients (M/F=386/450) with PsA according to
CASPAR criteria were examined. Data was collected from 6
rheumatology clinics. Patients’ mean age 46.4+13.1 years, PsA
duration 9.9+ 7.8 years, psoriasis duration 20.2 +13.2 years. Me-
dian DAPSA 25.5[15.2;41.8]. At baseline PsA activity by tender/
swelling joint count (TJC)/68, (SJC)/66, enthesitis by LEI, BSA
(%), nail psoriasis, DAPSA were evaluated. BSA>10% - indicate
high psoriasis activity, DAPSA>28 indicate high PsA activity. The
patients were split into two groups: with and without dactylitis.
The one-factor model of logistic regression was used to identify
a group of features that are associated with presence of dactylitis.
M+SD, Me [Q25; Q75], Min-Max, %, t-test, Pearson-y2, Manna-
Whitney tests, ORs with 95% CI were performed. All p <0.05,
were considered to indicate statistical significance.

Results: Dactylitis was found in 237 out of 836 patients (28.4%).
Comparative analysis in both groups with and without dactylitis
(table) and one-factor model of logistic regression showed the
following features at baseline were associated with dactyli-
tis: BSA>10% (p =0.001), nail psoriasis (p =0.001), TIC>5
(»=0.001), SIC>3 (p=0.001), enthesitis by LEI >1 (p =0.001),
high disease activity by DAPSA (p =0.001), CRP>10 mg/l
(»=0.001), male gender (p =0.025). OR analysis with CI 95%
for all parameters are shown on Figure.

Conclusion: In real clinical practice dactylitis are associated
with more severe skin and nail psoriasis, peripheral polyarthritis,
enthesitis, higher PsA activity by DAPSA, male gender. These
findings may have a positive impact on the selection of the best
therapeutic strategy.

Odds Ratio 95% Confidence Interval
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HYPERURICEMIA IN AXIAL PSORIATIC ARTHRITIS.
DATA FROM REAL CLINICAL PRACTICE

Yulia Korsakova, Lyubov Vorobyeva, Elena Gubar, Elena Logi-
nova, Tatiana Korotaeva, Polina Tremaskina, Margarita Urumova
V.A. Nasonova Research Institute Of Rheumatology, Moscow, Russian Fe-
deration

Background: Psoriatic arthritis (PsA) is characterized by a
high prevalence of concomitant cardiometabolic diseases such
as obesity, hyperlipidemia, diabetes mellitus, hypertension and
hyperuricemia (HU) [1, 2].

Objective: To study the prevalence of HU in patients with axial
PsA (axPsA), to highlight the clinical features of axPsA with HU
Methods: 71 patients with PsA (M/F=59 (83%)/12 (17%), ac-
cording to CASPAR criteria were examined. Patients had clinical
and imaging signs of spondylitis and/or sacroiliitis. Patients’ age
45.7+11.3 years, PsA duration 209.3 +163.4 months, psoriasis
duration 209.3 +163.4 months. Patients underwent standard
clinical examination of PsA: LEI, BASMI, DAPSA, BASDAI,
ASDAS-CRP, BSA, PASI were evaluated. PROs: Patient Global
Assessment (PtGA), Pain, Nocturnal spinal pain, General spinal
pain (VAS, mm), BASFI, PsAID-12, FACIT-F, FiRST. X-ray of
sacroiliac joints, hands, feet, cervical, lumbar spine, CRP (mg/l),
uric acid (UA), lipids were evaluated. The presence of HU was
established at UA level >360 mmol/l. All patients were divided
into 2 groups: 1st - “PsA with HU” (24 patients) and 2nd - “PsA
without HU” (47 patients). M+ SD, Me [25; 75], %, Mann-Whitney
U test, Kolmogorov-Smirnov two-sample test were performed.
All p<0.05 were considered to indicate statistical significance.
Results: The mean UA level was 329.9+80.2 mmol/l. HU was
detected in 24 of 71 (33.8%) patients with axPsA. Mean DAPSA
30.7+17.1, BASDAI 5.3+1.9, ASDAS-CRP 2.4+0.8, BSA
54+79,PASI 6.5+ 11.2.

The following differences were found between 2 groups: in the
1st group Nocturnal pain in the spine (p =0.04), Sleep disturbance
(p=0.04), the triglyceride level (»p =0.03) were higher, hypertrigly-
ceridemia and steatohepatosis were more common (p <0.05). No
differences between the groups were found in the age of patients,
in psoriasis and PsA duration, in other parameters (Table 1).
Conclusion: It is for the first time, that we studied the prevalence
of HU in patients with axPsA. HU was detected in 33.8% of pa-
tients. In axPsA patients with HU the intensity of nocturnal pain
in the spine was higher, sleep disturbance was more common,
triglyceride level was higher, hypertriglyceridemia and liver
steatosis were more common.
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Table |

Comparative analysis of axial PsA patients with hyperuricemia and without
hyperuricemia (M+8D, Me [25; 75])

Parameters 1" group 2™ group p
axPsA with HU axPsA without HU

Age 45.2£11.7 46.5+10.7 0.62
PsA duration, mo 4295401 57.5246.1 Ton
Ps duration, mo 199.6+152.0 213.9+170.0 0.79
Tender Joint Count (68) 11132776 1252928 1067
Swelling Joint Count (66) 3.8243.56 6.8546,59 0.06
LEI 1.28+1.2 1.4120.93 0.18
BASMI 2,7£1.5 3.0£1.9 0.93
DAPSA 32.1+18.2 27.9+14.6 0.35
BASDAI 582201 S118 e
ASDAS-CRP 2.5£0.9 2.4£1.0 0.96
BSA 25(1.0;6.5] 18 [1.0:6.0] 0.78
PASI 2.2[0.0; 10.0] 1.1 [0.0; 7.8] 0.72
Pain (VAS, mm) 57.1422.3 50.8£19.9 0.17
PIGA (VAS, mm) 5344239 59.1£19.8 048
Nocturnal spinal pain (VAS, mm) | 5.0£2.7 1.6£2.8 0.04
General spinal pain (VAS, mm) 49527 4.0£2.5 02
BASFI 4.0£2.9 3.5+2.7 0.53
PsAID-12 5.1+2.0 4.6+2.3 0.42
Sleep disturbance (Q7 PsAID-12) 10.3+5.2 7.6£5.9 0.04
FACIT-F 28.748.9 31.429.8 0.28
FiRST, n(%) 16(16,6) 4(137) 072
Hypenriglyeeridemia, n(%) 2(8.3) Y] 0.04
Triglycerides 0.9 [0; 1.7] 0.3[0; 0.6] 0.03
Steatohepatosis T(29.1) 5(10.6) 0.04
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COMPARISON OF CLINICAL AND IMAGING CHARAC-
TERISTICS OF PSORIATIC ARTHRITIS IN MEN AND
WOMEN. DATA FROM OBSERVATIONAL COHORT

Yulia Korsakova, Elena Gubar, Elena Loginova, Tatiana Korotae-
va, Evgeny Nasonov

V.A. Nasonova Research Institute of Rheumatology, Moscow, Russian Fe-
deration

Background: Gender is an important factor in rheumatic diseases
and affects their course and prognosis. Data of gender differences
in psoriatic arthritis (PsA) are currently accumulating.
Objective: To compare clinical and imaging features of PsA in
men and women.

Material and Methods: 956 patients with PsA (M/F=411
(43%)/545 (57%), according to CASPAR criteria were exami-
ned. Patients’ mean age M/F was 48.4+12.56/53.3+12.70 years
(»<0.001), PsA duration 9.9+6.4/10.3 +7.6 years (p>0.05), Pso-
riasis duration 18.2+11.1/22.4+14.5 years (p <0.001), PsA onset
age was 37.1+12.30/41.8+13.5 (p<0.001). Pts underwent stan-
dard clinical examination of PsA, LEI, DAPSA, BASDAI, BSA,
BMI (kg/m2), comorbidities (ICD-10) were evaluated. PROs:
HAQ-DI, Patient Global Assessment (PtGA), Pain (VAS, mm).
X-ray of sacroiliac joints (SIJs), hands and feet was performed.
M+SD, %, t-test, x2 Pearson were determined was performed.
All p<0.05 were considered to indicate statistical significance.
Results: Comparative analysis in both groups of Male and Female
(M/F) showed the following features: radiographic sacroiliitis
was found in 175(42.6%) / 153(28.1%) (p <0.001); bone erosions
in the hands and feet in 138(33.6%) / 170(31.2%) (p =0.435);
BSA>10% in 54(13.1%) / 102(18.7%) (»p =0.021); (LEI=3) in
78(20.9%) / 34(11.4%) / (p =0.001); mean Pain — 48.5+22.60
/ 51.5+22.80 mm VAS (p=0.043); mean PtGA — 50.2+23.07 /
54.0+21.91 mm VAS (p=0.010); mean DAPSA — 26.4+16.8 /
31.9+22.58 (p<0.001); DAPSA>28 in 152(37%) / 249(45,7%)
(»=0.007), mean BASDAI: 2.7+2.83 / 1.8+2.78 (»p<0.001);
1.1<HAQ-DI<2.0 in 112(28.5%) / 202(38.5%) (p =0.002),
2.1<HAQ-DI<3.0 in 8(2.0%) / 36(6.9%) (p <0.001), mean BMI:
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27,0+4,68/28,5+6,28 kg/m2 (p <0,001); the presence of comor-

bidities in 154(37%) / 277(51%) (» <0.001).

Conclusion: In our observational cohort of patients with PsA
pts female gender was associated with higher disease activity
(DAPSA), Pain, Patient Global Assessment, BMI, worse quality of
life. Women had multiple enthesitis, severe psoriasis, comorbitities
more often compared to the male. Female gender was associated
with later onset of PsA. Male gender was associated with axial
disease, higher activity of spondylitis (BASDAI). No significant
differences were found between bone erosions.

P-104

ASSOCIATION OF NAIL PSORIASIS WITH
SIGNIFICANTLY MORE SEVERE DISEASE STATUS
Elena Gubar, Tatiana Korotaeva, Julia Korsakova, Elena Logi-
nova, Svetlana Glukhova

Nasonova Research Institute of Rheumatology, Moscow, Russian Federation

Introduction: The latest data show that nail involvement in
psoriatic arthritis (PsA) patients is associated with significantly
more severe disease status.

Objectives: To analyze, in clinical practice, the association of
nail psoriasis with disease activity, quality of life, and work pro-
ductivity in PsA patients.

Methods: 588 patients (M/F-277 /311) with PsA according
to CASPAR criteria were included in the study. Patients’ age
49.6+0.5 years, disease duration 7.2+0.3 years. Patients under-
went standard clinical examination of PsA activity. Patients were
split into two groups: those with nail psoriasis — group 1, and those
without it — group 2. Demographics, disease activity, quality of
life, and work productivity were compared between patients with
and without nail psoriasis using Pearson’s chi-square test and
Mann—Whitney U test.

Results: Group 1 includes 312 (53.1%) cases, group 2 — 276
(46.9%) cases. More patients in group 1 were males (51.9%
vs 44.1%, p=0.013), disabled at work (37.20% vs 26.40%,
p=0.000), chronic smokers (18.9% vs 8.7%, p =0.000) and with
axial PsA disease signs according to physician (35.0% vs 26.4%,
p=0.025) compared to patients in group 2. Patients in group 1 had
worse skin psoriasis measured by Psoriasis Area Severity Index — 6
[2-14] vs 3 [1-6] (p =0.000). Group 1 patients had higher tender
and swollen joint counts: 8 [4-15] vs 5 [2-12] (p =0.002) and 5 [1-
9] vs 2 [0-7] (p =0.003) respectively, higher frequency of erosive
radiographic arthritis of feet (45.0% vs 31.2% p =0.003) compared
to group 2 patients. Group 1 patients had higher frequency of
dactylitis (24.4% vs 16.7% p =0.022) and heel enthesitis (17.0%
vs 10.1% p=0.016) respectively, and higher disease activity
measured by DAPSA 25 [15-39] vs 20 [12-33] (p = 0.001). Less
patients in group 1 than in group 2 (27.0% vs 52.0% p =0.004)
achieved minimal disease activity (MDA). Patient-reported out-
comes (PROs) in group 1 were worse than in group 2 in regard to
reduced health-related quality of life according to PSAID (4.9+2.3
vs 4.0+2.3, p=0.040) and to EQ-5D (0.56+0.19 vs 0.64 +0.21,
p =0.024) questionnaires, overall work impairment (0.0 [0.0-0.3]
vs 0.0 [0.0-0.2], p=0.034) and overall activity impairment (0.4
[0.1-0.7] vs 0.3 [0.0-0.5], p =0.006) according to WPAL
Conclusion: Nail involvement in PsA patients is associated with
male gender and axial disease. PsA patients with nail involvement
are more often disabled, more often are chronic smokers, have
significantly worse disease status as measured by disease activity;
they are more likely to have more severe (erosive) peripheral
arthritis of feet, higher frequency of heel enthesitis and dactylitis,
higher psoriasis disease severity, lower frequency of MDA achie-
vement, and worse quality of life and work productivity according
to PROs. Detection of nail involvement is critical for choice of
treatment approach and better outcomes.

References

1. Mease PJ et al. J Rheumatol, 2020



IFPA

CONFERENCE

P-105

COMPARATIVE CHARACTERISTICS OF PSORIATIC
ARTHRITIS WITH AXTAL INVOLVEMENT AND AXTAL
SPONDYLOARTHRITIS

Elena Gubar, Tatiana Korotaeva, Elena Loginova, Julia Korsa-
kova, Lubov Vorobyova, Polina Tremaskina, Svetlana Glukhova
Nasonova Research Institute Of Rheumatology, Moscow, Russian Federa-
tion

Introduction: It has been detected that psoriatic arthritis (PsA)
patients with axial involvement [axial PsA (axPsA)] and axial
spondyloarthritis (axSpA) patients may have clinical, radiographic
and genetic differences.

Objectives: To identify the differences between axPsA and axSpA
cohorts.

Methods: 100 patients were examined: 55 with axPsA (group
1) and 45 with axSpA (group 2). Group 1 patients were included
according to CASPAR criteria, provided they also had axial invol-
vement. Axial involvement was detected in case of radiographic
sacroiliitis[(rSI) bilateral grade > 2 or unilateral grade > 3] or
active MRI SI (MRI-SI), or >1 syndesmophyte(s) of the cervical
and/or lumbar spine. Group 2 patients were included according to
ASAS criteria for axSpA. Patients were evaluated for presence of
inflammatory back pain (IBP) by ASAS criteria. HLA-B27 antigen
status was observed. Patients underwent pelvic radiographs, cer-
vical and lumbar spine, hands and feet X-ray. Patients without rSI
underwent sacroiliac joints MRI on Philips Multiva 1.5 T scanner.
MRI-SI was categorized using ASAS 2016 criteria. All visualiza-
tion results were interpreted by two musculoskeletal radiologists.
Me [Q25; Q75], Pierson-y tests were performed. All p <0.05 were
considered to indicate statistical significance.

Results: Patients of group 2 were younger (34.9+11.0 vs
45.5+11.4 years old; p<0.001), more often HLA-B27 positive
(88.9% vs 28.0%; p<0.001) and more often had IBP (93.3% vs
67.3%; p=0.001). More patients of group 1 had older age (>
40 years) at back pain onset (32.7% vs 2.2%; p <0.001). Group
1 patients had more often peripheral arthritis (100% vs 87.5%;
p<0.001), dactylitis (36.4% vs 4.4%; p =0.004), and skin psoriasis
(88.7% vs 6.7%; p <0.001). Nail psoriasis was found only in group
1 patients (65.5%; p <0.001). Group 2 patients had more often heel
enthesitis (77.8% vs 50.9%; p =0.005). Group 1 patients had worse
axial disease activity scores: BASDAI (5.0 vs 3.0; p =0.006),
mBASDALI (5.2 vs 4.0; p=0.030) and ASDAS-CRP (2.46 vs
1.76; p<0.001); and worse patient reported outcomes: BASFI
(3.7 vs 1.1; p=0.004), patients’ pain (6.0 vs 4.0; p =0.005) and
patients’ global assessments (6.0 vs 5.0; p =0.036). More patients
of group 1 had syndesmophytes of the lumbar (50.9% vs 25.0%;
p=0.009) and cervical (55.8% vs 28.9%; p =0.007) spine. Only
in group 1 patients, chunky “non-marginal” syndesmophytes were
found (in 32.1% of cases), as well as spinal lesions without rSI or
MRI-SI (in 20.0% of cases). More patients of group 1 had joint
erosions (47.1% vs 10.5%; p =0.001), osteolysis (23.5% vs 5.0%;
p=0.015) and juxta-articular bone formation (53.1% vs 10.0%;
»<0.001). Joint ankyloses was found only in group 1 patients (in
11.8% of cases p =0.02). All patients of group 2 and only 80.0%
of group 1 (p =0.003) met ASAS criteria for axSpA.
Conclusion: axPsA and axSpA seem to be two different diseases.
In our cohort of patients, axPsA patients had worse disease status
compared to axSpA patients.
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NON-INVASIVE TRANSDERMAL DELIVERY WITH
BIOCOMPATIBLE PERMEATION ENHANCERS
FOR PEPTIDE INHIBITORS OF IL23/IL-17 AXIS IN
PSORIASIS

No consent given to publish in scientific journal.
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BASELINE MUSCULOSKELETAL SYMPTOMS IN
PSORIASIS PATIENTS: A PROSPECTIVE
OBSERVATIONAL STUDY

Arani Vivekanantham', Heidi Bertheussen’, Marta Pineda Mon-
cusi!, Oliver FitzGerald®, Stephen Pennington®, Laura C Coates'’
Nuffield Department of Orthopaedics, Rheumatology and Musculoskeletal
Sciences, University of Oxford, Oxford, UK, *GRAPPA Patient Research
Partner, Norway, *UCD Conway Institute for Biomolecular Research,
School of Medicine, University College Dublin, Dublin, Ireland

Introduction: Up to one-third of people with psoriasis develop
psoriatic arthritis (PsA). However, it is often diagnosed late;
such delays contribute to the development of joint erosions and
worse long-term physical function [1]. Studies have shown that
a preclinical phase exists in patients with PsA prior to the diag-
nosis of the disease. This phase is characterized by the presence
of nonspecific musculoskeletal symptoms, including joint pain,
fatigue, and stiffness [3].

Objectives: To describe the baseline musculoskeletal symptoms
reported by the participants with psoriasis in the HIPPOCRATES
Prospective Observational Study (HPOS).

Methods: HPOS is a prospective observational online study of
adults with psoriasis, with the aim to identify patients at risk of
developing PsA. Inclusion criteria include presence of psoriasis,
>18 years old and no diagnosis of PsA. It is a predominantly online
study which was launched in the United Kingdom and Ireland in
2023; additional European countries will launch in 2024. HPOS
is being widely advertised via emails, newspaper articles, GPs,
NHS app, social media, websites, and radio.

Participants were asked to complete online questionnaires on
demographics, the Psoriasis Epidemiology Screening Tool (PEST,
with a score of 3 or more being positive and indicating a referral
to Rheumatology to be considered to assess for PsA), and the
Psoriatic Arthritis Impact of Disease (PsAID, the result of which
ranges from 0-10, where higher figures indicate worse status).
These questionnaires are repeated every 6 months for 3 years.
Participants who answered both questionnaires, PEST and PSAID,
were included in a Kruskal Wallis test to evaluate whether there
were differences on the PsAID score between those who tested
positive and those who tested negative on the PEST questionnaire.
Data analysis was performed on R, version 4.1.0.

Results: 1224 psoriasis participants were enrolled in 2023. The
demographics are summarised in Table 1. The most reported
current co-morbidities included anxiety (35%, 331/953), depres-
sion (22%, 210/953), high cholesterol (20%, 194/953) and high
blood pressure (20%, 191/953). Only a minority (13%, 139/1049)
reported having a family history of arthritis.

A total of 985 participants answered both the PEST and PsAID
questionnaires. Those who tested positive on PEST (n =407
(41%)) had a higher PSAID score (median [interquartile range,
IQR] 4.25 (1.98-6.33)) than those who tested negative on PEST
(PsAID score median [IQR]: 1.50 (0.60-3.35)), which was statisti-
cally significant (<0.001). These results are summarised in Table 2.
Conclusion: In the HPOS cohort of psoriasis patients, it is appa-
rent that that those who reported being PEST positive, had higher
PsAID scores. This observation may increase our understanding
of how to better define the early phases of PsA and thereby help
to identify patients at risk of developing PsA and those who might
be suitable for early interventions.

Funding: HIPPOCRATES has received funding from the Inno-
vative Medicines Initiative 2 Joint Undertaking (JU) under grant
agreement n0.101007757. The JU receives support from the Eu-
ropean Union’s Horizon 2020 research and innovation program
and EFPIA.
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Table 1: Demographics of the psoriasis participants

i n Percent | Mean m
1224 100 51 147
1224 100 - -
- 772 63 - -
PO 7 o
Ethnicity 1048 86 - -
685 65 - -
283 27 = =
Any other white | 51 5 - -
background
- All other backgrounds [Pk} 3 - -
- Never 464 48 - -
- Stopped 422 44 - -
83 9 - -

Table 2: Comparison of Psoriatic Arthritis Impact of Disease (PsAID] questionnaire
scores in those who were Psoriasis Epidemiology Screening Tool (PEST) positive vs
negative

Psoriatic Arthritis
Impact of Disease

PEST positive PEST negative

median, IQR!

median, IQR! |
1.50 (0.60-3.35)

4.25 (1.98- 6.33)

PsAID
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ASSOCIATION BETWEEN SUBCLINICAL
ATHEROSCLEROSIS AND PSORIASIS TO PSORIATIC
ARTHRITIS TRANSITION ONSET

Maria F. Elizondo-Benitez!, Iris J. Colunga-Pedraza', Dionicio
A. Galarza-Delgado'!, Jose R. Azpiri-Lopez’, Jesus A. Cardenas-
delaGarza', Rosa I. Arvizu-Rivera!, Andrea L. Guajardo-Aldaco’,
Valeria Gonzalez-Gonzalez'

'Rheumatology Department, Hospital Universitario “José Eleuterio Gon-
zdlez”, Universidad Auténoma de Nuevo Leon, Monterrey, Mexico, *Car-
diology Department, Hospital Universitario “José Eleuterio Gonzalez”,
Universidad Autonoma de Nuevo Leon, Monterrey, Mexico

Background: Psoriatic arthritis (PsA) is a heterogeneous disease
which may precede concurrently or after the development of pso-
riasis (PsO). The time to transition from PsO to PsA is not fully
explained by genetic factors alone. Therefore, clinical, environ-
mental, and immunological changes might play important roles.
Previous studies have reported the important role of PsO and PsA
in cardiovascular disease, this being the first cause of mortality
in both populations.

