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Abstract N°: 87

Effectiveness and safety of risankizumab in bio-naive psoriasis patients - a 2 year interim analysis from the
German cohort of the VALUE study

Thomas Stavermannl, Petra Staubach—Renzz, Matthias Hoffmann3, Dariusch Mortazawi®, Ruth Bauer’, Diamant
Thaci*®

Iprivate Practice, Berlin, 2Department of Dermatology University Medical Center of the Johannes Gutenberg-

University Mainz, 3Private Practice, Witten, *Private Practice, Remscheid, >AbbVie Deutschland & Co. KG, ®Institute
and Comprehensive Center Inflammation Medicine, University of Libeck

Introduction & Objectives:

Risankizumab (RZB) is an IL 23 p19 inhibitor biologic drug approved for the treatment of moderate-to-severe
plaque psoriasis and psoriatic arthritis. Real world data of RZB on the long-term effectiveness is limited, especially
for bio-naive patients. This abstract analyzes the effectiveness and safety of RZB compared to other biologics in
the German bio-naive patient cohort of a multi-country non-interventional real-world observational study
(VALUE).

Materials & Methods:

VALUE evaluates real-world durability of response and time to first treatment change for RZB compared to other
biologic treatments (2:1 allocation ratio). Treatment decisions were made at the physician’s discretion, according
to local label and clinical practice. Here, the German subpopulation was analysed. Psoriasis Area and Severity
Index (PASI), Dermatology Life Quality Index (DLQI), Treatment Satisfaction Questionnaire for Medication (TSQM)
and changes to treatment were collected at weeks 0, 4, and every 12 weeks thereafter. Safety was assessed
through reported adverse events. Results presented here are r from an interim analysis with database lock on 26
Sep 2022 for the German cohort.

Results:

At the timepoint of interim analysis, 571 patients in Germany with moderate to severe psoriasis were included in
the study; 387 RZB patients (206/53.2% bio-naive) and 191 patients treated with other biologics (109/59.2% bio-
naive). At baseline, bio-naive patients receiving RZB had significantly higher PASI scores (19.1 [SD 9.83] vs 16.4
[7.44]; p=0.0068) and higher DLQI scores (15.1 [SD 7.12] vs 13.1 [7.40]; p=0.0217) than bio-naive patients
receiving other biologics. Compared to bio-naive patients treated with other biologics, bio-naive RZB patients
demonstrated significantly lower PASI scores at week 52 (0.9 [SD 2.46] vs 2.6 [6.32]; p=0.0326) and week 100 (0.7
[SD 1.61] vs 3.3 [4.52]; p=0.0052). DLQI scores were lower in RZB bio-naive patients than in bio-naive patients with
other biologics at week 52 (1.7 [3.31] vs 2.9 [4.66]) and at week 100 (1.5 [2.66] vs 4.2 [7.29]). A significantly higher
TSQM global satisfaction scores was also reported for patients receiving RZB at week 52 (92.4 vs 84.5%;
p=0.0044) and week 100 (93.5 vs 82.7%; p=0.0206).

Within 100 weeks, any change of treatment (including discontinuation, dose escalation and dosing interval
shortening) was lower in bio-naive RZB patients (9.2%) compared to bio-naive patients with other biologics
(18.3%) (p=0.0193). Overall numbers of adverse events (n=65, 31.6%), serious AEs (n=16; 7.8%) and
discontinuation due to AE (n=12, 5.8%) were low in bio-naive patients treated with RZB.