Objective: To determine the association between subclinical athe-
rosclerosis the transition onset from psoriasis to psoriatic arthritis.
Methods: Cross-sectional, observational, and comparative study
of patients with PsA who met the 2006 Classification Criteria for
Psoriatic Arthritis (CASPAR), aged 18 years or older. Patients with
a diagnosis of overlapping syndromes, history of major cardiovas-
cular events (myocardial infarction, stroke and heart failure) and
pregnant individuals were excluded. The age of onset was defined
through clinical history and the patients were paired by age and
divided, accordingly, into two groups: patients with concurrent
psoriasis and PsA (<1 year) and patients with psoriasis before PsA
(>1 year). A carotid ultrasound in B-mode was performed on all
patients by a certified radiologist blinded to clinical information.
Subclinical atherosclerosis was defined as the presence of carotid
plaque (CP), defined as carotid intima-media thickness (cIMT)
>1.2 mm or focal narrowing >0.5 mm of the surrounding lumen, or
the presence of increased cIMT (=0.8 mm). Group distribution was
assessed using the Kolmogorov-Smirnov test. The comparisons
were made using the chi-square test, the Kruskal-Wallis test, T-
Student’s test and U- Mann Whitney Test, accordingly. A p-value
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of < 0.05 was considered statistically significant.

Results: Fifty-two patients with PsA were included, mostly
women (55.7%), with a mean age of 55.5+12.2 years. The mean
interval of years transition between PsO and PsA was 5.3+7.9
years. The most prevalent cardiovascular comorbidity was dysli-
pidemia (44.2%) in both of our groups. There was no difference
between groups in the prevalence of traditional cardiovascular
risk factors (diabetes, hypertension, dyslipidemia, active smoking
and obesity). A significant difference was found in the presence
of subclinical atherosclerosis between the groups, with a higher
prevalence of carotid plaque reported in the concurrent PsO and
PsA group (50% vs 23%, p =0.007) (Table 1).

Conclusions: Concurrent PsO and PsA patients exhibit different
clinical characteristics and a higher cardiovascular risk compared
to PsO before PsA patients. There are few studies comparing the
transition onset of this diseases. This categorization could carry
significant implications for epidemiological research on the prog-
nosis of psoriatic disease. This approach might offer potential focal

points for the prevention of PsA and its cardiovascular implications.
Table 1. Demographic characteristics.

Characteristics Concurrent PsO PsO before PsA P value

and PsA (n=26)

(n=26)

Age, years, mean + SD 57.1+126 53.8+11.8 NS
Age during transition, mean + SD 454 +£12.3 4541 £11.7 NS
Interval of transition, years 0(0-0) 7.5(4.1-14.5) <0.001
median (IQR)
PsO disease duration, median 10 (4.6-11) 14 (8.5-22.7) 0.016
(IQR)
PsA disease duration, years, 10 (5-12) 6.5 (2-10.7) NS
median (IQR)
Women, n (%) 14 (53.8) 15 (57.6) NS
Diabetes, n (%) 6(23.0) 5(19.2) NS
Hypertension, n (%) 13 (50) 7(26.9) NS
Dyslipidemia, n (%) 11 (42.3) 12 (46.1) NS
Active smoking, n (%) 4(15.3) 3(11.5) NS
Obesity, n (%) 9(34.6) 8 (30.7) NS
DAS28CRP, mean + SD 241£143 296 +1.69 NS
DAPSA, mean £ SD 14.1 £17.5 16.1 £19.7 NS
Tender joints, median (IQR) 1(0.04.7) 2(0.0-8.7) NS
Swollen joints, median (IQR) 0.5(0.0-5.0) 0(0.0-1.0) NS
Carotid plaque, n (%) 13 (50) 6 (23.0) 0.044
Increased cIMT, n (%) 5(19.2) 3(11.5) NS

Ps0, psoriasis; PsA, psriatic arthritis; DAS2BCRP, disease activity score 28-c reactive protein; DAPSA, disease activity index for
psoriatic athritis; cIMT, carotid intima-media thickness; IQR, interquartile range; NS, not significant; SD, standard deviation.
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RELATIONSHIP BETWEEN NAIL PSORIASIS SEVERITY
INDEX IN PSORIATIC ARTHRITIS POPULATION AND
SIX CARDIOVASCULAR RISK CALCULATORS

Maria F. Elizondo-Benitez', Jose R. Azpiri-Lopez?, Iris J. Colunga-
Pedraza!, A. Galarza-Delgado', Jesus A. Cardenas-delaGarza',
Rosa I. Arvizu-Rivera’, Andrea L. Guajardo-Aldaco’, Valeria Gon-
zdalez-Gonzdlez!

'Rheumatology Department, Hospital Universitario “José Eleuterio Gon-
zdlez”, Universidad Autonoma de Nuevo Leén, Monterrey, Mexico, *Car-
diology Department, Hospital Universitario “José Eleuterio Gonzalez”,
Universidad Autonoma de Nuevo Leon, Monterrey, Mexico

Background: Psoriatic arthritis (PsA) is a chronic, inflammatory
and immune-mediated disease that affects up to 30% of psoriasis
(PsO) patients. Nail involvement affects 80% of PsA patients and
30%—-50% of PsO patients. Nail involvement in PsO patients has
been associated to a higher prevalence of metabolic syndrome,
higher risk of heart failure and higher cardiovascular risk overall.
Objective: To determine the relationship between and Nail Pso-
riasis Severity Index (NAPSI) and cardiovascular risk assed by
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six cardiovascular risk calculators.
Methods: Cross-sectional, observational, and comparative study of
patients with PsA who met the CASPAR 2006 classification criteria,
aged 18 years or older. Patients with a diagnosis of overlapping
syndromes, history of major cardiovascular events (myocardial
infarction, stroke and heart failure) and pregnant individuals were
excluded. The NAPSI was obtain through physical examination.
The CVR of each patient was assessed by six different CVR al-
gorithms, including: Framingham Risk Score (FRS)-lipids, FRS-
body mass index (FRS-BMI), American College of Cardiology
and American Heart Association (ACC/AHA) Risk Algorithm,
Systematic Coronary Risk Evaluation (SCORE), QRISK3 and
Reynolds Risk Score (RRS). Group distribution was assessed
using the Kolmogorov- Smirnov test. The comparisons were made
using the chi-square test, T-Student test and Kruskal Wallis test,
accordingly. The correlation was performed through Spearman’s
rho. A p-value of < 0.05 was considered statistically significant.
Results: Eighty-five patients with PsA were included, mostly
women (55.2%), with a mean age of 55.9+8.14 years. The most
prevalent cardiovascular comorbidity was dyslipidemia (44.7%)
There was a statistically significant difference in the DAS28PCR
between the groups (2.33+1.0 vs 2.99+1.5, p=0.021), DAPSA
(»=0.016), PASI (p =0.013) and SCORE value (1.0 (0.0-2.0) vs
1.5 (1-3), p=0.023) (Table 1). A positive correlation was found
between NAPSI and age (Pearson’s r=0.213, p =0.025) and
SCORE (Spearman’s tho=0.321, p =0.001) (Figure 1).
Conclusions: Nail involvement in PsA is a clinical sign often
underrated by physicians. Clinicians need to pay attention to nail
changes as early as possible, due to them being an important helper
to determine our patients’ disease status and cardiovascular health.
Table 1. Demographic characteristics.

Characteristics NAPSI <1 NAPSI >1 P value
(n=45) (n=40)
Age, years, mean + SD 54.6 £8.7 57.2+7.2 NS
Women, n (%) 26 (57.7) 21(52.5) NS
Diabetes, n (%) 8(17.7) 12 (30.0) NS
Hypertension, n (%) 20 (44.4) 13 (32.5) NS
Dyslipidemia, n (%) 21(46.6) 17 (42.5) NS
Active smoking, n (%) 7(15.5) 7(17.5) NS
16 (35.5) 17 (42.5) NS
Obesity, n (%)
DAS28CPR, mean + SD 233£1.0 299£15 0.021
Disease duration, months 99+8.1 13.4+98 NS
mean + 8D
NAPSI, mean + SD 0+0 15.7+15.6
DAPSA, mean £ SD 128+129 210176 0.016
PASI, median (IQR) 0.0(0.0-1.5) 1.1(0.1-3.2) 0.013
FRS lipids, mean + SD 10.0+12.0 10.4+923 NS
FRS BMI, mean + 8D 17.7415.5 19.5+128 NS
ACC/AHA, mean + SD 95+126 96£104 NS
RRS, median (IQR) 3(1.0-5.0) 2.5(2.0-71.2) NS
QRISK3, mean £ SD 82+94 84+54 NS
SCORE, median (IQR) 1.0 (0.0-2.0) 15(1-3) 0.023

MAPSI, Nail Psariasis Severity Index; DASZBCRP, Disease Activity Score 28 c-reactiva protein: DAPSA, Diseasa Activity Psoriatic Arthritis; PASI,
Psoriasis Area Severity Index; = RS lipids, Framingham Risk Score lipids; FRS BMI, Framingham Risk Score body mass index, ACC/AHA, American
Callaga of Cardialogy and American Heart Assaciation; RRS, Reynokls Risk Score; SCORE, Systematic Coranary Risk Evaluation, interquartie
range; NS, not significant.

Figure 1. Positive correlation between NAPSI and SCORE.
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CLINICAL OUTCOMES AND PATIENTS’ PERSPECTIVES
OF THE MULTIDISCIPLINARY PSORIASIS
MANAGEMENT: A 5-YEAR, RETROSPECTIVE STUDY.
Nikolaos Kougkas, Eleni Sotiriou

!Fourth Department of Internal Medicine, Medical School, Aristotle Uni-
versity of Thessaloniki, Greece, Thessaloniki, Greece, *First Department of
Dermatology and Venereology, School of Medicine, Aristotle University of
Thessaloniki,, Thessaloniki, Greece

Introduction: A coordinated, multidisciplinary approach is highly
recommended by dermatology societies and desired by patients
worldwide to manage psoriasis (Pso) and its comorbidities
Objectives: To explore the benefits of a multidisciplinary care
model in patients with PsO regarding treatment efficacy, and early
detection of comorbidities, particularly psoriatic arthritis (PsA),
patients’ quality of life, and patient satisfaction

Methods: We recruited all patients attending the Pso combined
clinic from June 2018 to June 2023. In 2018, a parallel multidis-
ciplinary care model was developed in the Psoriasis Outpatient
Clinic of our dermatology department, incorporating health ser-
vices between dermatologists, rheumatologists, psychiatrists, and
dietitians. Screening for potential PsA in patients with existing PsO
was performed through the self-administered five-item Psoriasis
Epidemiology Screening Tool (PEST) and/or psoriatic onychia. A
PEST value > 3 indicated referral to a rheumatologist
Demographics, clinical features and clinometric [Psoriasis
Area Severity Index (PASI), Nail Area Psoriasis Severity Index
(NAPSI), Dermatology Life Quality Index (DLQI), axial/periphe-
ral involvement, Disease Activity Index for Psoriatic Arthritis
(DAPSA) disease activity], history of PsO or PsA, body mass
index (BMI), comorbidities, and previous and present treatments
including conventional systemic or biologic PsO regimens,
conventional synthetic disease-modifying antirheumatic drugs
(csDMARDS) and/or biological disease-modifying antirheumatic
drugs (b DMARDs) were recorded at baseline and the follow-up
visits, as required.

Patients who attended the combined clinic were asked to rate their
experience by completing a questionnaire at baseline and regularly
at follow-up visits regarding their satisfaction. A 5-point Likert
scale was used (1: the worst possible — 5: the best possible). At
the end of the questionnaire were also available free-text boxes.
Results: Over the 5 years, 721 patients were managed in the Pso
combined clinic. Demographics and detailed results are presented
in Table 1. The utilization rate of the multidisciplinary unit was
48.0% (721/1503). The mean follow-up visits per patient per
year were 4 +2.8 for the rheumatologic re-evaluation, 6 +3.1
for the dietitian re-evaluation, and 7 +5.2 for the psychiatric
re-assessment.

Early detection of PsA in PsO patients was 79.47% (418/526).
Treatment modifications were reported for 63.88% (336/526) of
Pso-PsA patients: 72.92% (245/336) were newly initiated bD-
MARDs, while 27.08% (91/336) were initiation or up-titration
of csDMARDs. Among patients referred for a psychiatry visit,
therapeutic adjustments were needed in 22.22% (8/36). All patients
(209/721; 28.99%) referred to dietitians followed a weight-loss
program, of which 35.89% (75/209) achieved a clinically mea-
ningful >5% BMI reduction.

Most patients (97.92%; 706/721) rated the experience of the
combined clinic as excellent (Figure 1). Positive free-text remarks
included time efficiency, thorough evaluation, a sense of security,
and better disease awareness; negative comments were too many
people in the room and lack of privacy.

Conclusions: The diagnosis of PsA, because of consistent PEST
evaluation and psoriatic onychia screening during the follow-up
visits by dermatologists, was substantially high among patients
with psoriasis. Moreover, the evident reduction of DAPSA and
PASI scores simultaneously, suggests that holistic management
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of'a patient from the diagnosis to timely treatment is beneficial in
significant aspects of psoriatic disease, namely the skin and joints.
Patients' perspectives of the multidisciplinary Psoriasis Unit

== Prior to multidisciplinary Pso Unit  ==@==After managerment to mulitdisciplinary Pso Unit

Symptom relief
5

Holistic support since
y ' Quality of life
diagrosis

Equitable sooecs to health
& Ardety for the discase
services

Diseaie Swareness Wark productivity

Patient's relationship with

reatment sdherence
different healthcare

Figure 1, Differences regarding patients’ outlook in certain areas before and after the
multidisciplinary approach.

Dvemiographics

lhge (Mean; +50 in years) 53 (£17)
Male 41.89% (302/721)
Pso duration (Mean; 250 in 16 (£14)
fyears)

PsA duration (Mean; 15D in 1i2)
fyears)

BMI (Mean; £50) 24.8 (£12.5)
[Timely interventions between 2018-2023

Mewly diagnosed PsA 79.47% (418/526)
Psychiatric medical 22.22% (8/36)
intervention

[Weight-loss diet program 100% (209/209)
initiation

»  25% BMI reduction
35.89% (75/209)
[Changes in systemic treatments between 2018-2023

IWithout changes 52.98% (382/721)
Molecule change 47.02% (339/721)
99.12% (336/339)
»  DuetoPsA
»  Due to Major 0.858% (3/338)

Depression diagnasis
Mewly initiated biologic
DMARDs
Mewly initiated or up-
[titration of conventional

72.92% (245/336)

27.08% (91/336)

DMARDs
[Clinimetrics

Baseline 52 weeks after combined

management

|25% BMI reduction nfa 35.80% (75/209)
[PASI (Mean; £50) 9.2 (+2.8) 2.1(21.3)
tNAPST 8.9 (+5.3) 1.4 (£0.8)
[DAPSA (Mean; £50) 12.8 (5.0) 3.3 (£6.0)
\DLQI (Mean; £5D) 11 (£7.0) 1(3.0)

Table 1. Characteristics of patients and clinical outcomes after the multidisciplinary
psoriasis disease management between 2018-2023. Abbreviations: BMI: Body Mass Index;
DAPSA: Disease Activity index for Psoriatic Arthritis; DMARDs: disease-modifying
antirheumatic drugs; DLQ!: Dermatology Life Quality Index; PASI: Psoriasis Area Severity
Index; PsA: Psoriatic Arthritis; Pse: Psoriosis; SD: Standard Deviation; tNAPS!: target Nail
Psoriasis Severity lndex.
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BIMEKIZUMAB REDUCED PSORIATIC ARTHRITIS
IMPACT IN PATIENTS WITH PSORIASIS: UP TO 2-YEAR
RESULTS FROM TWO PHASE 3 STUDIES

Laure Gossec!, Dafna D Gladman?®, Paolo Gisondi®, Maarten de
Wit!, Alexis Ogdie’, Barbara Ink°, Vanessa Taieb’, Jérémy Lam-
bert’, Laura C Coates®’

ISorbonne Universite and Pitie-Salpetriere Hospital, Paris, France, *Sch-
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roeder Arthritis Institute, Krembil Research Institute, Toronto Western
Hospital, University Health Network, University of Toronto, Canada, 3Sec-
tion of Dermatology and Venereology, Department of Medicine, Univer-
sity of Verona, Verona, Italy, *Patient Research Partner, Stichting Tools,
Amsterdam, The Netherlands, *Perelman School of Medicine, University
of Pennsylvania, Philadelphia, USA, *"UCB Pharma, Slough, UK, "UCB
Pharma, Colombes, France, *Nuffield Orthopaedic Centre, Oxford, UK,
°’Nuffield Department of Orthopaedics, Rheumatology and Musculoskeletal
Diseases, University of Oxford and Oxford Biomedical Research Centre,
Oxford University Hospitals NHS Trust, Oxford, UK

Introduction: Bimekizumab (BKZ), a humanised monoclonal
IgG1 antibody that selectively inhibits interleukin (IL)-17F in ad-
dition to IL-17A, has demonstrated reduction in disease impact to
1 year in patients with psoriatic arthritis (PsA).[1,2] PsA negatively
impacts health-related quality of life; patients with concomitant
psoriasis may be impacted in different ways to those without skin
symptoms.[3] The patient-reported PsA Impact of Disease-12
(PsAID-12), assesses the physical, social, and psychological
impact of PsA.[4]

Objectives: To assess the effect of BKZ treatment on disease
impact up to 2 years, using PSAID-12, in patients with PsA and pso-
riasis affecting >3%—<10% and >10% body surface area (BSA).
Methods: Post hoc analysis of BE OPTIMAL (NCT03895203;
biologic disease-modifying antirheumatic drug [bDMARD]-naive)
and BE COMPLETE (NCT03896581; inadequate response/intole-
rance to tumour necrosis factor inhibitors [ TNFi-IR]); both studies
were placebo (PBO)-controlled to Week (Wk)16, and assessed
subcutaneous BKZ 160 mg every 4 wks (Q4W) in patients with
PsA.[1,2] PBO patients switched to BKZ (PBO/BKZ) at Wk16. BE
OPTIMAL included a reference arm (subcutaneous adalimumab
[ADA] 40 mg Q2W); these patients switched to BKZ at Wk52
(ADA/BKZ) with no washout between treatments. BE OPTIMAL
Wk52 and BE COMPLETE Wk16 completers were eligible to
enrol in the open-label extension, BE VITAL (NCT04009499).
PsAID-12 total and single item domain scores range from 0-10;
higher scores indicate worse status.[4] Change from baseline
(CfB) and clinically meaningful improvement (>3 point decrease
from baseline when respective baseline score >3) are reported to
Wk104 (BE OPTIMAL) and Wk88 (BE COMPLETE) for patients
with baseline psoriasis affecting >3%—-<10% and >10% BSA.
Missing data imputed using non-responder (binary) or multiple
(continuous) imputation.

Results: 425 bDMARD-naive (217 BKZ; 140 PBO; 68 ADA)
and 264 TNFi-IR patients (176 BKZ; 88 PBO) had baseline pso-
riasis BSA >3%. 365/425 (85.9%) bDMARD-naive and 221/264
(83.7%) TNFi-IR patients completed Wk104/88.

For PBO/BKZ and BKZ patients with baseline psoriasis BSA
>3%-<10%, mean C{B (standard error) in PsAID-12 total score
at Wk52/40 was sustained to Wk104/88 (bDMARD-naive: —2.3
[0.2] PBO/BKZ,-2.4[0.2] BKZ; TNFi-IR: -2.3 [0.3], -2.7 [0.2]).
Additionally, clinically meaningful improvement response rate
in PsAID-12 total score was generally sustained to Wk104/88 in
bDMARD-naive and TNFi-IR patients with baseline psoriasis
BSA>3%-<10% (Figure). In the >10% BSA subgroup, Wk52/40
mean CfB and clinically meaningful improvement response rate in
PsAID-12 total score were also generally sustained to Wk104/88
in bDMARD-naive and TNFi-IR patients. For ADA/BKZ patients,
WKk52 outcomes in both subgroups were sustained following the
switch to BKZ.

In both studies, improvements in all PsAID-12 domain scores
were observed at Wk104/88 on BKZ and were generally simi-
lar across the >3%-<10% and >10% BSA subgroups (Table).
Greatest improvements from baseline were observed in domains
with highest impact at baseline: skin problems, pain, functional
capacity, and fatigue.

Conclusions: BKZ treatment resulted in clinically meaningful
improvements in patient-reported disease impact that were sustai-
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ned up to 2 years in patients with PsA and psoriasis. Results were
consistent between BSA subgroups and across bDMARD-naive
and TNFi-IR patients.

Acknowledgements: Funding: UCB Pharma. Medical writing
support: Costello Medical.
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Table. PsAID-12 single-item domain scores CfB at Week 104/88 in patients with baseline psoriasis 23%-<10% and >10% BSA (MI)

BE OPTIMAL (bDMARD-naive) BE COMPLETE (TNFi-IR)
Week 104 Week 88

m’r‘:‘:‘:}g:‘“"“ PBO/BKZ 160 mg Q4W BKZ 160 mg Q4w PBO/BKZ 160 mg Q4W BKZ 160 mg Q4w
- | 23-210% | >10% | =3-=10% | >10% | =3-=10% | >10% | =3-=10% | >10%

(n=92) (n=48) (n=144) (n=73) (n=63) {n=25) (n=109) (n=67)
Fain S31(03) | -3.2(04) | -3.0(0.2) | -34(03) | -30(04) | -40(0.5) | -3.2(0.3) | -3.3(0.4)
Fatigue -23(03) | -26(04) | -2.6(02) | -27(03) | -20(04) | -27(0.5) | -2.8(03) | -2.7(0.3)
Siin Problems “33(03) | -4.9(04) | -37(0.2) | -5.2(03) | -36(0.4) | -63(0.5) | -3.9(0.3) | -5.0(0.3)
Wiork: andfor Leisure Activities —2.4(0.3) -3.1(0.4) -2.81{0.2) -3.2(0.3) -2.3(0.4) -3.5(0.5) -3.0{0.3) -3.3(0.4)
Functional Capacity -25(03) | -31(04) | -28(03) | -32(03) | -27(04) | -38(04) | -3.0(03) | -3.2(04)
Discomdart -25(03) | -27(04) | -2B(02) | -33(03) | -26(04) | -36(04) | -30(0.3) | -33(0.4)
Sleep Disturbance =1.9(0.3) -2.4(0.5) =-1.6(0.2) =2.3(0.4) =2.0(0.4) =2.7(0.7) -2.3(0.3) =2.3(0.4)
Ceping -22(03) | -3.1(04) | -20002) | -3.1(03) | -2.7(0.4) | -3.8(0.4) | -24(03) | -2.6(0.3)
Anxiety, Fear and Uncertainty | =0.9(0.3) | -16(04) | -10(0.2) | =L4(03) | -08(0.3) | =0.7(0.3) | -15(0.2) | -18(0.4)
Embarrassment andfor Shame | —1.4(0.3) | -3.3(05) | -L8(0.2) | -34(03) | -21(04) | -32(0.7) | -22(0.3) | -2.9(0.4)
Sacial Participation SLE(03) | -23(04) | -18{02) | -23(03) | -1B(04) | -Z8(0.6) | -2.0(0.2) | -2.5(0.4)
Depression —0.6 (0.2) -1.5(0.4) -0.3(0.2) -1.0(0.2) -0.9 (0.3} 1.5 (0.5) -13(0.2) 1.4 (0.4)

Randomised set, in patients with psoriasis involving 23%—< 109 and > 10% BSA at baseline. In BE OPTIMAL, patients were randomised 3:2:1 to BKZ 160 mg
QW: PBO:refenence arm (ADA 40 mg Q2W; data not reported in table). In BE COMPLETE, patients were randomised 2:1 to BKZ 160 mg Q4W:PEO, In both
studies, patients on PBO switched to BXZ 160 mg Q4W at Week 16. PsAID-12 soores range from 0-10; higher scores indicate worse status. bOMARD: biologic
disease-modifing antirheumatic drug; BKZ: bimekinamal; BSA: body surface area; CfB: change from baseling; ML maltiple imputation; PBO: placebo;
PSAID-12: Psoriatic Artheitis Impact of Disease-12; (J2W: every 2 weeks; Q4W: every 4 weeks; SE: standard error; TNFI-IR: price inadequate response o
intolerance to umour necrosis factor inhibitors,

Figure, PsAID-12 total score CfB and dindcally meaningful improverent response rate at Week 52740 and Week 104/88 in patients with baseline psoriasks
23%—210% and > 10% BSA (ML, NRI)
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EFFICACY OF THE ORAL, SELECTIVE, ALLOSTERIC
TYROSINE KINASE 2 INHIBITOR, DEUCRAVACITINIB,
ON PSORIASIS IN PATIENTS WITH ACTIVE PSORIATIC
ARTHRITIS (PSA)

Alice B. Gottlieb, April W. Armstrong, Joseph F. Merola, Andrew
Napoli, Miroslawa Nowak, Subhashis Banerjee, Thomas Lehman,
Philip J. Mease

Icahn School of Medicine at Mount Sinai, New York, US, *Keck School
of Medicine at University of Southern California, Los Angeles, US,
*Department of Dermatology and Department of Medicine,Division of
Rheumatology, UT Southwestern Medical Center, Dallas, US, *Bristol My-
ers Squibb, Princeton, US, °Bristol Myers Squibb, Princeton, US, °Bris-
tol Myers Squibb, Princeton, US, "Bristol Myers Squibb, Princeton, US,
8Swedish Medical Center/Providence St, Joseph Health and University of
Washington, Seattle, US

Introduction: Tyrosine kinase 2 (TYK2) mediates signaling of key
cytokines involved in plaque psoriasis (PsO) and PsA pathophy-
siology. Deucravacitinib is a first-in-class, oral, selective, allosteric
TYK2 inhibitor approved in multiple countries for the treatment of
adults with moderate to severe PsO. Deucravacitinib demonstrated
superiority over apremilast and placebo (PBO), as determined by
various outcome measures in 4 phase 3 trials (NCT03611751;
NCT03624127), including trials in China (NCT04167462) and
Japan (NCT03924427) in patients with moderate to severe plaque
PsO.1,2 Deucravacitinib also improved multiple measures of di-
sease activity, including arthritis and skin lesions of PsO, vs PBO
in a phase 2 trial (NCT03881059) in patients with active PsA.3
Objectives: This analysis from the phase 2 trial in PsA further
evaluated the efficacy of deucravacitinib on patients with PsA and
baseline characteristics suggestive of PsO.

Methods: The phase 2, double-blind trial in PsA randomized
patients (N =203) 1:1:1 to PBO, deucravacitinib 6 mg once daily
(QD) or 12 mg QD. After week 16 (part A), patients receiving deu-
cravacitinib who achieved minimal disease activity could continue
treatment in a blinded manner until week 52 (part B). Exploratory
PsO disease activity measures, including mean body surface area
(BSA), mean Psoriasis Area and Severity Index (PASI) score,
achievement of different treat-to-target PASI and BSA thresholds,
and comparison of responses according to conventional synthetic
disease-modifying antirheumatic drugs (csDMARDs), were as-
sessed at week 16 in part A. All reported p-values are nominal.
Results: At baseline (BL), PsO characteristics were comparable
across treatment arms and were mild to moderate (PASI<12;
BSA<10) in the majority of patients (> 74%). At week 16, mean
PASI scores significantly improved in both deucravacitinib arms
versus placebo across all BL PsO severities, including patients
with mild to moderate involvement and moderate to severe invol-
vement (BSA > 10%; PASI > 10%) (Figure 1). Deucravacitinib 6
and 12 mg QD decreased PASI scores from BL vs PBO in patients
on background csDMARDs; —4.0 and —4.9 vs —2.3; P<0.05 for
both) and those without csDMARD use (—3.7 and —4.0 vs 2.5;
P<0.001 for both), respectively. At week 16, a greater proportion
of patients with PsO treated with deucravacitinib at either dose
achieved a treat-to-target PASI score of < 1 than those receiving
PBO. Decreases in mean change from BL at week 16 in key com-
ponents of PASI, including induration and desquamation, were
observed in patients receiving deucravacitinib 6 or 12 mg QD vs
those receiving placebo (Figure 2).

Conclusions: Deucravacitinib treatment improved PASI scores
in patients with PsA, along with improvements in induration and
desquamation on PsO lesions, regardless of BL PsO severity and
background csDMARD use. Improvements in patients with mode-
rate to severe PsO were comparable to that observed in the phase
3 POETYK PSO-1 trial in patients with moderate to severe PsO.1
References

1. Armstrong A, et al. J Am Acad Dermatol 2023;88:29-39.

Acta Derm Venereol 2024

IFPA

CONFERENCE

we

2. Strober B, et al. ] Am Acad Dermatol 2023;88:40-51.
3. Mease PJ, et al. Ann Rheum Dis 2022;81:815-822.

Figure 1. Mean change from baseline in PASI score at week 16 by psoriasis severity at
baseline
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BSA, body surface area; PASI, Psoriasis Area and Severity Index; QD, once daily; SD, standard deviation;
THFi, tumer necrosis factor inhibitor.

Figure 2. Mean change from baseline in PASI components (A) induration and
(B) desquamation at week 16
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EFFECTIVENESS OF IXEKIZUMAB AT 12 WEEKS IN B/
TSDMARD TREATMENT-NAIVE AND EXPERIENCED
PATIENTS WITH PSORIATIC ARTHRITIS (PSA): PRO-
SPIRIT STUDY DATA

Nicola Gullick!, Jacques Morel’, Ennio Lubrano’, Andris Kron-
bergs’, Marcus Ngantcha®, Walid Fakhouri’, Domenico Birra’,
Angels Martinez-Ferrer’, Dennis Mcgonagle®, Lars Erik Kristen-
sen”$, Cédric (Non-author presenter) Laedermann?

!University Hospitals Coventry & Warwickshire NHS Trust, Coventry, UK,
2CHU and University of Montpellier, Montpellier, France, *Universita degli
Studi del Molise, Campabosso, Italy, *Eli Lilly and Company, Indianapo-
lis, USA, *Hospital Universitario Dr Peset, Valéncia, Spain, ‘University of
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Background: Treatment guidelines for PsA recommend biologic
disease-modifying antirheumatic drugs (bDMARDs) such as
tumour necrosis factor inhibitors (TNFi), interleukin (IL)-12/23
and IL-23, or IL-17 after conventional disease-modifying antir-
heumatic (csDMARD) failure. However, there is limited evidence
for treating patients (pts) with PsA after bDMARD failure. Pts
with inadequate response to TNFis often have lower responses
to subsequent therapies compared to bDMARD-naive pts. Ix-
ekizumab (IXE) has shown efficacy in pts with PsA who were
bDMARD-naive (SPIRIT-P1) and TNFi-experienced (SPIRIT-P2)
but real-world data is still limited. PRO-SPIRIT is a multinational
2-year observational study aiming to investigate the real-world use
of targeted synthetic DMARDs (ts/bDMARDs) including IXE in
the treatment of PsA.

Objectives: To assess effectiveness of IXE in b/tsDMARD-naive
and -experienced pts at 12 weeks for pts with PsA in real-world
setting.

Methods: This study was conducted in 6 countries, and enrolled
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1192 adults with PsA (=6 months) who initiated or switched to
a new b/tsDMARD, locally approved for PsA. Patient characte-
ristics, disease activity and pt reported outcomes were collected
at baseline (BL) and after 12 weeks for both b/tsDMARD-naive
and -experienced pts. Results are presented descriptively. Missing
values were imputed.

Results: Among the 341 pts on IXE, 70.4 % had prior b/tAsDMARD
treatment. At BL, 63.4 % of b/tsDMARD naive and 65.4 % of
those who had prior b/tsDMARD were female. Mean pt age was
52.9 and 54.1 year for b/tsDMARD-naive and -experienced pts
respectively. Disease activity measured by Tender and Swollen
joint counts (TJC and SJC) and Clinical Disease Activity in Pso-
riatic Arthritis (cDAPSA) as well as physician and patient global
assessment (PGA and PtGA respectively) were balanced in b/
tsDMARD-naive and -experienced subgroups (and subsequently
reported in that order, herein); furthermore, both groups had a high
burden of disease at BL. At 12 weeks, SJC showed an improve-
ment of -3.1 and -2.4 points, whereas TJC improved by -4.5 and
- 4.1 points in the respective groups. At 12 weeks, mean change
from BL (CFB) in cDAPSA was -11.9 and -10.4. Pts in Minimal
disease activity (MDA) increased to 27.5 % and 23.8 %. PGA also
improved with a respective mean CFB of -28.8 and -25.0. Finally,
PtGA improvement of -22.2 and -19.8 was observed at 12 weeks.
Conclusion: At week 12, IXE 80 mg demonstrated effectiveness
in TJC, SJC, PGA, and PtGA in b/tsDMARD-naive and -expe-
rienced pts. Similar observations were made on composite scores
such as cDAPSA and MDA. This real-world analysis supports
observations in clinical trials SPIRIT-P1 and SPIRIT-P2 conducted
in b/tsDMARD-naive and -experienced populations respectively.
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EFFECTIVENESS OF IXEKIZUMAB AND
SECUKINUMARB: 3-MONTH INTERIM DESCRIPTIVE
ANALYSIS OF THE PSORIATIC ARTHRITIS
OBSERVATION STUDY OF PERSISTENCE OF
TREATMENT (PRO-SPIRIT)

Jacques Morel', Nicola Gullick?, Ennio Lubrano’, Cédric Laeder-
mann’, Marcus Ngantcha®, Walid Fakhouri®, Gabriel Doridot,
Angels Martinez-Ferrer’, Dennis McGonagle®, Lars Erik Kristen-
sen’

!CHU and University of Montpellier, Montpellier, France, *University Hos-
pitals Coventry & Warwickshire NHS Trust, Coventry, UK, 3University de-
gli Studi del Molise, Campobasso, Italy, *Eli Lilly and Company, Indiana-
polis, USA, Hospital Universitario Dr Peset, Valencia, Spain, *University
of Leeds, Leeds, UK, "The Parker Institute, Bispebjerg and Frederiksberg
Hospital, Denmark

Background: IXE and SECU are 1gG4 and IgG1 monoclonal
antibodies inhibiting interleukin-17A and approved for multiple
indications including PsA, Axial spondyloarthritis and psoriasis
(PsO). Real-world data exist on the effectiveness of IL17A inhi-
bitors on PsO but is scarce for the management of PsA domains.
PRO-SPIRIT is one of the largest multinational observational
prospective studies with the goal to investigate the real-world ef-
fectiveness of bDMARDSs and tsDMARDs in the treatment of PSA.
Objectives: This analysis describes the effectiveness of IXE and
SECU in the treatment of PsA at 12 weeks for patients (pts) within
the PRO-SPIRIT study.

Methods: PRO-SPIRIT study describes the persistence at 24
months among pts diagnosed with PsA (=6 months) who initiated
or switched to a new locally approved bDMARD or tsDMARD
in 6 countries. This analysis focuses on patient receiving either
IXE* or SECU**. Pt characteristics were collected at baseline
(BL) while clinical measures and patient related outcomes were
collected at BL and 3, 6, 12, 18, and 24 months. Week 12 results
are presented descriptively. Missing values were imputed.
Results: This analysis included 507 pts, 341 on IXE 80 mg, 87
on SECU 150 mg, and 79 on SECU 300 mg. Prior b/tsDMARD
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failure was reported in 70.4 %, 54 % and 79.7 % of pts on IXE 80
mg, SECU 150 mg, and SECU 300 mg, respectively (and subse-
quently reported in that order, herein). At week 12, 24.9 %, 28.0
%, and 18.2 % pts achieved Minimal disease activity (MDA). For
pts with body surface area (BSA)<3, change from baseline (CFB)
in MDA was 18.4 %, 15.7 %, and 6.3 %. For pts with BSA > 3,
CFB in MDA was 22.8 %, 32.8 %, and 21. 4 %. CFB in Clinical
Disease Activity Index for Psoriatic Arthritis (cDAPSA) was -10.9
-10.0, and -9.3. At BL, high disease activity (¢cDAPSA>27) was
observed in 39.9 % of pts on IXE, 34.5 % of pts on SECU 150
and 46.8 % of pts on SECU 300 mg. After 12 weeks, 12.6 %, 12.8,
and 25.7 % of pts remained on cDAPSA >27.

Conclusion: At BL, IXE and SECU 300 mg pts had more previous
treatment failures than SECU 150 mg treated pts. At week 12,
overall MDA responses were similar across all groups. For pts
with BSA<3, MDA was higher in the IXE group and numerically
the lowest for SECU 300 mg. Furthermore, more pts remained on
high cDAPSA with SECU 300 mg than IXE. IXE shows efficacy
in pts with PsA with and without active skin involvement and all
degrees of joint severity.
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THE EFFECTIVENESS OF IXEKIZUMAB AND OTHER
B/TSDMARDS AT 12-WEEKS FOR PATIENTS WITH

PSA IN REAL-WORLD SETTINGS: PRO-SPIRIT STUDY
RESULTS

Hasan Tahir', William Tillet’, Vinod Chandran®, Khai Jing Ng*,
Marcus Ngantcha®, Cedric Laedermann?, Hagen Russ®, Rieke Al-
ten’, Lars Erik Kristensen®, Dennis McGonagle’

'Royal Free NHS Trust, London, UK, *University of Bath, Bath, UK, 3Uni-
versity of Toronto, Canada, *Eli Lilly and Company, Indianapolis, USA,
Schlosspark-Klinik, Berlin, Germany, °The Parker Institute, University of
Copenhagen, Copenhagen, Denmark, "Leeds University, Leeds, UK

Background: Ixekizumab (IXE) is a humanised IgG4 antibody
that selectively binds Interleukin-17 (IL-17A). PRO-SPIRIT is
the first large-sample multi-national prospective observational
PsA study including IXE.

Objectives: To report the effectiveness of IXE and other b/tsDAM-
RDs for patients (pts) with PsA at 12-weeks based on real-world
evidence from PRO-SPIRIT.

Methods: Adults with PsA who initiated or switched to new bio-
logic or targeted synthetic disease-modifying anti-rheumatic drugs
(b/tsDMARD) from 2019 to 2022 were evaluated across France,
Spain, Italy, Germany, the United Kingdom, and Canada. This
analysis focuses on IXE versus (v) tumour necrosis factor inhibitor
(i) (TNFi), IL-12/23i, IL-23i, Janus kinase (JAKi), and phospho-
diesterase-4 (PDE4i). Pt demographic, disease activity, therapy
characteristics, clinical and pt-reported outcome measures were
collected at baseline (BL) and 12-weeks focusing on swollen-joint
count (SJC) and tender-joint count (TJC) change from baseline
(CFB), proportion of pts achieving body surface area (BSA)<3%,
clinical DAPSA (cDAPSA) LDA and REM, and MDA. Descrip-
tive results are presented. Missing values were imputed.
Results: Analysis includes 1,024 pts out of 1,192 in PRO-SPIRIT.
At BL, IXE pts had longer disease duration, were more frequently
treated on monotherapy, had higher prior b/tsDMARDs failures
and >3% BSA involvement v TNFi group. Response rates at
12-weeks for SJC (-2.6), TIC (-4.2), BSA<3% (23.2 %), LDA
(30.2 %), REM (12.3 %) and MDA (24.9 %) were comparable to
the TNFi group (SJC -2.7, TIC -4.3, BSA<3% 14.2 %, LDA 28.7
%, REM 13.5 %, MDA 25.7 %).

BL characteristics of 1L-12/23i and IL-23i pts were similar to
IXE. At 12-weeks, IL-12/23i pts reported lower responses for
SJC (-0.8), TIC (-0.9), BSA<3% (11.4 %), LDA (18.2 %), REM
(15.2 %) and slightly lower MDA (22.4 %). IL-23i pts had similar
results for BSA<3% (25.0 %) but less improvement in SJC (-1.1),
TJC (-3.9), LDA (24.1 %), REM (7.4 %), and MDA (17.7 %).
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Pts receiving JAKi had similar BL characteristics to IXE, except
less pts received monotherapy or had BSA >3%. JAKi effective-
ness was similar to IXE for joint and composite outcomes: SJIC
(-3.1), TIC (-5.1),LDA (31.9 %), REM (13.4 %), and MDA (24.2
%). For pts with BSA >3% IXE reported greater improvements in
MDA (27.8 %) v JAKIi (10.2 %).

Total pts receiving PDE4i was low, and the population was dif-
ferent to other groups with less skin and joint involvement.
Conclusion: Aside from longer disease duration, more prior b/
tsDMARDs, and greater skin involvement, at 12-weeks IXE
showed similar efficacy for joints as TNFi, numerically better
than IL-12/23i and 11-23i, and greater improvements on skin than
TNFi and JAKi, mainly for those with BSA >3%. IXE reported
holistically better control across joints and skin domains than
IL-12/23i. PRO-SPIRIT real-world evidence confirms IXE as an
effective tx for PsA across domains.
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DO REAL-WORLD TREATMENT PATTERNS REFLECT
PSA RECOMMENDATIONS? RESULTS FROM THE PRO-
SPIRIT STUDY

William Tillett!, Muhammad Nisar’, Vinod Chandran®, Khai Jing
Ng?, Marcus Ngantcha®, Cedric Laedermann®, Sebastian Moyano?,
Rieke Alten’, Lars Erik Kristensen®, Dennis McGonagle’
"University of Bath, Bath, UK, *Luton and Dunstable University Hospital,
Luton, UK, *University of Toronto, Canada, *Eli Lilly and Company, India-
napolis, USA, *Schlosspark-Klinik, Berlin, Germany, °The Parker Institute,
University of Copenhagen, Denmark, "Leeds University, Leeds, UK

Background: The Group for Research and Assessment of Psoria-
sis and Psoriatic Arthritis (GRAPPA) and the European Alliance
of Associations for Rheumatology (EULAR) developed recom-
mendation sets for psoriatic arthritis (PsA) treatment based on
current evidence. All biologic disease-modifying anti-rheumatic
drugs (bDMARDs) are equally recommended for peripheral
arthritis. Different treatments exist for relevant skin and axial
involvement. Interleukin 17 (IL-17) inhibitors (i) and IL-12/23i
are recommended over tumour necrosis factor inhibitors (TNF1)
for PsA with significant skin involvement. IL-12/23i are not re-
commended with axial manifestations. PRO-SPIRIT is the first
large sample prospective multi-national observational PsA study.
Objectives: To report on real-world treatment patterns reflecting
PsA recommendations using results from the PRO-SPIRIT study.
Methods: PRO-SPIRIT enrolled adults with PsA from 2019 to
2022 who initiated or switched to approved biologic or targeted
synthetic disease-modifying anti-rheumatic drugs (b/tsDMARD).
Treatment groups included TNFi, IL-17A1, 1L-12/231, 1L-23i,
Janus kinase (JAKi), and phosphodiesterase-4 (PDE4i). Mode
of action (MoA) was at the discretion of the treating physician.
Patient demographic, disease activity, treatment characteristics,
and clinical and patient-reported outcomes were collected at ba-
seline (BL). Descriptive results are presented. Missing BL values
were imputed.