Conclusion:



At week 52 bio-naive patients receiving RZB had significantly lower absolute PASI and lower DLQI scores than
patients treated with other biologics. Results were maintained over 100 weeks. Patients treated with RZB were less
likely to switch treatment.
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Abstract N°: 94

Real-world effectiveness of tildrakizumab in a UK cohort: A drug survival analysis
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Introduction & Objectives

Tildrakizumab is a high-affinity anti-interleukin-23p19 monoclonal antibody approved for moderate-to-severe
psoriasis.1 According to its summary of product characteristics (SmPC), consideration should be given to
discontinuing treatment in patients who have shown no response after 28 weeks of treatment. Drug survival is an
indication of sustained disease control in the real-world setting. Survival data will be important in meeting the
2022/23 NHS priorities and operational planning guidance. This aims to reduce outpatient follow-ups by at least
25% against 2019/20 activity.2 Well tolerated medicines with consistent efficacy reduce outpatient attendance
rates and improve new patient access to finite NHS resources. This study provides interim data on the drug
survival of tildrakizumab in a real-world clinical practice setting in the UK.

Materials & Methods

This was a real-world prospective cohort study of UK tildrakizumab outpatient psoriasis patients between May
2019 and March 2023. Data was collected from three UK clinical homecare providers: Pharmaxo, Lloyds, and
HealthNet. Study participants were patients prescribed tildrakizumab 100 mg or 200 mg every 12 weeks as
indicated. Homecare providers delivered the drug, which was injected subcutaneously by a nurse at the patients’
home address for the first three doses. Drug survival rate for tildrakizumab at one year was estimated through
Kaplan-Meyer analysis for the total cohort of patients and separately for a subgroup of patients who surpassed 28
weeks of initial treatment.

Results

A total of 1078 psoriasis patients prescribed tildrakizumab 100 mg or 200 mg were included in this analysis.
Evaluation of pre-28-week stoppages was carried out, of whom 867 out of 933 patients (92.9%; 95% confidence
interval [CI]: 91.1-94.4%) had been on treatment for at least 28 weeks and had not stopped treatment prior to 28
weeks. Despite the SmPC recommendation of discontinuing treatment in patients who have shown no response
after 28 weeks of treatment, 7.1% of our cohort stopped treatment before this period (66 patients during the first
28 weeks). The drug survival for tildrakizumab at one year was 84.6% (95% CI: 82.1-86.9%) for all analysed
patients. The overall drug survival of tildrakizumab was 90.7% (95% CI: 88.4-92.5%) at one year if patients
surpassed 28 weeks of initial treatment.

Conclusion

Based on the data collected in this UK real-world cohort, patients with psoriasis treated with tildrakizumab had a
high drug survival rate at one year when treatment was continued at week 28. These data provide evidence of the
potential long-term sustained effectiveness of tildrakizumab in daily clinical practice.



References
1Thaci D, et al. BrJ Dermatol 2021;185:323-34.

2 https://www.england.nhs.uk/wp-content/uploads/2022/02/20211223-B1160-2022-23-priorities-and-
operational-planning-guidance-v3.2.pdf.
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Efficacy and safety of vunakizumab in moderate-to-severe chronic plaque psoriasis: a randomized, double-
blind, placebo-controlled phase 3 trial
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Introduction & Objectives: Plaque psoriasis is a chronic inflammatory disease with prominent skin manifestations
that imposes a substantial disease burden on the quality of life in patients. Vunakizumab (SHR-1314) is a novel



humanized monoclonal IgG1/K antibody targeting IL-17A. In our previous phase 2 trial, 12-week treatment of
vunakizumab (240 mg regimen) demonstrated promising efficacy, with a favorable safety profile in patients with
moderate-to-severe plaque psoriasis. Herein, we conducted a phase 3 trial to further assess the efficacy and safety
of vunakizumab in this population, with 12-week and 52-week data reported.

Materials & Methods: This 52-week, multicenter, randomized study (NCT04839016) comprised a 12-week,
double-blinded, placebo-controlled induction treatment period, followed by a 40-week, double-blinded
maintenance period. Eligible patients with moderate-to-severe chronic plaque psoriasis were randomized (2:1) to
receive vunakizumab 240 mg or matching placebo subcutaneously at weeks 0, 2, 4 and 8. At week 12, patients
initially assigned placebo were switched to receive vunakizumab 240 mg (weeks 12, 14, 16 and Q4W thereafter)
and other patients continued vunakizumab treatment (Q4W; with an additional dose of placebo given at week 14)
through week 52. The coprimary endpoints were the proportion of patients with =90% improvement from
baseline in the psoriasis area-and-severity index score (PASI 90) and a static Physicians Global Assessment (sPGA)
score of 0 (clear) or 1 (almost clear) at week 12.