Results: Analysis includes 1,192 patients with PsA treated by dif-
ferent MoA. Patients with arthritis (defined by swollen joint count
(SJC) and tender joint count (TJC) >5) were equally distributed
across treatment classes except for a lower percentage in PDE4i.
Patients receiving IL-17Ai commonly presented with joint, skin,
and nail involvement. Patients with higher skin (body surface area
(BSA) >3%) and nail involvement were more commonly treated
by IL-17Ai and IL-23i, less so with JAKI. Patients receiving JAKi
presented with more joint and axial, and less skin involvement.
After IL-23i, PDE4i had the second highest proportion of patients
with nail involvement. PDE4i patients were low and reported
less active domain affectation in general. Line of therapy results
showed more patients treated with 1L-12/231, JAKi, and IL-17Ai
after prior b/tsDMARDs treatment.

Conclusion: In general, patients had polyarticular disease at BL.
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Pts with skin and nail involvement were more commonly treated
with IL-17Ai and IL-231 over TNFi and JAKi. Patients with axial
manifestations were more commonly treated with IL-17Ai and
JAKi over IL-12/231 and IL-23i. Findings add to the evidence on
real-world PsA treatment patterns and recommendations sets for
guiding individualised PsA treatment.
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IXEKIZUMAB DEMONSTRATES RAPID AND
CONSISTENT EFFICACY FOR PATIENTS WITH
PSORIATIC ARTHRITIS, REGARDLESS OF PSORIASIS
SEVERITY

April Armstrong!, Tarannum Jaleel’, Joseph F. Merola’, Alice
B. Gottlieb?, Saakshi Khattri’, Cameron Helt’, William N. Mala-
testinic®, Sarah Ross®>, Marcus Ngantcha®, Kurt de Viam®, Maree
Lanigan

"University of Southern California, Los Angeles, USA, *Duke University
School of Medicine, Durham, USA, *University of Texas Southwestern
Medical Center, Dallas, USA, *Icahn School of Medicine, New York, USA,
SEli Lilly and Company, Indianapolis, USA, *University of Leuven, Leuven,
Belgium

Introduction: Skin involvement in psoriatic arthritis (PsA) wor-
sens the severity and burden of disease.! The IL-17A antagonist
ixekizumab (IXE) is approved to treat moderate-to-severe plaque
psoriasis, active PsA, and axial spondyloarthritis.

Objectives: This analysis evaluates the efficacy of IXE in patients
with PsA who had mild, moderate, or severe psoriasis from two
Phase 3 trials.

Methods: This post-hoc analysis integrated patients from the
SPIRIT-P1 (NCT01695239) and SPIRIT-P2 (NCT02349295)
trials which evaluated the efficacy and safety of IXE compa-
red to placebo (PBO) in adults with active PsA. Patients were
randomly assigned to PBO or IXE 80mg every 4 weeks (Q4W)
or every 2 weeks (Q2W). Efficacy outcomes were analyzed
through Week 24 by baseline psoriasis severity, defined by the
percentage of body surface area (BSA) affected; mild=BSA<3%,
moderate=3%<BSA<10%, severe=BSA>10%. Musculoskeletal
outcomes were measured by American College of Rheumatology
(ACR) 20, 50, and 70 responses. Disease activity was measured
by Minimum Disease Activity-Psoriasis Area Severity Index
(MDA-PASI) and Disease Activity in Psoriatic Arthritis Low Di-
sease Activity (DAPSA-LDA). Skin involvement was measured
by PASI100 response. Proportions of patients achieving response
were calculated with 95% confidence intervals for each outcome
measure. Adjusted comparisons among baseline psoriasis severity
categories were performed using logistic regression. Non-response
imputation was used to handle missing data.

Results: For all outcome measures, response rates over time were
greater with IXE versus PBO, and similar with both IXEQ4W and
IXEQ2W, regardless of psoriasis severity. At Week 4, proportions
of IXEQ4W-treated patients achieving ACR20 were 39%, 49%,
and 47% for mild, moderate, and severe psoriasis. At Week 24,
proportions of IXEQ4W-treated patients achieving ACR20/
ACR50/ACR70 were 55/36/21% for mild psoriasis, 52/37/25%
for moderate psoriasis, and 57/41/23% for severe psoriasis. Pro-
portions of IXEQ4W-treated patients with mild, moderate, and
severe psoriasis who achieved MDA-PASI were, respectively,
13%, 12%, and 7% at Week 4, and 26%, 30%, and 30% at Week
24. Proportions of IXEQ4 W-treated patients with mild, moderate,
and severe psoriasis who achieved DAPSA-LDA were, respecti-
vely, 21%, 30%, and 20% at Week 4, and 46%, 40%, and 46% at
Week 24. There were no significant differences at Week 4 or Week
24 in ACR, MDA-PASI or DAPSA-LDA responses according
to baseline psoriasis severity. Proportions of IXEQ4W-treated
patients with mild, moderate, and severe psoriasis who achieved
PASI100 were 23%, 15%, and 5% at Week 4, and 30%, 46%, and
32% at Week 24.
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Conclusion: IXE demonstrates rapid and consistent efficacy for
patients with PsA, regardless of baseline psoriasis severity.
Disclosure: This study was funded by Eli Lilly and Company.
Previously presented at Winter Clinical Dermatology Conference
- Hawaii 21st Annual
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ACHIEVEMENT OF NPF TREAT-TO-TARGET GOALS

AT WEEK-12 FOR PATIENTS RECEIVING COMMONLY-
USED BIOLOGIC TREATMENT ACCORDING TO US
LABELS IN PSOHO
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Introduction: The Psoriasis Study of Health Outcomes (PSoHO)
is an ongoing 3-year, international, prospective, observational
study comparing the effectiveness of anti-interleukin (IL)-17A
biologics (ixekizumab, secukinumab) to other biologics approved
for the treatment of moderate-to-severe psoriasis (PsO) in the
participating countries.

Objectives: This analysis compares the treatment response using
the National Psoriasis Foundation (NPF)-defined treatment goals
at week 12 for 1773 patients receiving US FDA-approved dosing,
as well as in biologic-naive and -experienced subpopulations.
Methods: The anti-IL-17A biologic cohort was compared to a
cohort of other biologics targeting IL-17 receptor (R)A, tumor
necrosis factor (TNF)-a, 1L-12/23 and IL-23. Outcomes were
evaluated at week 12 for the two cohorts, as well as for each in-
dividual treatment. According to the NPF, an acceptable response
corresponds to an affected body surface area (BSA) of 3% or less
or a BSA improvement of 75% or higher after 3 months. An NPF-
defined target response corresponds to a BSA of 1% or less. The ac-
ceptable response analysis included 1635 (92%) patients who had
greater than 3% BSA baseline involvement. The target response
analysis included 1697 (96%) patients who had greater than 1%
BSA baseline involvement. Patients with missing outcomes were
imputed as non-responder imputation (NRI). Adjusted comparative
analyses, reported as odds ratio (OR; 95% confidence intervals),
were performed using Frequentist Model Averaging (FMA).
Results: For the 1773 patients who received FDA-approved do-
sing, the mean (standard deviation) BSA involvement at baseline
was 21.6% (17.9). Compared to the other biologics cohort, patients
in the anti-IL-17A cohort had approximately 2-times greater odds
of achieving a target response (OR 1.8; CI 1.5, 2.2) and an accep-
table response (OR 2.0; CI 1.6, 2.3) at week 12. Relative to other
individual biologics, ixekizumab had the highest proportion of
patients achieving the target (54%) and acceptable (77%) response
at week 12. Adjusted comparative analyses also showed that
patients had significantly higher odds of achieving either a target
or acceptable response when treated with ixekizumab compared
to all other biologics.

Conclusion: In PSoHO, patients with moderate-to-severe PsO
had significantly higher odds of achieving NPF-defined target
or acceptable responses at week 12 with anti-IL-17A biologics
compared with other biologics (IL-17RA, TNF-a, IL-12/23 and IL-
23). Moreover, patients treated with ixekizumab, an anti-IL-17A
biologic, had the highest response rates and significantly higher
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odds of achieving the NPF-defined target or acceptable response
at week 12 compared with other biologics in a real-world setting.
Disclosure: This study was funded by Eli Lilly and Company.
Previously presented at Fall Clinical Dermatology Conference -
42nd Anniversary
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QUALITY OF LIFE AND TREATMENT OPTIONS IN
PATIENTS WITH GENITAL PSORIASIS: THE FILIPINO
EXPERIENCE
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Marie Tioleco-Ver, Ma. Lorna Frez
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Background: Genital psoriasis (GenP) is often overlooked by
both physicians and patients given the sensitive nature of the topic.
It causes significant impairment on quality of life (QoL) despite
available treatment.

Objectives: The study determined the impact of GenP on the QoL
among Filipino adult patients. Specifically, baseline demographics,
prevalence, treatment options, DLQI scores, and doctors’ behavior
in attending to GenP were determined.

Methods: A self-administered questionnaire were filled-up by
PsorPhil members and patients seen at a tertiary hospital’s out-
patient clinic.

Results: Data of 461 Filipino psoriasis patients were analyzed.
67% had current genital involvement while 86% had current and/
or previous history of GenP. Mean age at onset of GenP was 29.2
years. Topical steroids (66%) was the treatment choice. GenP
patients reported significantly worse QoL than patients without
genital involvement (P <.0001). Less than 50% did not discuss the
presence of GenP with their physicians, 49% reported that their
physicians probed about genital involvement, 36% examined the
genitalia and 56% wished for more questioning for possible GenP.
Conclusion: GenP is extremely common in the Philippines. This
study highlights the need for physicians to pay attention to the
detrimental impact of GenP on the QoL when treating psoriasis
patients.
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Table 1. Dermatology Life Quality Index (DLQI) scores of the two study groups
With genital psoriasis Without genital psoriasis p-value

n=311 n=150
Median IQR Mean-rank Median IQR Mean-rank
Total DLQI 13 12 249.96 1 10 191.68 <0.0001
Personal relations 1 3 244,33 1 2 203.36  0.0014
Symptoms and feelings 3 2 247.83 2 2 196.10  0.0001
Daily activities 3 3 246.06 2 3 199.78  0.0004
Leisure 2 3 246.85 2 3 198.14  0.0002
Work and school 0 3 230.59 0 3 213.19  0.0179
Treatment 1 1 250.09 1 2 191.42  <0.0001

Table 2. Treatment received by the patients (n=461)
Frequency %

Topical medications 306 66.38%
Steroids 267 57.92%
Vitamin D analogues 89 19.31%
Moisturizers 66 14.32%
Coal tar 55 11.93%
Calcineurin inhibitors 10 2.17%
Others 62 13.45%

Phototherapy 43 933%
UVB 36 7.81%
UVA 7 1.52%

Systemic chemotherapy 148 32.10%
Methotrexate 142 30.80%
Acitretin 11 2.39%
Hydroxyurea 2 043%
Cyclosporin 3 0.65%

Biologics 22 477%
Secukinumab 13 2.82%
Ustekinumab 3 0.65%
Etanercept 3 0.65%
Infliximab 3 0.65%
Guselkumab 2 043%
Ixekixumab 1 022%
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ASSESSMENT OF QUALITY OF LIFE IN PATIENTS
WITH PSORIATIC ARTHRITIS TREATED ACCORDING
TO THE TREAT TO TARGET STRATEGY
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Glukhova

V.A. Nasonova Research Institute Of Rheumatology, Moscow, Russian Fe-
deration

Background/purpose: To evaluate the factors associated with
achieving a good quality of life (QoL) in patients (pts) with pso-
riatic arthritis (PsA) treated according to the treat-to-target (T2T)
strategy after 5 years follow up.

Methods: 53 (M/F-25/28) PsA pts fulfilling CASPAR criteria,
who were treated according to T2T at the early stage within 24
mos were analyzed. Mean age 45+12.1 yrs, median (Me) PsA
duration 90 [72;99] month (mos), Me follow-up 81 [61;91] mos.
When T2T study was stopped all pts were treated according to the
standard care. PsA activity was calculated by DAPSA. The number
of pts (in %) who achieved minimal disease activity (MDA) were
analyzed. At 5 years follow-up all pts underwent standard clinical
examination (tender joint count (TJC), swollen joint count (SJC),
CRP (mg/1), skin psoriasis by BSA (%), presence of nail psoriasis,
DAPSA) and completed PsAID-12. The QoL of pts was assessed
using a PsAID-12 questionnaire. A total PSAID score below 4 out
of 10 is considered a ‘patient-acceptable state’ (PASS). M +SD,
Spearman’s correlation, Mann-Whitney test were performed. All
<0.05 were considered to indicate statistical significance.
Results: After 5 years of follow-up in pts treated at an early
stage with T2T strategy PASS was detected in 38 of 53 (71.7%)
pts. Me PsAID-12 - 2.1 [0.95; 4.6]. Achieving a PASS associated
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with: TJC<S5 (OR 34; 95% Cl 6,6-174,4), SJIC<3 (OR 8; 95%
C1 2-30,9), absence of nail psoriasis (OR 5,262; 95% CI 1,041-
26,595), mild severity of the skin psoriasis (BSA<3%) (OR 5,625;
95% CI 1,542-20,523), low level of CRP (<5 mg/l) (OR 9,000;
95% CI 2,098-38,616), low level of HAQ (OR 20,222; 95% CI
3,817-107,146). The achievement of MDA in the first 12 mos of
PsA treatment is also associated with the achievement of PASS
at 5 yrs follow-up (OR 5,600; 95% CI 1,536-20,420) (Tablel).
Conclusion: After 5 yrs PsA follow-up, more than 70% of pts
treated at an early stage of the disease with T2T reached PASS.
Low TIC, SJC, CRP, HAQ, mild severity of skin psoriasis, achie-
vement of minimal PsA activity during the first year of therapy
are associated with a good quality of life in PsA pts.

Odds Ratio 95% Confidence Interval

Study Name N Confidence Interval
TJC B8 5 orless 53 —l—> 340006627, 174,441)
SJC 66 3 or less 53 —— 8,000 (2,070, 30,915)
Nail damage absent 53 I I 5,262 (1,041, 26,595)
Entesitis absent 51 —.— 0,967 (0,218, 4,295)
Dactylitis absent 53 R 2,952 (0,789, 11,041)
BSA 3% or less 53 — 5,625 (1,542, 20,523)
Bone erosions absent 42 . # 15,919 (0,856, 295,985)
HAQ 0.5 or less 52 +—— M 20,222(3817,107,146)
CRP 5 mg/l or less 52 — 9,000 (2,098, 38,616)
MDAT2T (yr) 53 —— 5,600 (1,536, 20,420)
Drug-free remission 53 -——.— 7,280 (0,859, 61,665)
TJC 68 5 or less (2yr) 53 + 3,281(0,913,11,796)
SJC 66 3 or less (2yn) 53 + 3,683 (1,044, 12,986)
Nail damage absent 2y 53 0,962 (0,271, 3,409)
Entesitis absent (2 yr) 53 i— 1,015 (0,175, 5,907)
Dactylitis absent (2 yr) 53 . 2,214 (0,573, 8,550)
CRPSmglorless 2y) 53 —— 3,429(0,973,12,084)
HAQ 0.5 or less (2yn) 52 —-—.— 7,314 (1,832,29,210)
BSA 3% or less (2y) 53 —+ 4,242 (0,820, 21,939)
Overall + 4,361 (2,889, 6,582)
} t {
01 1 10 100
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NETAKIMAB, AN IL-17 INHIBITOR, IMPROVES
PATIENT-REPORTED OUTCOMES IN PSORIATIC
ARTHRITIS: 3-YEAR RESULTS OF THE PATERA STUDY
Tatiana Korotaeva!, V. Mazurov’, I. Gaydukova®3, A Samtsov’, V.
Khayrutdinov?, A. Bakulev’, M. Kokhan®, E. Kunder’, N. Soroka®,
A. Eremeeva’

'V.A. Nasonova Research Institute Of Rheumatology, Moscow, Russian Fe-
deration, *Mechnikov North-Western State Medical University, St-Peters-
burg, Russian Federation, 3St-Petersburg Clinical Rheumatology Hospital
No 25, St-Petersburg, Russian Federation, *Kirov Military Medical Aca-
demy, St-Petersburg, Russian Federation, ’Central State Medical Academy,
Department of Presidential Affairs, Moscow, Russian Federation, ‘Ural
Research Institute of Dermatovenerology and Immunopathology, Ekate-
rinburg, Russia, "Healthcare Institution Municipal Clinical Hospital No.
1, Minsk, Belarus, *Belarusian State Medical University, Minsk, Belarus,
°JSC BIOCAD, St-Petersburg, Russian Federation

Background: Psoriatic arthritis (PsA) is associated with multiple
manifestations, resulting in reduced health-related quality of life
(HR-QoL) and deterioration in other patient-reported outcomes
(PROs). Netakimab (NTK) is a humanized anti-IL17A antibody
approved for the treatment of moderate-to-severe plaque psoriasis,
ankylosing spondylitis, psoriatic arthritis (PsA). Previously NTK
demonstrated significant impact on key PsA symptoms irrespec-
tively of baseline characteristics and previous treatment1,2,3,4.
Objectives: To assess the impact of NTK on HR-QoL and PROs
in patients with active PsA, based on of 3-year data from the
PATERA study (NCT03598751).
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Methods: 194 adult patients with PsA (CASPAR criteria, 2006)
with inadequate response to csDMARD or one TNFi, were ran-
domly assigned to receive NTK 120 mg or placebo at weeks (week)
0,1,2,4,6,8, 10 and Q4W starting from week 14. 84 patients
from placebo arm, failed to achieve ACR20 (20% improvement
in American College of Rheumatology criteria) at week 16, were
switched to NTK. After week 24 all patients received NTK 120 mg.
Treatment response was assessed in the overall population up to
week 154 of treatment with NTK (week 154 for NTK arm, weeks
172 and 178 for nonresponders and responders in placebo arm).
Bath Ankylosing Spondylitis Disease Activity Index (BASDAI),
BASDAISO0, spinal and nocturnal pain were assessed in patients
with inflammatory back pain at baseline (N=94), Dermatology
Quality of Life Index (DLQI) was assessed in patients with base-
line Body Surface Area (BSA)>3 (N=148).

Methods: Mean change from baseline in Health Assessment
Disability Index (HAQ-DI) after 54 week of treatment with NTK
was -0.7 (0.5) and remained stable up to week 154 (Table 1). No
significant changes were observed in HR-QoL during the long-
term observation period as assessed by SF-36. The improvement
achieved by week 54 maintained without deterioration. Among
patients with inflammatory back pain at baseline no increase in
BASDALI or spinal pain was observed (Table 1). Patients with
baseline BSA>3 did not report any deterioration of HR-QoL as
assessed by DLQI.

During the long-term observation the majority of patients reported
no problems (Level 1) of slight problems (Level 2) in each of Eu-
ropean Quality of Life Questionnaire (EQ-5D-5L) domains (Figure
1). The proportion of subjects with severe (Level 4) or extreme
(Level 5) problems was low and did not increase over time.
Conclusions: NTK resulted in stable improvement in HR-QoL
and PROs. No deterioration over time was observed.

References: This study was sponsored by JSC BIOCAD.

1. Korotaeva TV et al. Efficacy of netakimab in key psoriatic arthritis
domains: 54-week results from the phase III BCD-085-8/PATERA study.
Nauchcno-Practicheskaya Revmatologia =

Rheumatology Science and Practice. 2021;59(1):47-55 (In Russ.).

2. Korotaeva TV et al. Netakimab in anti-TNF-naive patients with psoriatic
arthritis: subanalysis of PATERA clinical trial. Consilium Medicum. 2020;
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3. Ann Rheum Dis, volume 79, supplement 1, year 2020, page 141

4. Ann Rheum Dis, volume 79, supplement 1, year 2020, page 1690
Table 1. Change from baseline in PROs

Parameter\ wk of Baseline Change from baseline
treatment with NTK 54 78 102 126 154
HAQ-DI 1.2 (0.6) -0.7(0.5) | -0.6(0.5) |-0.6(0.6) -0.6(0.5) | -0.6 (0.6)
BASDAI* 5.7(1.9) -3.6(21) |-34(0) |-33@21 -3221) | -32Q2)
BASDAIS0* NA 68 (73.1%) | 58 (66.7%) | 61 (68.5%) | 64(70.3%) | 58 (65.2%)
Spinal pain* 49(22) -2.7(25) -2.9(2.6) -2.8(2.5) -29(24) -2.7(2.6)
Nocturnal pain* 5.1Q2) -2.5(26) |-27(26) |-27(26) -2.7(25) | -26(2.6)
SF36 PCS 45.7(11.1) 13.6(10.8) | 13.0(11.5) | 13.0(11.6) | 12.1(11.2) | 13.0(11.8)
SF36 MCS 31.74 (92) 59(120) | 64(11.7) |62(11.9) |61(11.7) | 68(119)
DLQI 14.3 (0.6) -10.7(7.6) | -10.2(7.1) | -10.4(7.6) -10.7(7.8) | -10.7(7.2)
Data are mean (SD) except of BASDAIS0, where n (%) are presented.
*data for patients with inflammatory back pain at baseline; fdata for patients with baseline BSA>3;
HAQ-DI=Health assessment questionnaire disability index, BASDAI= Bath Ankylosing Spondylitis Disease
Activity Index, WPAI= SF36=36-item Short Form Health Survey, MCS=Mental Component Summary,
PCS=Physical Comp Summary, DLQI=Dermatology Quality of Life Index
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PATIENTS REPORTED OUTCOMES (PROS) IN
PSORIATIC ARTHRITIS (PSA) WITH AXIAL
INVOLVEMENT

Lyubov Vorobyova, Tatiana Korotaeva, Elena Loginovl, Yulia
Korsakova, Elena Gubar

V.A. Nasonova Research Institute of Rheumatology, Moscow, Russian Fe-
deration

Introduction: PsA is a chronic, inflammatory disease characteri-
zed by damage to the nails and skin, peripheral arthritis, enthesitis,
dactylitis and axial involvement in the process. The prevalence
of axial involvement in psoriatic arthritis (axPsA) according to
different samples varies from 25% to 70% of patients. [1] All this
affects health-related quality of life.

Objective: To assess PROs in PsA with axial involvement.
Methods: 172 (m/f=90 (52.3%)/ 82(47.7%) PsA patient (pts)
fulfilling the CASPAR criteria were included. Mean age 45.1 +11.8
years (yrs), DAPSA 28+22.2 median (Me). All pts underwent
standard clinical examinations and PROs (VAS global assessments
(mm), VAS global pain (mm), BASDAI, PsAID-12, FACIT and
HAQ). Subsequently, a comparative analysis of two groups of
patients was carried out with axial involvement - 95 (55.2%)
and without axial involvement - 77 (44.8%). Me [Q25; Q75],
Pierson-y2 M +SD, %, t-test, Pierson-y?>, Manna-Whitney tests
were performed. All p<0.05 were considered to indicate statistical
significance.

Results: A comparative analysis of the two groups showed that pts
with axial involvement had significantly higher activity according
to the DAPSA index (39.24+20.5 vs 25.5+14.0, p<0.0001). Also
in this group there was a significantly higher tender joint count
(14.4+9.82 and 8.37+5.57, p<0.0001) and swollen joint count
(11.1+8.7vs 4.84+2 .89, p<0.0001), higher laboratory activity for
ESR (mm/h) —26.6+23.2vs 15.+13.3,p<0.0001 and CRP (mg/l)
—23.4+22.0 vs 9.58+6.0 p<0.0001, respectively. Both groups
were comparable in the number of dactylitis (p=0.7). In the group
of pts with axial involvement, psoriasis with moderate and severe
BSA lesions was significantly more common - 27.75% (n=438),
p=0.003. When assessing PROs, it was revealed that pts with axial
involvement significant differences VAS global pain - 53.1 +20.4
vs 24.1+20.7 (p<.0001) and VAS global assessments 58.5+22.8
vs 24.8+19.6 (p<0.0001) and BASDAI index — 5.66+1.7 vs
1.57+1.36, p=0.002, respectively. Analysis of functional status
(HAQ) showed that pts with axial involvement had worse fun-
ctional status - 1.14 +0.7 vs 0.81 +£0.53 (p=0.003). Also, these pts
experienced fatigue significantly more often (according to the
FACIT-F) — 39.8+8.95 vs 30.5+11.1 (p=0.03). Assessment of
the PsAID-12 showed that in groups with axial involvement and
without axial involvement there were statistically significant dif-
ferences on all scales of the questionnaires, p<0.0001 (figure 1).
Conclusion: Thus, analysis showed that pts with PsA and axial in-
volvement had higher disease activity, moderate and severe forms
of psoriasis were more often detected, PROs was significantly
worse compared to the group of pts without axial involvement.
References
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WHO ARE MORE ITCHY AND WHAT WORKS

BETTER FOR PRURITUS IN PATIENTS WITH PLAQUE
PSORIASIS?

Byungsoo Kim'?, Ji-Sang Yun'3, Jeongwu Seong'?, Jungsoo Lee'?,
Kihyuk Shin'?, Hoonsoo Kim'?, Hyungchang Ko'?, Moon-bum
Kim'?, Dongyoung Roh'

!Department of Dermatology, School of Medicine, Pusan National Univer-
sity, Busan, South Korea, Department of Dermatology, Pusan National
University Hospital, Busan, South Korea, Department of Dermatology,
Pusan National University Yangsan Hospital, Yangsan, South Korea

Introduction: Psoriasis is a chronic, systemic inflammatory
disease with a prevalence of about 1% in Koreans and between
0.09% and 11.43% in the total population. Pruritus in patients with
psoriasis has been reported as a common symptom; however, its
significance has often been overlooked. Furthermore, the presence
and intensity of pruritus vary among patients.

Objectives: The objectives of this study are to investigate the
prevalence and factors associated with pruritus intensity in patients
with plaque psoriasis and to understand the effectiveness of various
treatments for pruritus in psoriasis.

Methods: We analyzed data from 593 patients with plaque psoria-
sis (365 male, 228 female) at Pusan National University Hospitals
(Busan and Yangsan) from January 2020 to July 2022. Psoriasis
severity was evaluated using the PASI score, and pruritus intensity
was quantified using the NRS score.

Results: Pruritus was observed in 88.2% of psoriasis patients.
Mild itch (NRS<3) was present in 15.7% of patients, moderate
(NRS of 3-7) in 40.3%, and severe (NRS >= 7) in 32.2%. The
odds ratio was higher in females compared to males (OR, 1.985).
There was no positive correlation between the PASI score and the
itch score. However, the erythema score, among the subcategories
of the PASI score, was found to have a positive correlation with
the itch NRS. Regarding itching relief according to the treatment,
conventional systemic agents were the most effective.
Conclusion: Pruritus is a common clinical symptom of plaque
psoriasis, considered to be important. Since the relationship bet-
ween psoriasis severity and pruritus was unclear, special attention
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during treatment is required for pruritus in addition to improving
skin lesions.
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DEVELOPMENT OF THE PATIENT-REPORTED IMPACT
OF DERMATOLOGICAL DISEASES (PRIDD) MEASURE
Allison FitzGerald', Nirohshah Trialonis-Suthakharan’, Rachael
Pattinson’, Jennifer Austin’, Christine Bundy’, Matthias Augustin’
'Ottawa, Canada, > Hamburg, Germany, *Cardiff, UK, * Cardiff, UK

Introduction: Dermatological conditions, including psoriasis,
significantly impact patients’ lives including their physical, psy-
chological and social wellbeing. Existing dermatology-specific
(can be used across dermatological conditions) patient-reported
outcome measures (PROMs) do not fully capture this impact and
cannot be recommended for use according to the Consensus-based
Standards for the selection of health Measurement Instruments
(COSMIN). This is largely part because they are not theory-
informed, were developed without sufficient patient involvement,
and rely on classic over modern psychometric methods.
Objectives: The Global Research on the Impact of Dermatologi-
cal Diseases (GRIDD) project was therefore initiated in 2017 to
develop, in partnership with patients, a new measure of the impact
of dermatological conditions on patients’ lives called PRIDD
(Patient-Reported Impact of Dermatological Diseases).

Method: Adults (> 18 years) worldwide living with a dermatolo-
gical condition were recruited through GlobalSkin’s membership
network to participate in a mixed methods study consisting of five
phases: 1) COSMIN systematic review of existing dermatology-
specific PROMs; 2) Qualitative interview study to develop the
conceptual framework of impact and generate impact items for
PRIDD:; 3) Delphi study to elicit consensus from patients on which
impact items to prioritise for inclusion in PRIDD; 4) Cognitive
interview study to evaluate PRIDD’s content validity, as well as
acceptability, and feasibility to patients; 5) Psychometric testing.
Results: 2,221 people representing 90 dermatological conditions
from 61 countries participated overall. None of the 36 PROMs
included in the systematic review could be recommended for use
according to the COSMIN criteria. The conceptual framework
depicted impact as a multifaceted construct involving physical,
life responsibilities, psychological and social impacts. The Delphi
study reduced the item pool of 263 to a 27-item draft of PRIDD.
Cognitive interviews produced a 26-item version of PRIDD
with evidence of content validity, feasibility, and acceptability
from patients. Psychometric testing revealed that PRIDD fit
the Rasch model and met the COSMIN criteria for structural
validity, internal consistency, construct validity, and test-retest
reliability. Measurement error and responsiveness will be tested
in a future study.

Conclusion: PRIDD is a valid and reliable tool to evaluate the
impact of dermatological disease on patients’ lives. It is the first
dermatology-specific PROM to meet the COSMIN criteria and
should be considered the gold-standard. These results support the
value of developing and validating PROMs in close partnership
with patients and using classic and modern psychometric methods.
PRIDD will greatly enhance patient perspectives by providing
quantifiable patient impact data for better decision-making at the
individual, national and global levels, and higher prioritisation of
dermatological conditions, including psoriasis.
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Psychometric testing — PRIDD results
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TACKLING STIGMA AGAINST PERSONS WITH
CHRONIC SKIN DISEASE AMONG HEALTH AND BODY
CARE PROFESSIONALS

Juliane Traxler!, Catharina Braren-von Stiilpnagel', Matthias Au-
gustin', Marius Grosser’, Dennis Roggenkamp®, Rachel Sommer!
"University Medical Center Hamburg-Eppendorf, Germany, >German Pso-
riasis Association, Germany, *Beiersdorf AG, Germany

Introduction: Social stigma is commonly experienced by people
with chronic skin disease, which can have negative impact on
their quality of life. In 2014, the World Health Assembly made
a call for action against stigmatization of people with psoriasis.
Consequently, the ECHT-project was set up in Germany aiming
to educate about and destigmatize chronic skin conditions. A
face-to-face group seminar consisting of self-awareness exerci-
ses, education, and a patient encounter was developed which was
found to be effective in reducing stigmatizing attitudes in medical
students and future educators (1, 2). As persons with chronic skin
disease have repeatedly reported stigmatization from hairdressers
and cosmetologists, we adjusted the seminar for health and body
care professionals.

Objectives: This randomized controlled trial aimed to evaluate
the effectiveness of the stigma reduction seminar in health and
body care professionals.

Methods: Professionals working in the health and body care sector
(i.e., cosmetologists, hairdressers, nurses, and physical therapists;
n=129) were randomized into an intervention or a control group,
respectively. The intervention group received the seminar descri-
bed above while the control group followed a seminar of similar
structure focused at participants’ own health at work. Measures
assessed agreement to disease-related misconceptions, negative
stereotypes, desire for social distance, and behavioural intentions
at baseline, post-intervention, and 3 months follow-up.

Results: Professionals in the intervention group but not the
control group showed significant reductions in disease-related
misconceptions and stereotype endorsement from baseline to post-
intervention and follow-up (all p’s <.002). Surprisingly, desire for
social distance decreased in the control group after the seminar
(» =.018) but returned to the initial level after three months while
no changes were found for the intervention group. Behavioural
intentions did not change in either group. No differences between
the different professions were observed. Satisfaction with the
seminar was generally high, with slightly more favourable scores
for the intervention seminar.
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Conclusions: The seminar successfully improved stigmatizing
beliefs about and attitudes towards people with skin diseases
among health and body care professionals. Overall, these results
are consistent with findings from similar studies with medical
students (1), future educators (2), and the general public (3).
Integrating the training into professional training or delivering
it in workshops are promising avenues for dissemination and
could increase knowledge about chronic skin disease and reduce
prejudice in various professional groups on a larger scale. This
would contribute to improving the psychosocial wellbeing of
people with skin diseases.
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DETERMINANTS OF QUALITY OF LIFE IN MEXICAN
PATIENTS WITH GENERALIZED PUSTULAR
PSORIASIS

No consent given to publish in scientific journal.
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A THEMATIC ANALYSIS OF THE PSORIASIS
ASSOCIATION (UK) INSTAGRAM, FACEBOOK AND
WEBSITE FORUMS IN DISCUSSING THE DIETARY
MANAGEMENT OF PSORIASIS

Asmaa Alkhusheh

Kings College London, UK

Introduction: The suggested link between diet and psoriasis is
a target of interest in the management of psoriasis because diet
is a modifiable factor [1]. Approximately 1.3-2.8% of the UK
population have psoriasis [2]. As well as this, there are known
comorbidities in psoriasis that affect the individual’s quality of life.
These comorbidities include: psoriatic arthritis, obesity, cardiome-
tabolic diseases, gastrointestinal disease, chronic kidney disease,
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mood disorders, infection, and malignancy [1]. Additionally, it is
important to note that not everyone will react the same to a certain
diet, highlighting the complexity of the association between diet
and psoriasis. Therefore, expanding our understanding of diet
and psoriasis can help provide evidence-based dietary advice
to help manage psoriasis severity, reduce the risk of developing
comorbidities and improve the quality of life of those affected.
Objectives: This study aimed to explore the impact of diet on
managing psoriasis through the popular social media pages and
the website of the Psoriasis Association (UK). Using public plat-
forms, we aimed to discover honest opinions and spot any popular
themes mentioned.

Methods: Data was collected from the Psoriasis Association (UK)
Instagram, Facebook and website forums. From these sites, com-
ments and posts that mentioned diet from July 2022-2023 were
collated in a document and then manually categorised into themes
and subthemes, illustrated in Figure 1.

Results: There was a total of 74 comments: 31 from Instagram, 17
from Facebook and 26 from the website. From these, we derived
3 overarching themes and then we determined subthemes for each
theme. The three themes were restrictive food groups, dietary
patterns and supplements. The 13 subthemes included: Reducing
dairy, alcohol, red meat and caffeine; eating a plant-based diet,
anti-inflammatory diet, gluten-free diet and a blueberry diet; taking
vitamin D supplements, fish oil supplements, vitamin K2 supp-
lements and probiotics. Table 1 illustrates the themes, subthemes
and the number of comments.

Conclusion: We have been able to record individuals’ honest
and unfiltered opinions through our methodology and therefore
gain a deeper understanding of the impacts of diet for managing
psoriasis. Comparing our findings to existing literature highlighted
that there is no strong evidence to support the public’s opinions
and the common themes that we identified. Therefore, large-scale
studies and trials on certain nutrients and food groups, such as those
identified in this thematic analysis, are needed. This will help us
gain a deeper understanding of how we can manage the severity
of psoriasis through diet. The lack of evidence-based advice has
also led us to appreciate the confusion around which diet to follow
as, evidently, there is a wide range of ideas shared online.
References
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Figure 1: A flow diagram illustrating the three big categories and their subthemes
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Table 1: Summary of the themes and subthemes collated

Categories Number of comments Subthemes

Restrictive food groups 40 Reducing dairy (13)

Reducing aleohol (13)
Avoid nightshades (6)
Reducing red meat ()

Reduce caffeine (3)

Dietary pattern 17 Raw food/ plant-based diet

0]
Anti-inflammatory diet (4)
Gluten free diet (3)

Blueberry diet (3)

Supplements 17 Vitamin D (7)
Fish oil (4)
Vitamin K2 (3)

Probiotics (3)

Aot the number of comments |)° within sach subtheme
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TOWARDS AN INTERNATIONAL CONSENSUS ON
OUTCOMES THAT MATTER TO PATIENTS WITH
PSORIASIS: A MODIFIED DELPHI STUDY

Emma Vyvey'?, Elfie Deprez'?, Rani Soenen'?, Jo Lambert'”’
'University Hospital Ghent, Ghent, Belgium, *University Ghent, Ghent,
Belgium

Introduction: Measuring outcomes that matter to patients is key
in the concept of Value-Based Healthcare (VBHC). International
consensus on which outcomes that should be measured in clinical
practice is still lacking, also in the context of psoriasis. Psoriasis
is a chronic inflammatory skin disease, known to have a high im-
pact on patients’ physical, psychological and social functioning.
In recent work, we have proposed a ‘value-based outcome set’
aiming to define which outcomes that matter to patients. However,
the relevance of these outcomes and the feasibility of using the
outcome set in clinical practice may vary across countries, which
is why international validation is needed.

Objectives: The aim is to define a standardized value-based out-
come set for patients with psoriasis through international expert
consensus.

Methods: A modified Delphi study will be conducted in accordance
with the ICHOM guidelines to reach consensus. An international
working group consisting of patients representatives and healthcare
professionals will be set up. Experts will be recruited through the
International Psoriasis Council (IPC) and the International Federa-
tion of Psoriasis Associations (IFPA) to obtain a mix of patients
and healthcare professionals. Consensus will be reached on the
following dimensions: case-mix variables, outcome definition,
outcome measures and outcome relevance. Consensus is expected
to be reached after three rounds and will be achieved when the
working group votes surpasses the threshold of 80% agreement.
The exercise will run from September 2024 to February 2025.
Conclusions: This international value-based outcome set for pso-
riasis will empower the use of outcomes in daily clinical practice,
which is essential when adopting the principles of VBHC. The
use of this outcome set will allow international benchmarking and
support continuous improvement of patient value in the context
of psoriasis.
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Background: Patients with psoriatic arthritis (PsA) have high
prevalence of cardiovascular risk factors. Recent studies deter-
mined the role of age at disease onset with several comorbidities
and disease activity. As well, it has been observed that individuals
in whom PsA was diagnosed > 60 years old had more aggressive
disease, as assessed by the number of joints involved, inflammation
levels at baseline, and outcome after 2 years, compared to those
with onset < 60 years of age.

Objective: To associate cardiovascular risk factors in patients
with early and late onset psoriatic arthritis.

Methods: Cross-sectional, observational, and comparative study
of patients with PsA who met the 2006 Classification Criteria for
Psoriatic Arthritis (CASPAR), aged 18 years or older. Patients
with a diagnosis of overlapping syndromes, history of major
cardiovascular events (myocardial infarction, stroke and heart
failure) and pregnant individuals were excluded. The age of onset
was defined through clinical history and were divided accordingly
into two groups: early onset (<40 years old) and late onset (=60
years old), as well as their cardiovascular risk factors (diabetes
mellitus, hypertension, dyslipidemia, obesity and active smoking).
A carotid ultrasound in B-mode was performed on all patients by
a certified radiologist blinded to clinical information. Subclinical
atherosclerosis was defined as the presence of carotid plaque
(CP), defined as carotid intima-media thickness (cIMT) >1.2 mm
or focal narrowing >0.5 mm of the surrounding lumen, or the
presence of increased cIMT (>0.8 mm). Group distribution was
assessed using the Shapiro-Wilk test. The comparisons were made
using the chi-square test, the Kruskal-Wallis test, T- Student’s test,
and U- Mann Whitney Test, accordingly. A p-value of < 0.05 was
considered statistically significant.

Results: Forty-one patients with PsA were included, mostly
women (58.5%), with a mean age of 51.7 + 14.4 years. There was
no difference between groups in the prevalence of traditional car-
diovascular risk factors. A significant difference was found in the
presence of subclinical atherosclerosis between the groups, with
a higher prevalence reported in the late-onset group compared to
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the early-onset patients (71.8% vs 77.7%, p=0.007) (Table 1).

Conclusions: Late-onset PsA patients exhibit different clinical
characteristics compared to early-onset patients. Multifactorial
variables, such as age and various comorbidities, might play an
important role in the disease presentation and its implications in
this specific group. Aging and age of onset of disease should be

considered through all the medical examinations of this patients.
Table 1. D h istics.

Characteristics Early Onset Late Onset P value
(n=32) (n=9)

Age, years, mean £ SD 46.0£104 716274 <0.001
Women, n (%) 19 (59.3) 5(55.5) NS
Diabetes, n (%) 6(18.7) 3(33.3) NS
Hypertension, n (%) 9 (28.1) 5(55.5) NS
Dyslipidemia, n (%) 14 (43.7) 4 (44.4) NS
Active smoking, n (%) 7(21.8) 0(0) NS
Obesity, n (%) 12 (37.5) 1(11.1) NS
Disease age of onset, median 34.0 (29-36) 67.0 (60.7-69) <0.001
(1aR)

DAS28CRP, mean + SD 280+13 287+15 NS
CRP, mean + SD 082108 126 1.6 NS
ESR, mean + 5D 21.4+£143 20.1+89 NS
DAPSA, mean + SD 17.2+151 12.9 £10.5 NS
NAPSI, mean +SD 83+184 136222 NS
Tender joints, median (IQR) 4(1.0-7.0) 4 (0.0-8.0) NS
Swollen joints, median (IQR) 2(0.0-5.0) 0(0.0-1.0) NS
Subclinical atherosclerosis, n (%) 23 (71.8) T(T7.7) 0.007

DASZBCRP, disease activity score 28 active protein; CRP, i in; ESR, ery ¥ i ion rate; DAR
disease activity in psoriatic arthritis; NAPSI, nail psoriasis severity index; I0R, inferquartile range; NS, not significant
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'Rheumatology Department, Hospital Universitario “Jose Eleuterio Gon-
zalez”, Monterrey, Mexico, *Cardiology Department, Hospital Universi-
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Monterrey, Mexico

Background: Psoriatic Arthritis (PsA) diagnosis and treatment is
commonly delayed, or even missed due to the manifold of clini-
cal presentations that patients often experience. Diagnosis delay
has been associated with a higher disease activity and a poorer
functional outcome on PsA patients. The effect of diagnosis delay
on cardiovascular risk has not been established.

Objectives: To compare disease activity, cardiovascular risk,
prevalence of carotid plaque, and prevalence of increased carotid
intima-media thickness(cIMT) in patients with a diagnosis delay
lower or higher than one year.