Results: Between Apr. 21, 2021 and Dec. 3, 2021, 690 patients were enrolled and randomized (vunakizumab,
n=461; placebo, n=229). At week 12, the proportion of patients achieving the primary endpoints of PASI 90
(76.8% [95% CI 72.7-80.5] vs 0.9% [95% CI 0.2-3.1]) and sPGA 0/1 (71.8% [95% CI 67.5-75.8] vs 0.4% [95% CI 0.1-
2.4]) were significantly higher with vunakizumab than with placebo (P <0.0001 for each comparison; Table 1). The
response rates of PASI 75, PASI 100 and sPGA 0 also favored the vunakizumab group (Table 1). During the
maintenance period, the response rates of PASI 90 and sPGA 0/1 were sustained through week 52 in patients on
continuous vunakizumab (Figure 1). Up to week 12, adverse events were mostly mild, with comparable overall
incidence rates between groups (69.1% with vunakizumab vs 71.6% with placebo). No new safety signal was
noted with prolonged treatment with vunakizumab during the maintenance period.

Conclusion: Vunakizumab provided robust clinical response at week 12 and through week 52, with good
tolerability. Our data support vunakizumab as a new treatment option for patients with moderate-to-severe
chronic plaque psoriasis.
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Figure 1. Proportion of patients achieving clinical response through to week 52 (intention-to-treat set). (A) PASI
90. (B) sPGA 0/1. Missing data were imputed as non-responses.

Table 1. Efficacy outcomes at week 12 (intention-to-treat set)



Vunakizumab Placebo Difference P value
(n=461) (n=229) (95% CI)* (2-sided)®

Primary endpoints
PASI 90 response 76.8 0.9 76.0(72.0-80.1) =0.0001
sPGA 0/1 response 718 0.4 71.5 (67.3-75.7) <0.0001
Key secondary endpoints
PASI 75 response 93.6 4.0 89.7 (86.3-93.1) =0.0001
PASI 100 response 36.6 0 36.6(32.1-41.0) <0.0001
sPGA O response 38.2 0 38.2 (33.7-42.6) <0.0001

Data are rates or

otherwise indicated. Missing data were handled using multiple imputation.

method stratified by weight (<90 kg vs =90 kg).
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Drug survival of IL-17 and IL-23 inhibitors for psoriasis: a systematic review and meta-analysis
Sarah Thomas*l, Liana Barenbrugl, Gerjon Hanninkl, Marieke Seygerl, Elke De Jongl, Juul Van den Reek!

1Radboud University Medical Center
Title: Drug survival of IL-17 and IL-23 inhibitors for psoriasis: a systematic review and meta-analysis
Introduction & Objectives:

The most recently approved biologics for moderate-to-severe psoriasis are the interleukin (IL)-17 and IL-23
inhibitors. Drug survival is a frequently used outcome to assess drug performance in practice. An overview of the
available drug survival studies regarding IL-17 and IL-23 inhibitors is lacking. Therefore, our objective was to
perform a systematic review and meta-analysis of drug survival of IL-17 and IL-23 inhibitors for psoriasis.

Materials & Methods:

A systematic review and meta-analysis was conducted by searching 4 databases until July 2022 (PubMed, Embase,
Cochrane Library and Web of Science), assessing drug survival of IL-17 and IL-23 inhibitors in patients with
psoriasis. The QUIPS tool was used to assess the quality of included studies. A non-parametric random effects
model as described by Combescure was used to retrieve distribution-free summary survival curves. Survival
probabilities at monthly intervals were extracted from Kaplan-Meier curves using a semi-automated tool.
Summary survival curves were constructed per biologic for different discontinuation reasons: overall,
ineffectiveness and adverse events, and split for the effect modifier biologic naivety. Results were analyzed
separately for real-world patients” data (registries/medical records) and for prescription data (claims/pharmacy).