Methods: We performed an observational, comparative, and
transversal study on patients who fulfilled the 2006 Classification
Criteria for Psoriatic Arthritis (CASPAR). Patients with a history
of previous atherosclerotic cardiovascular disease and pregnancy
were excluded. A clinical history and blood tests were performed
to evaluate Disease activity. Cardiovascular risk was estimated
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with six different calculators: Framingham risk score-BMI (FRS-
BMI), atherosclerotic cardiovascular disease (ASCVD), QRISK3,
SCORE, and OMS/BMI,

OMS/COL. The results were multiplied by 1.5 according to the
EULAR recommendations. Carotid B- mode ultrasonography
was used for measurements of cIMT and the presence of plaques.
Descriptive analysis was done with frequencies (%), mean (+ SD)
and median (q25-q75), and comparisons with Chi square, Student
"s tand Mann-Whitney U test. We considered p < 0.05 significative.
Results: A total of 63 patients were recruited. Patients who got a
diagnosis after one year of the symptoms’ onset had
significantly higher disease activity measured by Disease Ac-
tivity in Psoriatic Arthritis (DAPSA) score [21.52 +16.67 vs.
12.11 +10.58; p=0.009], by 28-Joint Disease Activity Score C
Reactive Protein (DAS28-RCP) [2.887 +1.168 vs. 2.175 +1.025;
p=0.012], and by 28-Joint Disease Activity Score Erythrocyte Se-
dimentation Rate (DAS28-ESR) [4.453 +1.474 vs. 3.247+1.284;
p=0.001]. Patients with a diagnosis delay higher than one year
also reported a higher pain Numerical Rating Scale (NRS) than
patients without diagnosis delay [3.5 (0-10.00) vs. 3.00 (0-10.00;
p=0.018]. There were no significant differences in Psoriatic Area
Severity scale (PASI) or Nail Psoriasis Severity Index (NAPSI).
The prevalence of carotid plaque had no significant difference
between CP or incremented c-IMT. Patients with diagnosis delay
higher than one year had significant higher risk in OMS-BMI
cardiovascular risk calculator [6.88 (1.0-18.0) vs. 4.59 (1.0-13.0);
p=0.034], with no significant differences between the other cardi-
ovascular risk calculators. All frequencies are described in Table 1.
Conclusion: Patients with a diagnostic delay higher than one year
have an incremented disease activity than those diagnosed in a
shorter period, without significant differences in prevalence for
carotid plaque of cIMT hyperplasia. Early diagnosis and interven-
tion are imperative to improve the patient’s outcome.
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Table. 1 Clinical and Seciodemographic Characteristics

Diagnosis in less than Diagnosis in more p-value
one year than one year
n=35 n=28

Age, Mean +SD 53.47 £11.31 56.75 £10.77 NS
Female, n (%) 18(51.42) 17 (60.71) NS
Das28-CRP, Mean 5D 2.175£1.025 2.887 £1.168 0.012
Das28-ECR, Mean 15D 3.247 £1.284 4.453 £1.474 0.001
NRS, Median (q25-75) 3.00 (0-10.00) 3.5 (0-10.00) NS
PASI, Median (q25-q75) 0.3 (0.00-11.8) 1.00 (0.00-10.20) NS
NAPSI, Median (q25-q75) 0.00 (0.00-65.0) 1.00 (0.00-68.0) NS
DAPSA, Mean £5D 12.11 £10.58 21.52 £16.67 0.009
CP,n (%) 16 (45.71) 11 (39.28) NS
Increased cIMT n (%) 6(17.14) 4(14.28) NS
WHO-BMI, Median (q25-q75) 459 (1.0-13.0) 6.88 (1.0-18.0) 0.034
FRS-BMI, Mean £5D 15.88 £14.95 23.34£21.35 NS
ASCVD, Median (g25-q75) 4.45 (0.70-33.20) 12.050 (0.3-56.70) NS
QRISK3, Median £5D 5.20 (0.30-34.00) 9.35 (0.60-39.20) NS
SCORE, Median (g25-q75) 1.00 (0.00-12.00) 2.00 (0.00-11.00) NS
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PHYSICAL EXERCISE AND MEDITERRANEAN DIET IN

PSORIATIC PATIENTS AMID THE PANDEMIC COVID-19
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phia Georgiou

Department of Dermatology Venereology, School Of Medicine, University
of Patras, Patras, Greece

Introduction & Objectives: Psoriasis mainly affects the skin and
is a common condition, affecting 1-3% of the general population.
Although the etiology of the disease has not been fully elucidated,
it is known that a combination of psychological and environmental
factors acts on the pathophysiology of the disease, causing inflam-
mation in genetically predisposed individuals. Psoriasis may affect

Acta Derm Venereol 2024

IFPA
CONFERENCE

patients’ daily activities, their relationship with other members of
society, as well as their professional and social life. The aim of
this study was to investigate the effect of physical exercise and
Mediterranean diet in patients with psoriasis, especially during
the COVID-19 pandemic.

Materials & Methods: The research sample consisted of 83
patients, aged 18—65 years suffering from moderate to severe
psoriasis. Structured questionnaires were used, including: De-
mographic and Historical Patient Questionnaire for Psoriasis,
Dermatology Life Quality Index (DLQI), Psoriasis Area Seve-
rity Index (PASI), International Physical Activity Questionnaire
(IPAQ), Med Diet Score and a questionnaire related to COVID-19
impacts on psoriasis patients was added. Statistical analysis of the
data was performed.

Results: Interestingly, 95.2% of the participants reported high
physical activity. The survey took place between March-December
2020, during the COVID-19 pandemic, when “physical exercise”
was lawfully allowed, despite the strict government restrictions.
Most of the respondents (70.8%) used “physical exercise” daily
and spent at least 20 minutes. A positive correlation was found
between the physical activity of psoriatic patients and Psoriasis
Area Severity Index (PASI) as well as a strong positive correla-
tion between the body weight and PASI score. Regarding the
diet habits of the sample, it seems that they consumed 63.9%,
unprocessed cereals, fruits 43.4% and legumes 45, 8% at least
once a week. They reported that 50.6% they have introduced or
consume fish at least once a week. Finally, 96.4% use olive oil
daily and interestingly, 15.7% consumed alcoholic beverages at
a rate of more than 700ml / day.

Taken together, the combination of healthy nutrition with exercise
resulted in more than 60% seeing an improvement in their psoria-
sis. Meantime, their psoriasis did not worsen because they (63,9%)
were very cautious, complying with the measures of social isola-
tion, avoiding masks (Koebner effect) and practicing very good
hand-washing hygiene (avoiding alcoholic hand lotions) for the
fear of psoriasis exacerbation. Conclusively, 83.1% believe that
psoriasis did not worsen during the COVID-19 pandemic, while
67.50% noticed an improvement in psoriasis.

Conclusions: Despite the pandemic, health-promoting levels of
regular moderate exercise and healthy diet resulted in more than
60% improvement in patients with psoriasis. Therefore, physical
exercise and the Mediterranean diet should be actively promoted
for all people with psoriasis.
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Introduction & Objectives: An estimated 125 million people
worldwide live with psoriasis, including about 14 million Euro-
peans. It is a common, chronic, inflammatory disease that mainly
affects the skin. Psoriasis can develop into a painful disease that
causes serious problems and social stigma, while having a signifi-
cant social and psychological impact on a person’s life, especially
during the COVID-19 pandemic.

Materials & Methods: The research sample consisted of 83
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patients, aged 18-65 years suffering from moderate to severe
psoriasis. The data collection method was a structured questionn-
aire, which was analysed with Statistical Package for the Social
Sciences (SPSS). The questionnaire of the present research is a
synthesis of the following: Questionnaire of Demographic Data
and of Medical History of Patient with Psoriasis, Dermatology Life
Quality Index (DLQI), Psoriasis Area Severity Index (PASI), Beck
Anxiety Inventory, WHICAP Sleep Form, Mood and Feelings
Questionnaire. Additionally, a questionnaire on the impact of
COVID-19 pandemic was created.

Results: The largest percentage of our sample were men with
44.5% having mean disease duration of over 11 years, mainly in
the form of plaque psoriasis. In summary, the main disease trigger
was reported to be stress and we observed that the largest percen-
tage of the sample 63.9% presents with a mild form of stress, at
the same time 26.5% presents with moderate stress, while 9.6%
with high stress. Additionally, 42.1% have severe depression,
while they reported increased levels of alcohol (43.2%) smoking
(20%) and occasional substance abuse, during the pandemic.
Regarding the sleep questionnaire, 27.7% consider that they had
a restless sleep and others reported increase on sleep prescription
drugs. The questionnaire on COVID-19 showed that 67.5% feared
that he might die. Meanwhile 89.2% found it easy to access their
doctor, hence, to comply with their treatment and not to run out
of medication. Virtual prescription provided safety due to evading
non-necessary hospital visits and coronavirus fear. During these
times, patients and members of their families suffered human and
job losses, which made the burden unbearable.

Conclusions: The patients who experienced an exacerbation and
worsening of their psoriasis or showed increased stress, were
those who experienced financial hardship or some change in the
work environment. As economic activity almost stopped and job
losses increased, the psycho-emotional changes turned to intense
concern about their future ability to thrive and meet the inelastic
costs and needs of every household. Millions of people suffered
from insomnia before the COVID-19 pandemic and, unfortunately,
the pandemic poses a host of challenges even for people who have
not previously had sleep problems, as the results of our research
have shown.
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Introduction: Patients with psoriasis can experience significant
fatigue,[1] which can have a major impact on physical and social
functioning.[2] Biologic agents have demonstrated benefits in
reducing fatigue among this population.[2] Bimekizumab (BKZ)
is amonoclonal IgG1 antibody biologic therapy which selectively
inhibits interleukin (IL)-17F in addition to IL-17A.[3] Here, we
assess the effect of BKZ on fatigue using the Psoriasis Symptoms
and Impacts Measure (P-SIM), a novel, 14-item patient reported
outcome tool which captures key symptoms and life impacts of
psoriasis.[4]

Objectives: To assess the impact of BKZ on fatigue levels, using
the P-SIM fatigue item, vs adalimumab (ADA), ustekinumab
(UST), and placebo (PBO), in patients with moderate to severe
plaque psoriasis from two phase 3 studies.

Methods: In BE VIVID, patients received BKZ 320 mg every 4
weeks (Q4W), UST at baseline and Week 4 then Q12W, or PBO
for the 16-week active comparator-controlled initial treatment
period.[5] In BE SURE, patients received BKZ Q4W to Week 16
then BKZ Q4W or Q8W thereafter (dosing groups combined; BKZ
Total), or ADA Q2W for the 24-week active comparator-controlled
period.[6] P-SIM data were collected to Week 16/24 of BE VIVID/
BE SURE. The P-SIM fatigue item was scored daily from 0-10
(no fatigue—worst possible fatigue) and averaged weekly. Mean
P-SIM fatigue scores are reported using observed case (OC) data.
Additionally, proportions of patients recording a P-SIM fatigue
score of 0 are reported, alongside proportions with baseline P-SIM
fatigue scores >4 achieving a clinically meaningful improvement
(>4 point reduction from baseline in P-SIM fatigue score),[4] using
non-responder imputation (NRI).

Results: In BE VIVID, 321 patients were randomised to BKZ,
163 to UST, and 83 to PBO; among BKZ, UST, and PBO patients
with baseline P-SIM data, 164/260, 81/124, and 39/67 had P-SIM
fatigue scores >4, respectively. In BE SURE, 319 patients were
randomised to BKZ and 159 to ADA; among BKZ and ADA pa-
tients with baseline P-SIM data, 191/271 and 78/125 had P-SIM
fatigue scores >4, respectively.

In both studies, mean P-SIM fatigue scores were similar at baseline
across treatment groups; scores were numerically lower at Week
4 and Week 16/24 with BKZ vs comparators and PBO (Table 1).
Proportions of patients recording a P-SIM fatigue score of 0 were
low and similar at baseline across treatment groups; proportions
increased by Week 4 and were numerically higher by Week 16/24
with BKZ vs comparators and PBO (Table 1).

In patients with baseline P-SIM fatigue scores >4, numerically
greater proportions of BKZ-treated patients achieved a clinically
meaningful >4-point reduction from baseline at Week 16/24 vs
comparators and PBO (Table 2). Notably, numerically greater
proportions of BKZ-treated patients demonstrated clinically mea-
ningful improvement vs comparators and PBO at Week 4 (Table 2).
Conclusions: BKZ treatment resulted in numerically lower mean
P-SIM fatigue scores vs ADA, UST, and PBO as early as Week 4
and through Week 16/24, with numerically greater proportions of
BKZ-treated patients demonstrating clinically meaningful impro-
vement at both timepoints and reporting no fatigue at Week 16/24.
Acknowledgements: Funding: UCB Pharma. Medical writing
support: Costello Medical.
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Table 1. Mean P-SIM fatigue scores (OC) and scores of 0 (NRI) in BKZ- and comparator-treated patients from BE VIVID and BE SURE

BE VIVID
UST Q12wW* PBO
N=163 HN=83
P-5IM fatigue score, maan £ 50 [Mas]
Baseling 5.1 & 3.1 [260] 5.3 % 3.0[124] 4.9 = 3.1 [67]
Week 4 2.4 £ 2.4 [291] 3.7 % 2.9 [135] 4.8 £ 3.1 [72]
Weeak 16 1.2 = 1.8 [258] 2.2 £ 2.6 [124] 4.7 % 3.2 [59]
P-SIM fatigue score of 0, n (%)
Baseling 26 (8.1) 9(5.5) 5 (6.0)
Week 4 69 (21.5) 16 (9.8) 6(7.2)
Week 16 130 (40.5) 43 (26.4) 8 (9.6)
BE SURE
BKZ Total ADA Q2w
N=319 N=159
P-SIM fatigue score, mean £ S0 [Nas)
Baseline 5.5 3.0 [271] 5.0 £ 3.1 [125]
Weak 4 2.5 £ 2.4 [249] 3.6 % 2.8 [123]
Week 24 1.3 2.2 [224) 2.3 % 2.9 [108]
P-SIM fatigue score of 0, n (%)
Baseline 21 (6.6) 13 (8.2)
Week 4 52 (16.3) 28 (17.5)
Week 24 122 (38.2) 46 (28.9)

BXZ Total includes all BXZ-randomised patients, regardless of dosing regimen. [a] Patients received UST at baseline, Week 4, then Q12W thereafter, per Labelling
recommendations (45 mg for patients weighing <100 kg and 90 myg for patients weighing >100 kg); [b] Patients received ADA B0 mg at baseline, then 40 mg
Q2w from Week 1 until Week 24, per labelling recommendations. ADA: adalimumab; BKZ: bimekirumab; Mats: N observed; NRI: non-responder imputation;

OC: observed case; PBO: placebo; P-SIM: Psoriasis Symptoms and Impacts Measure; Q2W: every 2 weeks; Q4W: every 4 weeks; Q12W: every 12 weeks;

S50: standard deviation; UST: ustekinumab.

Table 2. Clinically meaningful =4-point reduction from baseline in P-SIM fatigue scores in patients with baseline scores =4 from

BE VIVID and BE SURE (NRI)
BE VIVID
UST Q12W* PBO
N=81 N=39
=4-point reduction from baseline, n (%)
Week 4 68 (41.5) 4 (i1.1) 4(10.3)
week 16 103 (62.8) 41 (50.6) 3(7.7)
BE SURE
BEZ Total ADA Q2WE
N=191 N=J78
=4-point reduction from baseline, n (%)
week 4 82 (42.9) 7(9.0)
Week 24 107 (56.0) 31 (39.7)

BKZ Total indudes all BXZ-randomised patients, regardless of dasing regimen. [a] Patients received UST at baseline, Week 4, then QL2W thereafter, per labelling
recommendations (45 mg for patients weighing <100 kg and 90 mg for patients weighing >100 kg); [b] Patients received ADA 80 mg at baseling, then 40 mg
QW from Week 1 until Week 24, per labelling recommendations. ADA: adalimumab; BKZ: bimekizumab; NRI: non-responder imputation; PBO: placebo;

P-SIM: Psoriasis Symptoms and Impacts Measure; Q2W: every 2 weeks; Q4W every 4 weeks; Q12W: every 12 wesks; UST: ustekdnumab.
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REAL-WORLD PATIENT SATISFACTION AND QUALITY
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Introduction: In clinical trials, ixekizumab (IXE) improved
nail PsO at 24 weeks and in long term 5-year post hoc analyses.
However, real-world data (RWD) on treatment satisfaction and
quality of life (QoL) in IXE-treated patients with PsO involving
nails is lacking.

Objectives: This study evaluates RWD from the US IXE Customer
Support Program (CSP) and describes patient-reported treatment
satisfaction and QoL in IXE-treated patients with PsO, with (w/)
and without (w/0) nail involvement, from baseline (BL) to 24
weeks.

Methods: In this 24-week prospective observational study, we ana-
lyzed patient-reported treatment satisfaction and QoL in patients
with PsO, w/ and w/o nail (fingernails and toenails) involvement
at BL. Treatment satisfaction was assessed from the first 3 items
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of the patient satisfaction questionnaire (PSQ): PSQ1 (my PsO
is clear or almost clear), PSQ2 (my PsO is clearing quickly), and
PSQ3 (my PsO is staying clear or almost clear while taking my
medicine) starting at week 2. QoL was assessed from BL by the
Dermatology Life Quality Index (DLQI). Here, we present percen-
tages of patients reporting PSQ scores 4 (satisfied) or 5 (strongly
satisfied), and DLQI (0,1). Descriptive statistics on observed data
are reported, no data imputation was performed.

Results: This analysis included 523 IXE-treated patients with
PsO: 140 w/ nail involvement and 383 w/o. At BL, patients w/
nail involvement had longer PsO duration vs those w/o (224.5
months vs 187.1), greater biologic treatment experience (54.3%
vs 46.5%), and higher DLQI impact (mean (SD)): 11.6 (8.1) vs
9.2 (6.3). At BL, the proportions of patients reporting DLQI (0,1)
were numerically similar between patients w/ nail involvement
vs w/o: 8.0% vs 8.6%. These percentages increased steadily
in both patient groups though week 24, when DLQI (0,1) was
reached by half of the patients w/ nail involvement (50.5%) and
w/0 (55.1%). At week 2 (time of the PSQ first administration),
the proportions of patients w/ nail involvement vs w/o reporting
to be either satisfied or strongly satisfied were: 25.9% vs 32.4%
for PSQI, 47.2% vs 42.5% for PSQ2, and 34.3% vs 36.5% for
PSQ3. These percentages increased steadily in both patient
groups through week 24, when three-fourths of patients reported
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to be either satisfied or strongly satisfied, and percentages were
numerically similar between patients w/ nail involvement vs w/o:
78.4% vs 75.6% for PSQ1, 74.2% vs 72.3% for PSQ2, and 76.3%
vs 75.2% for PSQ3.

Conclusion: This RWD analysis demonstrated that the proportion
of IXE-treated patients with PsO who reported being satisfied or
strongly satisfied with treatment. Increases in DLQI (0,1) over
time to week 24 were similar for patients w/ vs w/o nail invol-
vement at BL.

Disclosure: This study was funded by Eli Lilly and Company.
Presented at the EADV2023.
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Introduction: Medical decision-making in adolescents differs
from that of younger children and older adults. Shared decision-
making (SDM) in adolescent patients necessitates providing
appropriate autonomy, educating patients and their families on
treatment options, and communicating with patients in clear, age-
appropriate language. Unfortunately, there are no widely adopted
and publicly available psoriasis-specific shared decision-making
tools designed for adolescent patients (12-21 years old).
Objectives: To design an evidence-based shared decision-making
tool for adolescents with psoriasis that includes treatment, mana-
gement, and screening for comorbidities.

Methods: A modified Delphi method was utilized to (1) review
existing psoriasis-specific shared decision-making (SDM)
tools and query the utility of using existing tools in adolescent
patients, (2) build consensus on core content to include in a
newly designed adolescent-focused SDM tool and (3) build
consensus on format and language to include in a newly designed
adolescent-focused SDM tool. Participants included clinicians
with experience treating adolescent patients with psoriasis, staff
from a clinic focused on dermatology care for adolescent patients,
and trainees involved in dermatology care. The modified Delphi
technique included an extensive review of PubMed articles that
address SDM and clinical guidelines for managing psoriasis in
pediatric and adolescent patients (last updated February 2024).
PubMed searches included the following terms: (psoriasis)
AND ((shared decision making) AND/OR (patient decision
aid)). Articles then underwent an initial screening based on title
and abstract. Relevant publications were then reviewed in full
text and categorized by target population — adult, pediatric, and
adolescent patients.

Results: Our modified Delphi method resulted in the identification,
selection, and design of an adolescent-focused SDM tool with 5
key components — 1. Goal setting, 2. Review of past treatments,
disease severity, and symptoms, 3. Patient-directed education, 4.
Comorbidity screening and development of a treatment plan that
aligns with the needs and values of patients and their families, 5.
Coordinating care. These 5 components align with the Ottawa
Decision Support Framework (ODSF) and the International
Patient Decision Aid Standards (IPDAS) criteria. Further, the
newly designed tool incorporates National Psoriasis Foundation
guidelines and the American Academy of Dermatology recom-
mendations for the management and treatment of psoriasis in
pediatric and adult patients. Content was formatted for a 6th grade
reading level per the Flesch-Kincaid grade level formula. In ad-
dition, the patient-facing component of the SDM tool underwent
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extensive rounds of consensus building to ensure the format and
language allow adolescents to complete the tool independent of
an accompanying adult.

Conclusions: A Delphi method-based strategy is a promising
approach to bringing key stakeholders together to develop and
implement novel shared decision-making tools for adolescent
patients. Further studies are needed to understand how the develop-
ment, validation, and implementation of shared decision-making
tools or the absence of these endeavors, impact care for adolescent
patients living with psoriasis.
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Introduction: Sonelokimab is a novel humanized Nanobody de-
signed to inhibit IL-17A and IL-17F—central drivers of psoriatic
disease—and penetrate difficult-to-reach sites of inflammation.
Objectives: We describe Week (W) 12 multidomain outcomes
from the Phase 2 ARGO trial assessing the efficacy and safety of
sonelokimab in patients with active PsA.