Results:

Of 1310 abstracts screened for eligibility, 46 studies were included for analysis. Drug survival outcomes of 24,669
patients on secukinumab, ixekizumab, brodalumab, guselkumab and risankizumab were aggregated. Summary
survival estimates of real-world studies for overall, ineffectiveness and adverse event related drug survival were
high (all point estimates >0.8 at year 1) for included biologics, with similar estimates for secukinumab, ixekizumab,
and brodalumab, and higher estimates for guselkumab. All estimates for drug survival were higher in biologic
naive than in experienced patients. Estimates of prescription databases were substantially lower than estimates
from the primary analyses based on real-world data.

Conclusion:

This meta-analysis showed that the investigated IL-17 and IL-23 inhibitors had high drug survival rates, with very
high rates for five-year guselkumab drug survival. We showed that effect modifiers such as biologic naivety, and
the source of data used (real-world data vs. prescription databases) is relevant when interpreting drug survival
studies.
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Efficacy and safety of AK101 in Patients with Moderate to Severe Plaque Psoriasis: Results from a
Randomized, Double-Blind, Placebo-Controlled Phase III Clinical Study
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peking university people’s hospital , Beijing , China,?Akeso Biopharma, Inc, Guangzhou, China
Introduction & Objectives:

Interleukin-12 (IL-12) and interleukin-23 (IL-23) are two essential cytokins involved in the immune-mediated
inflammatory disorders of psoriasis. Anti-IL-12/IL-23 therapy has been developed for the treatment of psoriasis.
AK101 is a fully human monoclonal antibody (mAb) targeting IL-12/IL-23 pathway. It specifically binds to the P40
subunit of both IL-12 and IL-23, resulting in inhibition of the signaling of IL-12 and IL-23 cytokines. This study was
aimed to evaluate the efficacy, safety, dermatology life quality index (DLQI), Pharmacokinetics (PK) and Anti-drug
antibody (ADA) of AK101 in Chinese patients with moderate to severe plaque psoriasis.

Materials & Methods:

A total of 450 psoriasis patients (male and female) with age over or equal to 18 years were planned to be enrolled.
There were 2 cohorts (AK101 135mg and placebo) in this study. In each cohort, subjects were enrolled and
randomized in 2:1 ratio to receive either the active drug AK101 (N=300) or matching placebo (N=150). The
treatment period was 16 weeks in duration; subjects were followed until week 16 after the end of the treatment
period. See the figure below for the detail of study design.

Screening Period Treatment Period
(week -4) (week 0-16)

AKT01 (N=300): AK101 135mg, Week 0 and 4 administration

£
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L Placebo (N=150): Week 0 and 4 administration ‘

A :
__—
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‘ AKI101 135mg ‘ Placebo Primary endpoint: Percentage of subjects who reached PASITS and
sPGAD/] at week 16

R:randomization N:sample size Wiweek PASI: Psoriasis Area and Severity Index sPGA: Static Physician Global Assessment

Results:

Efficacy: AK101 has potential to increase the percentage of subjects who achieved PASI75 and sPGA 0/1
responses at week 16 in subjects with moderate to severe plaque psoriasis. The response rates of PASI 75 and
sPGAO0/1 in AK101 group were 79.4% (239/300) and 64.0% (193/300) respectively at week 16 (P<0.0001), which
were higher than those in placebo group [16.5% (25/150) and 11.7% (18/150), P<0.0001]. At the same time,
AK101 can improved the response rate of PASI90 at week 16 (51.8% in the AK101 group and 7.7% in the placebo
group, P<0.0001), and improved DLQI score of those subjects as well.

Safety: A total of 196 (65.3%) subjects received AK101 treatment and 106 (70.7%) subjects received placebo



experienced at least one treatment-emergent adverse event (TEAE). 85 (28.3%) subjects experienced at least one
treatment-related adverse events(TRAE) in the AK101 treatment group, and 45 (30.0%) subjects in the placebo
group. TEAEs with an incidence rate of = 5% occurred in AK101 treatment group were hyperuricemia (11.3%),
Hyperlipidemia (7.7%) and upper respiratory tract infection (5.7%); 3 subjects experienced serious adverse event
(SAE) in AK101 group and all of the subjects have improved or recovered. There were no AEs leading to the
permanent discontinuation of the treatment. No adverse events with special interest (AESI) and no AEs leading to
death of subjects in this study.

PK and ADA: After subcutaneous(SC) administration of AK101 135mg at week 0 and week 4, the drug
concentration at week 8 was 11.4 + 4.37 ug/mL. The trough concentration reached 2.37 + 1.59 pg/mL at week 16.
Only 2 out of 299 subjects who received 135mg SC administration of AK101 at weeks 0 and 4 developed ADA
positive at baseline. The incidence of ADA positive after baseline treatment was 7.7% (23/299), and the incidence
of NAb positive was 5.0% (15/299).

Conclusion:

AK101 was generally safe and able to improve PASI and sPGAQ/1 response, as well as DLQI score in Chinese
subjects with moderate to severe plaque psoriasis. There was no significant difference in the incidence of AEs
between the AK101 group and the placebo group.
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The Evaluation of Serum Prolactin levels in Psoriasis.
Madireddy Rakesh Reddy*!

lyydehi Hospital, Bengaluru, India

Introduction & Objectives:

Psoriasis is a common, chronic inflammatory and proliferative condition of the skin, associated with systemic
manifestations in many organ systems. Prolactin is a polypeptide hormone, secreted mostly by the anterior
pituitary gland and has multiple immune-stimulatory effects and autoimmunity. Prolactin has a proliferative effect
on keratinocytes, epithelial cells and lymphocytes. Apart from keratinocyte proliferation, prolactin enhances T-
lymphocyte 1FN-UA production and promotes angiogenesis. It also enhances secretion of chemokines such as
CXCL9, CXCL10, CXCL11, which leads to the infiltration of type-1 T-helper cells into the psoriatic lesions. Few
studies worldwide had shown both elevated and decreased levels of serum prolactin in psoriatic patients.
However, in India only very few studies had been done. Therefore, the study was undertaken to evaluate the
serum prolactin levels in psoriasis.

Objectives:

1. To evaluate the epidemiological profile of patients with Psoriasis.

2. To compare the values of serum prolactin levels among Psoriasis patients with controls.
Materials & Methods:

A case-control study conducted in outpatient Department of Dermatology from February 2021 to June 2022. The
study included a total of 120 participants out of which 60 were psoriatic and 60 were non-psoriatic patients.
Detailed history, thorough examination of the patients and laboratory estimation of serum prolactin levels in both
cases and controls were done. Data was entered into Microsoft excel data sheet and analysis was done by using
SPSS 22 version software.

Results:

In our study, the highest incidence of psoriasis was observed in the age group of 18-30 years (38.3%). There was a
male predominance with male to female ratio of 2.53:1. The majority of the patients (63%) had age of onset of <
40 years and most of the patients (38.3%) had a disease duration of 0-6 months. 50% of the patients showed
seasonal variation. 11.7% of patients had joint involvement. 51.6% of the cases had nail changes and the most
common nail change noted was pitting (93.54%). Most of the cases (65%) showed BMI 18.5-24.9 followed by BMI
25-29.9 (35%). The majority of the cases (71.7%) had BSA of 3-10% followed by BSA of > 10% (23.3%). Most of
the cases (51.7%) had PASI 26-40 followed by PASI 41-55 (33.3%).

In our study, the mean serum prolactin levels in the cases and controls was 12.57+8.875 and 6.71+2.684
respectively. The serum prolactin levels were higher in females (17.57+12.54 ng/ml) than in males (10.59+6.01
ng/ml). In our study, there was statistically significant difference between serum prolactin and PASI (P=0.001).