Figure 1. Multidomain composite endpaints at W12 (ITT-NRI)
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Methods: ARGO is a 24-week global, randomized, prospective,
parallel-group, double-blind, placebo-controlled Phase 2 trial
(NCT05640245). Eligible patients were >18 years old with
active PsA (68-tender joint count >3, 66-swollen joint count
>3), active psoriasis, and/or a dermatologist-confirmed pso-
riasis history. Patients were randomized (stratified by sex and
biologic experience) to sonelokimab 120mg (with induction),
sonelokimab 60mg (with induction), sonelokimab 60mg no
induction (NI), placebo, or adalimumab 40mg (reference arm,
not powered for statistical comparison); sonelokimab was ad-
ministered every 4 weeks (Q4W; induction was Q2W until W8)
and adalimumab Q2W. The primary endpoint was American
College of Rheumatology (ACR) 50 response at W12. Other
endpoints included Psoriasis Area and Severity Index (PASI)
90, PASI 100, minimal disease activity (MDA), ACR and
PASI composites, and modified Nail Psoriasis Severity Index
(mNAPSI). Analysis was intention-to-treat (PASI in patients
with >3% body surface area at baseline [69%]; mNAPSI in
patients with mNAPSI>0 at baseline [55%; mean 13.4]; non-
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Figure 2. Skin, nail and joint endpoints at W12 (ITT-NRI)
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*P=0.001, **P=0.01, *P=<0.05. P-values for mMAPSI and for SLK NI are nominal. Missing data were imputed as a non-response for
categorical outcomes and analyzed by Mixed Model! for Repeated Measures for continuous outcomes. PASI and mNAPSI
responses are based on the number of patients at each visit in the full analysis set in each treatment group with BL psoriasis
involving 23% BSA or mNAPSI=0 at BL, respectively. ACRS0 response was defined as an improvement of 250% in tender and

swaollen joint counts and 35 other ACR components.

ACR, American College of Rheumatology, ADA, adalimumab; BL, baseline; BSA, body surface area; ITT, intention-to-treat; LEM,
least squares mean; mNAPSI, modified Mail Psoriasis Severily Index; NI, no induction; NRI, non-responder imputation; PASI,
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responder imputation for categorical endpoints).

Results: 207 patients were randomized (sonelokimab 120mg,
n=43; sonelokimab 60mg, n =41; sonelokimab 60mg NI, n =41;
placebo, n =40; adalimumab, n =42); the discontinuation rate at
W12 was<4%. The primary endpoint was met, with a significantly
greater proportion of patients treated with sonelokimab achie-
ving ACR50 vs. placebo at W12 (sonelokimab 120mg, 46.5%,
P =0.009; sonelokimab 60mg, 46.3%, P=0.012; placebo, 20.0%);
sonelokimab 60mg NI was not significant (36.6%). A significantly
greater proportion of patients treated with sonelokimab achieved
PASI 90 vs. placebo (sonelokimab 120mg, 59.3%, P=0.003;
sonelokimab 60mg, 76.9%, P<0.001; placebo, 15.4%). Sonelo-
kimab led to significant improvements vs. placebo in multidomain
outcomes, such as in the achievement of complete skin clearance
alongside high ACR thresholds: >30% patients simultaneously
achieved both PASI 100 and ACR50 (sonelokimab 120mg, 33.3%;
sonelokimab 60mg, 30.8%:; placebo, 7.7%; Figure 1), and 26.9%
in the sonelokimab 60mg arm achieved a composite of ACR70 and
PASI 100 (placebo, 7.7%). In measures encompassing domains
beyond skin and joints, 43.9% of patients in the sonelokimab
60mg arm achieved MDA (placebo, 20.0%), while >40% of
patients with mNAPSI>0 at baseline achieved complete resolu-
tion of nail disease despite the typically longer time required for
improvement in this domain (mNAPSI=0; sonelokimab 120mg,
47.1%; sonelokimab 60mg, 40.9%; placebo, 19.0%; Figure 2).
The reference arm showed expected responses, supporting the
validity of the trial. There were no unexpected safety findings,
with two (1.6%) mild or moderate cases of oral candidiasis and
no cases of IBD or MACE.

Conclusions: Sonelokimab 120mg and 60mg with induction
achieved high levels of response in multidomain measures of
psoriatic disease by W12 of the Phase 2 ARGO trial, with no new
safety signals. These findings suggest a favorable benefit-risk
profile in patients with active PsA that warrants further investiga-
tion in Phase 3 trials.
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Introduction: Psoriasis is a chronic, inflammatory skin condi-
tion that impairs patients’ quality of life.! Psoriasis often requires
long-term treatment; however, data on long-term uninterrupted
disease control with biologic therapies are very limited. Risanki-
zumab, a humanized immunoglobulin G1 monoclonal antibody
that specifically inhibits interleukin 23 by binding to its p19
subunit, is approved to treat moderate-to-severe psoriasis and
active psoriatic arthritis.

Objectives: To evaluate the long-term durability of response
with risankizumab treatment and the ability of risankizumab to
maintain uninterrupted disease control in patients with moderate-
to-severe psoriasis.

Methods: LIMMitless (NCT03047395) was a phase 3, global,
multicenter, open-label extension study evaluating the long-term
efficacy and safety of risankizumab 150 mg for moderate-to-
severe psoriasis through up to 304 weeks of continuous treat-
ment.? Adult patients randomized to receive risankizumab 150
mg who completed 1 of 5 double-blind, placebo-controlled phase
2/3 studies (UltIMMa-1, UltIMMa-2, SustalMM, IMMvent, or
NCT03255382) were eligible to enroll in LIMMitless, in which
patients continued open-label risankizumab 150 mg once every
12 weeks. Durability of response was assessed as the proportion
of patients who achieved >90%/100% improvement in Psoriasis
Area and Severity Index (PASI 90/PASI 100) or Dermatology Life
Quality Index score of 0 or 1 (DLQI 0/1) at week 52 and maintained
the corresponding responses at weeks 100/160/208/252/304. Ad-
ditional efficacy assessments included the proportion of patients
with high disease control (defined as no loss of PAST 90 or DLQI
0/1) or state of remission (defined as no loss of PASI 100) at any
visit after week 52 through >1/>2/>3/>4/>5 years. Results are
presented for all patients and those with (bio-experienced) or
without (bio-naive) prior biologic therapy. Data are reported as
observed cases with no imputation for missing data.

Results: A total of 897 patients enrolled in LIMMitless and
661 (73.7%) completed the study. At baseline of LIMMitless
(week 52 of treatment), PASI 90, PASI 100, and DLQI 0/1 were
achieved by 86.3% (n/n=766/888), 58.3% (n/n=>518/888), and
77.9% (n/n=680/873) of patients, respectively. Among patients
who achieved the corresponding outcomes at week 52, PASI
90, PASI 100, and DLQI 0/1 were maintained at week 304 by
93.3%, 78.0%, and 91.4% of patients, respectively; similar
trends were observed for bio-experienced and bio-naive patients
(Table 1). The proportion of patients with high disease control for
>1/>2/>3/>4/>5 years was 89.3%/80.9%/75.4%/72.7%/68.0%
for PASI 90 and 93.8%/88.4%/81.7%/78.3%/66.2% for DLQI
0/1 (Table 2). State of remission for >1/>2/>3/>4/>5 years was
achieved by 70.5%/54.1%/45.6%/41.2%/37.1% of patients. High
disease control and state of remission results for bio-experienced
and bio-naive patients were comparable to the overall population.
Long-term risankizumab safety has been reported elsewhere.?
Conclusions: Patients with moderate-to-severe psoriasis who ac-
hieve treatment goals after 52 weeks of risankizumab therapy can
maintain a high level of long-term durability, high disease control,
and a state of remission for up to 5 additional years.
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Table 1. Proportion of patients who maintained efficacy over time during the
LIMMitless open-label extension study (OC)

Maintenance of clinical response
Patients, n/n (%) Week52 Week 100 Week 160 Week 208 Week 256 Week 304
PASI 90

Overall 766/766 685731  630/681  464/497  550/614  491/526
(100) (93.7) (92.5) (93.4) (91.0) (93.3)
‘ ) 260/260  234/252  200/234  153/168  190/212 173193
Bio-experienced  “ 105, (92.9) (89.3) (91.1) (89.6) (89.6)
Bionaive 453/453 405429  376/399  267/283  331/357  318/333
(100) (94.4) (94.2) (94.3) (92.7) (95.5)
PASI 100
Overal 518/518  411/495  373/461  274/338 3201416  277/355
(100) (82.9) (80.9) (81.1) (76.9) (78.0)
. ) 1701170 130/164 113154 78114  Q9/138  89M25
Bloexperienced  (100)  (793)  (734)  (684) (LD (712)
Bionaive 311/311  251/208  234/273  167M91  198/245  188/230
1o-naiv (100) (84.2) (85.7) (87.4) (80.8) (81.7)
pLQI 0/1
Overall 680/680  602/652 i 400/450  497/545  427/467
(100) (92.3) (90.9) 91.2) (91.4)
. ) 225/225 2047221 133145 167185 151171
Bio-experienced '35 (92.3) - (@1.7) (90.3) (88.3)
- 400/400  361/388 2401264 295320  276/296
Bio-nelve (100)  (93.0) - ©909)  (922)  (932)

DLQI 0/1, Dermatology Life Quality Index score of 0 or 1; OC, observed cases; PAS| 90/100, 280%/100%
improvement from baseline in Psoriasis Area and Severity Index.
“DLQI was not assessed at week 160.

Table 2. Proportion of patients with high disease control (no loss of PASI 90 or
DLQI 0/1 at any visit after week 52) or state of remission (no loss of PASI 100 at any

visit after week 52) over time during the LIMMitless open-label exts study (OC)
Duration of response?®
Patients, n/n (%) >1 year >2 years >3 years >4 years >5 years
No loss of PASI 90
Overall 458/513  415/513  387/513 373513 349513
(89.3) (80.9) (75.4) (72.7) (68.0)

‘ ) 166/191 148/191 137191 129/191 1191191
Bio-experioncad (86.9) (77.5) 7.7 (67.5) (62.3)
Bionaive 202/322  267/322  250/322  244/322  230/322

(90.7) (82.9) (77.6) (75.8) (71.4)
No loss of PASI 100
Overall 241/342  185/342  156/342  141/342 127/342
(70.5) (54.1) (45.6) (41.2) (37.1)

‘ ) 84/128 69/128 55/128 46/128 40128
Bio-experienced (65.6) (53.9) (43.0) (35.9) (31.3)

. 157/214 1161214 1017214 95/214 871214
Bio-naive (73.4) (54.2) 47.2) (44.4) (40.7)

No loss of DLQI 0/1
Overall 411/438  387/438  358/438 3431438 290/438
(93.8) (88.4) (81.7) (78.3) (66.2)

. ) 151158  141/158 130158  121/158 104/158
Bio-experienced (95.6) (89.2) (82.3) (76.8) (65.8)
Bio-nalve 250/279  246/279 2281279 222/279 186/279

(92.8) (88.2) (81.7) (79.6) (66.7)

DLQI 0/, Dermatology Life Quality Index score of 0 or 1; OC, observed cases; PASI 90/100, 290%/100%
improvement from baseline in Psoriasis Area and Severity Index.

“*Duration of response was assessed in patients who reached year 4 or beyond and had < 5% missing data; total
duration includes responses achieved from week 0 through week 304. If a patient had a missing record at a visit
but achieved the response before and after the visit, the patient was considered as no loss of response at that
visit.
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partment of Human pathology, Juntendo University, Japan, " National Cen-
tre for Global health and Medicine (NCGM), Japan, *Fujio-Eiji Academic
Terrain (FEAT), Nichi-In Centre for Regenerative Medicine (NCRM), India
Introduction: Psoriasis vulgaris is a chronic, inflammatory, relap-
sing disease which may progress to systemic manifestations such
as arthritis and cardiovascular disease. Current treatments inclu-
ding methotrexate, cyclosporin, biologics, vitamin D3 analogues,
and other combination therapies have several limitations as well
as adverse effects. We have evaluated the safety and efficacy of a
beta-1,3-1,6 glucan produced as an exopolysaccharide by novel
strain of Aureobasidium pullulans (Neu-REFIX) in a randomized
clinical trial for psoriasis vulgaris.

Methods: Thirty patients with moderate to severe psoriasis vul-
garis were enrolled and randomized in a 1:2 ratio. The control
arm (n=10) received conventional treatment (liquid paraffin,
anti-histamines and vitamin supplements), while the treatment
arm (n =20) received conventional treatment + oral Neu-REFIX
for 28 days. Clinical assessment with Psoriasis Area and Severity
Index (PASI), Investigator Global Assessment (IGA) score, blood
evaluation for immune-inflammatory parameters, and histopatho-
logical examination of skin biopsy were performed in all patients
at baseline and post-intervention.

Results: Oral consumption of Neu-REFIX beta-glucan along
with conventional treatment regimen for Psoriasis vulgaris was
safe. There was significant improvement in most clinical and
biochemical parameters in 80% of patients. Specifically, PASI
scores significantly improved from baseline in the treatment arm
(p-value=0.0007) compared to the control arm (p-value=0.46). Six
patients in the treatment arm achieved a clinically meaningful re-
duction of PASI by 50% (PASI 50) from baseline, with five of them
achieving the benchmark PASI 75 (75% reduction). Conversely,
only one patient in the control arm achieved PASI 50, and none
achieved PASI 75. The Investigator Global Assessment (IGA) score
improved in 67% of patients in the treatment arm, while it worse-
ned in 60% of patients in the control arm. Skin biopsies revealed a
greater reduction in lymphocyte infiltration and epidermal thickness
in the treatment arm (p-value=0.02) compared to the control arm
(p-value=0.97). Decrease of serum High-sensitivity CRP (hsCRP)
from 1.218+1.43 to 1.098 + 1.127 (p-value=0.50), interleukin-6 (IL-
6) from 3.575+4.454 t0 3.401+2.21 (p-value=0.19), and platelet-
to-lymphocyte ratio (PLR) from 0.08053+0.0401 at baseline to
0.078£0.043 (p-value=0.76) was observed in the treatment arm,
while these parameters rather worsened in the control arm.
Conclusion: The safety and potential efficacy of Neu-REFIX beta-
glucans have been demonstrated in patients with moderate to severe
psoriasis vulgaris, when orally administered with conventional
treatment in this 28-day randomized clinical trial. Larger, long-term
clinical trials are warranted to validate these findings in psoriasis
and its systemic manifestations such as arthritis and metabolic syn-
drome, to elucidate the potential of oral Neu-REFIX beta-glucans
as an adjuvant therapy for autoimmune skin and systemic diseases

P-140

DEMOGRAPHICS, DISEASE CHARACTERISTICS AND
TIME TO EFFECTIVE TREATMENT OF PSORIASIS
PATIENTS IN THE GHENT PSOPLUS COHORT OF 2021
Anke Eylenbosch, Evelyn Meulewaeter, Evelien Verhaeghe, Rani
Soenen, Jo LW Lambert

Ghent University Hospital, Gent, Belgium

Introduction: Psoriasis is a chronic immune mediated disease
with several comorbidities and a considerable influence on quality
of life. Several patients with moderate-to-severe psoriasis are un-
dertreated and have a substantial disease duration before biologic
treatment is started.

Objectives: The goal of this study is to analyze patient and disease
characteristics and time to effective treatment of patients with pso-
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riasis who consulted PsoPlus, a dedicated integrated practice unit for
psoriasis in Gent, Belgium. Whether a treat-to-target (T2T)(Grine et
al, 2019) approach, which is implemented in PsoPlus, has an impact
on treatment choice and disease progression is also examined.
Methods: Through a single center, exploratory, retrospective
study, 170 patients in the PsoPlus dedicated clinic were compared
to identify differences at moment of enrollment in PsoPlus and at
the last recorded consultation in 2021.

Results: Median disease duration at the first PsoPlus consultation
was 16.0 years. A significant difference in Psoriasis Area and Se-
verity Index (PASI) and Dermatology Life Quality Index (DLQI)
between the first and the last recorded PsoPlus consultation (PASI
6.0 vs. 0.6; DLQI 11 vs. 2; p<0.001) was found. A weak positive
Spearman correlation (rs) was found between disease duration and
PASI at the first PsoPlus consultation (rs=0.175; p =0.034), while a
weak negative correlation (rs=-0.2; p=0.013) was found at the last
registered PsoPlus consultation. Patients with a disease duration of
more than 20 years, had significantly more switches of treatment than
those with a shorter disease duration (p <0.001). Median time from
psoriasis onset until PASI <2 was 16.0 years. Median time from the
first PsoPlus consultation until PASI <2 was reached, was 7.0 months.
Conclusion: By portraying the long journey of patients with
psoriasis, we reconfirm that psoriasis is a systemic disease that
needs a personalized and holistic approach. The T2T score prompts
towards a more appropriate and timely approach of the disease,
leading to improved disease severity and quality of life.
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EFFICACY OF STATINS IN THE TREATMENT OF
PSORIASIS: A SYSTEMATIC REVIEW AND META-
ANALYSIS

No consent given to publish in scientific journal.
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EFFICACY AND SAFETY OF ROFLUMILAST IN THE
TREATMENT OF PSORIASIS: A SYSTEMATIC REVIEW
AND META-ANALYSIS

No consent given to publish in scientific journal.
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REAL-WORLD EFFECTIVENESS OF RISANKIZUMAB
IN THE MULTI-COUNTRY POST-MARKETING VALUE
STUDY: 148-WEEK INTERIM ANALYSIS

Diamant Thaci', Mamitaro Ohtsuki, Julia-Tatjiana Maul, Andrea
Szegedi, Paula C. Luna, Charles W. Lynde, Hongwei Wang, Ahmed
M. Soliman, Simone Rubant, Kim Papp

Universitétsklinikum Schleswig-holstein Campus Liibeck, Germany
Introduction: Risankizumab is an optimized IL-23 inhibitor
approved for the treatment of moderate-to-severe plaque psoriasis,
psoriatic arthritis, and Crohn’s disease. VALUE is an ongoing
3-year study evaluating the long-term durability of risankizumab
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compared to other approved biologics (OtherBios) in patients with
psoriasis in real world practice. At the 100-week interim analysis,
a higher proportion of patients maintained > 90% improvement in
psoriasis area and severity index (PASI 90) compared to patients
in the OtherBios group’. This is an updated 148-week analysis.
Objective: The objective of this study is to characterize the du-
rability of response of risankizumab compared to OtherBios in
real world practice.

Methods: VALUE (NCT03982394) is a multi-country, prospective
post-marketing observational study that enrolled patients (>18
years) with moderate-to-severe psoriasis who the treating physician
decided to treat with risankizumab or OtherBios, independent of
this study and per local label, in a 2:1 ratio. Effectiveness endpoints
included absolute PASI, Dermatology Life Quality Index (DLQI),
and proportions of patients achieving PASI 90 and PASI 100, tre-
atment Satisfaction Questionnaire for Medication (TSQM) score,
and changes to treatment. Results (database lock: 7 December 2023)
are reported by modified non-responder imputation (mNRI) where
patients who switched or discontinued the initiated biologic due to
ineffectiveness or intolerability were judged as treatment failures for
subsequent visits. Propensity score match (PSM) with 1:1 ratio using
greedy algorithm and exact match for bio-naive/bio-experienced
status was employed to account for imbalance between treatment
groups. Nominal p values are presented.

Results: Baseline demographics and characteristics were mostly
comparable among 1765 (risankizumab) and 874 (OtherBios)
patients enrolled in this study with a few exceptions. The risan-
kizumab group had patients with a higher baseline PASI (15.0 vs
13.9; p =0.004), history of psoriatic arthritis (259 [14.7%] vs 233
[26.7%]; p<0.0001) and were bio-experienced (870 [49.3%] vs
324 [37.1%]; p<0.0001). Most differences were balanced in the
PSM set and results from PSM set are shown below.

The proportion of patients who achieved PASI 90 at week 16 and
maintained the response up to week 148 was significantly higher
in the risankizumab group compared to the OtherBios group
(45.4% vs 29.6%; p =0.0002). Significantly fewer patients in the
risankizumab group changed treatment compared to the OtherBios
group (10.9% vs 24.2%; p <0.0001). At week 148, patients in the
risankizumab group achieved significantly lower absolute PASI
(1.4 vs 3.6; p<0.0001) compared to OtherBios (Table). A signifi-
cantly higher proportion of patients achieved PASI 90 (67.2% vs
45.3%; p<0.0001) and PASI 100 (55.2% vs 34.6%; p<0.0001)
in the risankizumab group compared to OtherBios. DLQI in the
risankizumab group was significantly lower than the OtherBios
group (2.5 vs 5.2; p<0.0001). Significantly higher TSQM global
satisfaction scores were reported for patients in the risankizumab
group compared to the OtherBios group (86.1 vs 75.5; p <0.0001).
Safety for risankizumab was consistent with previous studies.
Conclusion: This updated analysis from the VALUE study
demonstrates that patients treated with risankizumab achieve
higher durable clinical responses in real-world practice compar-
ed to OtherBios. This study is ongoing and not all patients have
reached week 148.
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Table. Patient outcomes in the 148-week VALUE update
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DEVELOPMENT AND EVALUATION OF A MACHINE
LEARNING MODEL FOR THE EARLY IDENTIFICATION
OF PSORIATIC ARTHRITIS IN THE COMMUNITY
Michael Dreyfuss', Shalev Guy', Dan Riesel', Benny Getz!, Or
Ramni’, Yonatan Jenudi', Dimid Duchovny', Dan Underberger’,
Shlomit Steinberg-Koch', Elena Myasoedova’®

!Predicta Med, Ramat Gan, Israel, *Division of Rheumatology, Division of
Epidemiology, Mayo Clinic, Rochester, USA

Introduction: Delays in diagnosis of psoriatic arthritis (PsA) are
associated with indolent and non-specific signs and symptoms,
and often result in physical impairment and poorer global health
outcomes in the long term [1,2,3,4]. Digital tools such as machine
learning algorithms have the potential to address diagnostic delays
by identifying patients earlier in their disease course [5].
Objective: To develop and evaluate a novel machine learning
model for identifying patients at risk of having undiagnosed PsA
among the community.

Methods: Patients from the community population (z =395,918
patients) at Mayo Clinic between 2012 and 2022 were split into
training and testing sets. Cases with PsA and controls with no
evidence of PsA were identified in both sets. For model training,
each patient was assigned a prediction date, which preceded the
initial diagnosis of PsA for cases, and was randomly assigned to
controls. A gradient boosted trees algorithm was trained using
electronic medical record (EMR) data documented during the
two years prior to each patient’s prediction date. Input features
included age, sex, diagnosis codes, medication prescriptions and
laboratory results. The model was then evaluated in the test set
on predictions made on 1 January 2018 with input data from the
preceding two years. Area under the curve (AUC) was used to
assess the model’s ability to discriminate between new cases of
PsA diagnosed during and after 2018 and controls.

Results: The testing set included 81 patients with PsA (60%
female; mean age 54.2, standard deviation [SD] 14.0) and 284,480
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control patients (167,018 females; mean age 51.9, SD 18.2). The
AUC on the test was 79.6% (fig 1). Predictive features include
diagnoses of psoriasis, joint pain and tenosynovitis, glucocorti-
coid and NSAID use, high body mass index, elevated CRP, ALT,
triglycerides and decreased HDL (fig 2).

Conclusions: The model displayed good performance in its ability
to discriminate between cases of PsA and controls. The model
selected input features associated with preexisting psoriasis, joint
inflammation and an adverse metabolic profile [6]. Implementation
of the model may help identify patients with undiagnosed PsA in
the primary care population using EMR. Improving time to diag-
nosis could help patients receive treatment and reduce burden of
disease sequelae from untreated disease.
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GENETICS AND FUNCTIONAL STUDIES OF PSORIATIC
ARTHRITIS MUTILANS

Sailan Wang', Fulya Taylan, Mona Stdhle, Isabel Tapia-Pdez
'Karolinska institute, Solna, Sweden

Introduction: Psoriatic arthritis mutilans (PAM) represents the
rarest and most severe subtype of psoriatic arthritis1 2. Our recent
research 3 has implicated elevated hydrogen peroxide levels,
mediated by rare variants of NOX4, in the development of PAM.
Objectives: Building upon previous findings, our study aims to
investigate the NOX4 regulatory regions in PAM patients without
rare NOX4 coding variants. Specifically, we seek to identify these
regions and elucidate their roles in PAM pathogenesis, potenti-
ally uncovering novel therapeutic targets associated with NOX4
regulation.

Methods: We will identify potential NOX4 regulatory regions
through Whole Genome Sequencing analysis followed by genoty-
ping in the PAM Nordic cohort. Dual-luciferase reporter assays and
CRISPR-Cas9 knockout techniques will provide further insights
into the functional significance of these regions.

Results: To investigate the NOX4 regulation in PAM patients,
we look for rare variants that potentially affect NOX4 expres-
sion. We are using the ENCODE database, and we particularly
focus on finding variants in the regions with signals in H3K4me3,
H3K27ac, and H3K4mel. We will start by analyzing the whole ge-
nomic sequence from five PAM patients. Subsequently, to validate
our findings, we plan to genotype the entire PAM Nordic cohort
(n=061) to observe if the rare variants are found in the rest of PAM
patients. Dual-luciferase reporter assays in HEK293 cells will be
utilized to evaluate the impact of identified regulatory SNPs on
NOX4 activity. Furthermore, CRISPR-Cas9 knockout techniques
in zebrafish will be used for functional validation.

Conclusions: Our study aims to deepen understanding of NOX4
variants in regulatory regions and their implications in PAM pat-
hogenesis. By elucidating the regulatory mechanisms underlying
NOX4 expression, we hope to identify novel therapeutic targets
for PAM treatment.
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ANTI-PD-1 EXACERBATES PSORIATIC INFLAMMATION
BY INCREASING IL-17A PRODUCTION FROM TA T
CELLS

Joon Seok

Chung-ang University Hospital, Seoul, South Korea

Introduction: Programmed cell death 1 (PD-1) is a coinhibitory
receptor that contributes to maintain peripheral immunotolerance.
Therefore, blockade of this pathway may aggravate autoimmune
symptoms such as psoriatic inflammation. There are several clini-
cal reports of exacerbated psoriasis on cancer patients under anti-
PD-1 therapy. However, the precise immunological mechanism of
anti-PD-1 induced psoriasis remains unknown and the therapeutic
strategy to alleviates anti-PD-1 induced psoriatic inflammation
are yet to be identified.

Objectives: Our study aimed to investigate the immunological
mechanism of anti-PD-1 induced psoriasiform inflammation and
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the potential role of anti-PD-1 on the therapeutic efficacy of anti-
IL-17 blocking antibody.
Methods: We used imiquimod (IMQ) induced psoriasiform in-
flammation mouse model and anti-PD-1 blocking antibody was
injected. To identify the impact of anti-PD-1 on the efficacy of
anti-IL-17 blocking antibody as a treatment, anti-IL-17 antibody
was injected. Ear thickness was measured, and flow cytometry
was used for immunological analysis.
Results: The ear thickness and the relative frequency of yd T cells
in SDLN had significantly increased after anti-PD-1 injection.
Additionally, the frequency of CD27- Vyl- v6 T cells showed
substantial increase in anti-PD-1 treated group. Indeed, IL-17A
production of CD27- Vy1- yd T cells was increased in anti-PD-1
treated group. Moreover, CD27- Vy1- Vy4- v T cells which are
crucial effector T cell population in psoriasis produce IL-17A
robustly in anti-PD-1 group especially on anti-CD3 stimulation.
Interestingly, the therapeutic effects of anti-IL-17 antibody was
attenuated by anti-PD-1 on psoriasiform dermatitis.
Conclusion: These finding suggests that anti-PD-1 exacerbates
psoriatic inflammation by increasing IL-17A produced by CD27-
Vyl- Vy4- v3 T cells. However, according to our results, further
research is needed to investigate better therapeutic strategies for
exacerbated psoriasis when injecting anti-PD-1 treatment. The-
refore, we plan to identify the therapeutic efficacy of anti-IL-23
against anti-PD-1 induced psoriasis.
References
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SOCIAL CHARACTERISTICS OF RUSSIAN PATIENTS
WITH PSORIASIS AND ARTHROPATHIC PSORIASIS
Olesya Mishina, Andrey Martynov, Anna Vlasova

Russian Medical Academy of Continuous Professional Education” of the
Ministry of Healthcare of the Russian Federation, Moscow, Russia

According to the International Federation of Psoriasis Asso-
ciations (IFPA), about 125 million people worldwide suffer from
this disease. In Russia, at the end of 2022, based on the results of
applications to medical organizations, more than 371.2 thousand
patients with psoriasis were registered; Also, during this period,
94.2 thousand new cases of psoriasis were identified. Features of
the social characteristics of patients, including psoriasis, have not
been sufficiently studied throughout the world. In order to study the
impact of psoriasis and arthropathic psoriasis on the social activity
of patients, an anonymous quantitative online survey of patients
was conducted. The questionnaire included 36 questions. The ob-
ject of the study is patients with a confirmed diagnosis of psoriasis
and (or) arthropathic psoriasis aged 18 to 75 years. Patients were
included in the study regardless of the duration and severity of the
disease. 512 respondents took part in the survey. After the “repair”
the sample amounted to 486 people. It was revealed that the over-
whelming majority of respondents do not have disabilities caused
by psoriasis/arthropathic psoriasis (90.5%), did not receive therapy
with genetically engineered biological drugs and did not encounter
help (except for medical care) from government or public orga-
nizations (more than 90%). More than 85% of surveyed patients
with psoriasis/arthropathic psoriasis do not receive medications for
free. Moreover, almost half of the respondents allocate up to 30%
of their monthly income to medications necessary for treatment. In
general, the presence of psoriasis/arthropathic psoriasis in patients
does not interfere with their full work and study. At the same time,
a significant portion of respondents had difficulties interacting with
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colleagues and friends due to the presence of these diseases, and
40% of respondents had to refuse job offers due to the presence
of the disease. About half of the respondents experience various
difficulties in their personal lives (the corresponding restrictions
are manifested by both reluctance to enter into a long-term rela-
tionship and problems in intimate life, including among married
respondents). Also, about half of the respondents experienced
various difficulties in communication with their sexual partner, as
well as in their sexual life. At the same time, more than 80% of
patients with psoriasis/arthropathic psoriasis have the support of
their family, which is an important factor in building self-confidence
and reducing discomfort in creating new social connections.
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PSORIASIS AND NURSING CARE - AN EDUCATIONAL
PROJECT TO HELP IMPROVE CLINICAL
DEVELOPMENT AND QUALITY OF CARE

Barbara Bohannan, Conny Erixon

Psoriasisforbundet, Stockholm, Sweden

Introduction: In Sweden there are no requirements for continued
medical education for any health care professionals, and accessible
CME for nursing staff is especially rare. Therefore, Psoriasisfor-
bundet, the Swedish Psoriasis Association, initiated a three-year
educational project for nursing staff, funded by Psoriasisfonden.
Objectives: To develop an accessible educational model aimed at
improving diagnostic knowledge for nursing staft that they may
take on a more autonomous, leading role regarding treatment and
care of psoriasis patients.

Methods: The educational model and content were based on two
surveys, one for psoriasis patients, and one for nursing staff within
dermatology. The latter was a benchmark survey to ascertain le-
vel of knowledge and confidence regarding the care of psoriasis
patients within the target group. The educational content was
reviewed by the Swedish Dermatology Specialist Nurses Associa-
tion and Psoriasisforbundet’s Scientific Advisory Board. To ensure
maximum accessibility the course was held digitally over four
half-days, one per week, followed up by a webinar one year after
the initial course. The attendees were also provided with cost-free
printed materials. The attendees were surveyed four times, once
before the course (benchmark), directly after the course, three
months after, and approx. one year after. The surveys were based
on EACCME and University of Washington School of Nursing
guidelines for medical education evaluation.

Results: Regarding knowledge level the three main themes of the
course were surveyed: diagnostic knowledge, treatment options,
comorbidities. In diagnostic knowledge the share of responding
attendees who answered that their level was “very high” rose
from 11,1% to 12,9% and “high” from 20% to 64,5%; in treat-
ment options “very high” rose from 13,3% to 19,4% and “high”
from 26,7% to 61,3%. In comorbidities no change was seen in
“very high” but “high” rose from 15,6% to 58,1%. The attendees
were surveyed pre- and post-course on how confident they are
regarding fulfilling patients’ needs. The share of respondents who
answered yes pre- and post-course: counselling/information on
topical treatment (pre 60%, post 96,8%), systemic treatment (pre
28,9%, post 58,1%), sexual/ reproductive health (pre 33,3%, post
48,4%), lifestyle changes (pre 55,6%, post 51,6%), risk factors/
screening comorbidities (pre 24,4%, post 77,4%). The concluding
survey aimed at understanding the perceived value of the project
in clinical practice. One third of the respondents reported that they
had absolute value of the project’s content in clinical practice,
42% that they had great value, and one fourth that they had some
value. One fourth reported they now feel confident in taking a more
active role in improving quality of care in their clinical setting,
42% responded confidence to some degree.

Conclusions: The surveys indicate that the educational project has
improved both knowledge and confidence level within the two tar-
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get groups. Identifying both patient and nursing staff needs before
developing both outline and content of the course ensured that it
not only would be accessible but also that the knowledge gained
would be of value in daily clinical practice and help improve the
treatment and care provided.
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INCLUSION OF THE PATIENT VOICE IN DEVELOPING
HOLISTIC TREATMENT GOALS FOR RARE SKIN
DISEASES

E Casanova!, YBC Yaacob?, D Reisner’, Ana C Hernandez Daly,
D Thagi®, B Strober®

!Patient author, *Patient author, *Patient author, *Boehringer Ingelheim In-
ternational GmbH, Ingelheim Am Rhein, Germany, *Institute and Compre-
hensive Centre for Inflammation Medicine, University of Liibeck, Liibeck,
Germany, ‘Department of Dermatology, Yale University School of Medi-
cine and Central Connecticut Dermatology, Cromwell, USA
Introduction: Treatment goals for generalised pustular psoriasis
(GPP) are poorly defined, based mostly on data from plaque
psoriasis, and are not reflective of the patient experience. Shared
decision-making between patients and physicians around treatment
goals can lead to improved outcomes and patient satisfaction [1].
Furthermore, health regulatory bodies have issued guidance on
the integration of patient experience data, along with other in-
sights from patients and caregivers into the development of new
treatments [2]. Patient perspectives have been incorporated into
consensus-shaping exercises to better understand treatment goals
for plaque psoriasis [3], though a similar approach has been lacking
in GPP. Here, we report insights from the first consensus-shaping
exercise in GPP to incorporate the patient perspective.
Methods: An expert panel was assembled comprising patient
representatives and dermatologists with recent or current expe-
rience in treating GPP. Through the use of a targeted questionnaire
(based on a systematic literature review), the objective was to
achieve consensus on key principles of GPP treatment, including
short-term and long-term goals. Patients and physicians rated their
level of agreement on 26 different statements and gave additional
comments in a free-text field. Consensus per statement was defined
as >80% agreement across the panel.

Results: The panel comprised 30 dermatologists and 3 patient
representatives. Each of the 3 patients (Asia, » =2; USA, n=1) had
>10 years’ lived experience of GPP; one patient was a member of
a GPP patient advocacy group. Consensus between physicians and
patients was reached on all statements relating to effective disease
management, including the need for tailored treatment plans.
Overall, physicians considered the treatment of certain symptoms
(e.g. skin pustules) as the most important clinical goal and metric
for treatment success. However, patients considered alleviation of
other symptoms (alongside skin and systemic symptoms) to be
equally important due to the psychological and emotional impact
of this in their daily lives.

Conclusion: Developing treatment goals for rare skin diseases
such as GPP is challenging due to limited published evidence on
symptom burden and a relative lack of approved treatment options.
The inclusion of patient representatives in this consensus-shaping
exercise for GPP provided personal insights regarding the wider
impact of the disease on patients’ lived experience. Patients should
be empowered as active, shared decision-makers to ensure that
treatment goals for chronic diseases are holistic, reflecting not
only clinical outcomes, but also symptoms that have the greatest
impact on quality of life.

Acknowledgements: The authors thank everyone who participa-
ted in this consensus-shaping exercise.
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PREDICTING PSORIATIC ARTHRITIS AT ONSET OF
PSORIASIS: RESULTS FROM AN INCEPTION COHORT
STUDY

Axel Svedbom'?, Pernilla Nikamo', Mona Stdihle’

!Division of Dermatology and Venereology, Department of Medicine, Ka-
rolinska Institutet, Stockholm, Sweden, *Dermatology and Venereology
Clinic, Karolinska University Hospital, Stockholm, Sweden

Objectives: The objectives of this study are to identify biomarkers
and derive a prediction algorithm for the development of psoriatic
arthritis (PsA) in patients with new onset psoriasis.

Methods: We extracted data from the Stockholm Psoriasis
Cohort (“SPC”). The SPC is a prospective inception cohort
study that enrolled patients with psoriasis within one year of first
disease onset in the Stockholm area, Sweden (1). Patients were
followed-up clinically at 5 and 10 years. Data on patient history,
life-style factors, genotype, phenotype, systemics inflammation,
and metabolomics were obtained. The study was also linked to
national Swedish administrative registers to complement data
from the examinations. We included patients aged 18 year or more
and applied traditional statistical analysis to identify biomarkers
for the development of PsA and implemented statistical learning
methods to derive prediction algorithms.

Results: 629 participants (median [IQR] age 43 years [31-57];
44% women) were eligible for analysis and 190 participants
(30%) developed PsA.

We estimated associations between 258 potential predictors and
PsA using logistic regression models controlling for sex and age.
We divided predictors into ten categories with 5 to 117 variables
each and compared the p-values of the estimates to the Benjamini
and Hochberg (BH) critical values (BHcv) assuming a false dis-
covery rate of 10% for each category. Table 2 presents variables
with nominally significant p-values (p < 0.05) and p-values below
the relevant BHcvs are marked in bold. Among the 43 potential
clinical predictors, 31 (72.1%) had p-values below their BHcv.
In contrast, among the biomarkers 16/258 variables (6.2%) had
p-values below their BH critical values. However, there was a
marked difference between different biomarker categories: 4/15
markers for systemic inflammation (27%) and 9/25 lipid markers
(36%) had p-values below the BHcvs, compared to 1/42 (2.3%)
for lipid subfractions, 0/15 (0%) for non-lipid metabolic markers,
and 2/117 (1.7%) for genetic markers.

We also derived a white-box algorithm for PsA prediction using
recursive partitioning in a conditional inference framework (Fi-
gure 1A). Based on five variables: Current arthralgia, pain at one
of seven specified sites during the last year, peripheral enthesitis,
dactylitis, and hs-CRP we derived an algorithm with a c-statistic
0f0.82, indicating good discrimination. The best black-box model
derived so far is a model using a random forest model (“RFM”),
which has c-statistic of 0.88, indicating excellent discrimination.
It is not possible to visualize the decision rule for a RFM, but
the importance of included variables can be estimated and are
presented in Figure 1B. In all analyses, arthralgia and symptoms
related to PsA were most important, but inflammatory markers had
a larger influence in the RFM (accounting for 3/10 most important
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predictors), potentially reflecting non-linear and interaction effects
not captured by a simpler model.

Conclusions: These results indicate the importance of patient
reported and anamnestic data for PsA prediction but also indicate
that several biomarkers may have substantial predictive power.
The prediction models developed have good discriminatory power
and could be used to identify patients at high risk of PsA to allow
for timely intervention or even prevention.
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Table 1 Markers i i with of PsA (p<0.05) with p-values below the Benjamini and
Hochberg critical value given a false discovery rate of 10% in each category presented in bold.

Clinical and patient reported variables Biomarkers derived from blood
p-
[Variable OR value |Variable OR alue
|Patient characteristics (14 variables) iSystemic inflammatory markers (15 variables)
Phrslcﬂ effort at work, (yes/no) 1.61] 0.000| Hs-CRP 1.68| 0.000)
Heavy lifting at work (yes/no) 2.09] 0.000| Serum Amyloid A 1.54] 0.000)
Female sex (yes/no) 1.67] 0.003| GlycA 1.24] 0.014
Family history of rheum disease (yes/no) 1.92| 0.005 ICAM-1 1.23] 0.021)
Body mass index, kg/m2 1.06| 0.006 IL-8 0.84] 0.038}
Gastric ulcer, (yes/no) 2.21 0.033]
Weight increase, (yes/no) 0.67]0.043|
Economic stress, (yes/no) 1.21] 0.048
kin disease severity and manifestations (5 variables) lLipids (25 Variables)
Guttate onset, (yes/no) 0.34] 0.000| HDL-z 0.68| 0.000
Scalp lesions, (yes/no) 1.n9| 0.020| L-HDL-p 0.70| 0.000
Nail lesions, (yes/no) 1.59| 0.028| HDL-c 0.73] 0.001]
|Arthralgia related variables (8 bles) LPIR 1.28| 0.001
Current arthralgia, (yes/no) s.mlo.noo S-LDL-p 1.29| 0.003]
Pain in hands or wrist last year, (yes/na) | 6.19]0.000) LDL-P 1.33| 0.004
Pain in hip or knee last year, (yes/no) 3.88] 0.000 LPIR 1.28) 0.007
Pain in feet or ankles last year, (yes/no) 3.82| 0.000| LDL-C 1.24] 0.010)
Pain in shoulders last year, [yes/no) 3.48] 0.000| VLDL-P' 1.21] 0.027]
Pain in neck last year, (yes/no) 3.41]0.000| |Lipid subfractions (42 variables)
Pain in lower back last year, (yes/no) 2.48[ 0.000 HL108 | 0.36] 0.002]
Pain in upper back last year, (yes/no) 2.59| 0.000| LM210 1.20| 0.037]
Fatigue-related variables (6 ) [Other lic markers (15 variables)
Physically tired after work (1-5) 1.71) 0.000 Citrate 0.75 | 0.018
Awake at night (1-5) 1.44| 0.000 Insulin 1.19| 0.042
Mentally tired after work (1-5) 1.44 0.000| HOMA-IR 1.18| 0.047]
Energetic during workday (1-5) 0.70] 0.001
Difficult to fall asleep (1-5) 1.23]0.007|
* (10 variables) [Genetic markers (117 variables))
Enthesitis, (yes/no) 5.32 0.000| rs2853694 (IL128B), (yes/no) 2.03|<0.001
Arthrosynovitis, (yes/no) 5.32| 0.000| HLA-B27 (HLA-B), (ves/no) 2.31| 0.001]
Tender joint count, (yes/no) 1.28{ 0.001] 152293970 (NFKB1) , (yes/no) 0.34] 0.007|
Health visual analogue scale (1-10) 1.19] 0.008| rs2397084 (IL17F) , (yes/no) 0.54] 0.014
Dactylitis, (yes/no) 6.03] 0.020] rs1791161 (BAGALTE) , (yes/no) 0.63] 0.016|
Tenosynovitis (yes/no) 5.51]0.026| rs34565481 (LINC00302) , (yes/no) 0.67| 0.030]
Joint pain visual scale (1-10) 1.13) 0.038| rs3027898 (IRAK1) , (yes/no) 1.55| 0.030]
52289278 (TSLP) , (yes/no) 1.75] 0.042]

Note: Dichotomous variables are indicted by (yes/no), Likert scales with the range in parenthesis, and remaining
variables are continuous and mean-standardized to facilitate comparisons of effect sizes.
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Figure 1. Prediction algorithms for psoriatic arthritis in patients with new onset psoriasis. Panel A presents the
white-box algorithm and the constituent variables. The dark grey shades of the bar show the proportion of patients
who develop PsA in each group. Panel B presents the Variable Importance Plot from the Random Forest model.
Note: JointinvPatRepDumBL stands lnr current arthralgia at the enrolment examination Patients with arthralgia
were sub: by d by a rh AnyPain12mDum stand for self-reported history of pain in at
least one of seven srles (Neck, shoulders or elbows, hands or wrists, upper back, lower back, hip or knees, feet or
ankles), RenthDum stands for enthesitis noted during the rheumatologist examination, RDactylDum stands for
dactylitis reported noted during the rheumatologist clinical examination, CRP stands for high-sensitivity CRP
measured from sera obtained in conjunction with the enrolment examination,
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