Conclusion:

The results of this study showed statistically significant difference between cases and controls with respect to
prolactin (P< 0.001) and also with the severity of the disease (PASI).
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Bimekizumab 3-year safety and tolerability in moderate to severe plaque psoriasis: Long-term pooled
analysis from five phase 3/3b trials
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Introduction & Objectives

Since psoriasis is a chronic disease, assessment of longterm safety of psoriasis treatments is essential to inform
clinical decision-making and to manage risks for patients.1 Data pooled over 2 years have shown that
bimekizumab (BKZ), a monoclonal IgG1 antibody that selectively inhibits interleukin (IL)-17F in addition to IL-
17A,2 is well-tolerated in the treatment of moderate to severe plaque psoriasis.3 Here, 3-year safety data for BKZ
are evaluated from the largest available pool of phase 3/3b data at the time of this report.

Materials & Methods

Data were pooled from the BE SURE, BE VIVID, and BE READY phase 3 trials, their ongoing open-label extension
(OLE) BE BRIGHT (data cut-off: 23 October 2021), and the ongoing BE RADIANT phase 3b trial (data cut-off: 6
May 2022).4-8 Included patients received BKZ 320 mg every 4 weeks (Q4W) or every 8 weeks (Q8W); all received
BKZ Q8W from Week 64 (BE RADIANT) or Week 100/104 (BE BRIGHT), or the next scheduled clinic visit.

Treatment-emergent adverse events (TEAEs) are reported over 3 years using exposure-adjusted incidence rates
(EAIRs) per 100 patient-years (PY) for all patients who received =1 BKZ dose (BKZ Total); data are also reported
separately for Years 1 (Week 0-52), 2 (Week >52-104), and 3 (Week >104-156) of BKZ exposure.

Results

Total BKZ exposure was 5,461.4 PY (N=2,186) (Year 1: 2,104.6 PY, n=2,186; Year 2: 1,905.2 PY, n=1,962; Year 3:
1,316.9 PY, n=1,547). TEAEs occurred at an EAIR of 174.4/100 PY, serious TEAEs at 5.6/100 PY, and TEAEs leading
to discontinuation at 3.1/100 PY; EAIRs did not increase with longer exposure to BKZ (Table). Over the 3-year
period, 21 deaths occurred; none were reported as treatment-related. Overall rates of TEAEs, in particular Candida
infections, were lower in patients receiving BKZ Q8W compared with BKZ Q4W (Table).

The most common TEAEs were nasopharyngitis (14.1/100 PY), oral candidiasis (10.0/100 PY), and upper
respiratory tract infection (6.2/100 PY), consistent with previous reports.3 The majority of oral candidiasis events
were mild or moderate (99.1%); among patients who experienced oral candidiasis, few discontinued as a result
(1.7%). Serious infections had an EAIR of 1.3/100 PY (Table); the most frequently reported serious infection was



coronavirus infection (0.3/100 PY). No cases of active tuberculosis were reported. EAIRs of laboratory elevations in
aspartate aminotransferase or alanine aminotransferase >3x and >5x the upper limit of normal were 2.0 and
0.5/100 PY, respectively, and did not increase with longer BKZ exposure. EAIRs of adjudicated inflammatory bowel
disease (0.2/100 PY), major adverse cardiac events (0.5/100 PY), and suicidal ideation and behaviour (0.1/100 PY)
were low. EAIRs of other TEAEs of interest are reported in the Table.

Conclusion

Over 3 years of treatment, BKZ demonstrated a favourable safety profile, with no new safety signals observed.
EAIRs of TEAEs did not increase with longer exposure to BKZ.
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Table. Summary of treatment exposure, TEAEs, and TEAEs of interest in BKZ-treated patients over 3 years

By lime period® Over 3 years
BKZ Tolal e
S e e
(N=2,186) (N=1962) (N=1,547) !
Total exposure, PY 2,104.6 1,905.2 1,316.9 2,431.4 3,.035.3 5,461.4
Summary of TEAES, EAIR/100 PY (95% CI)
Any TEAE 227.7 (217.3, 238.4) 136.5 (129.3, 144.0) 106.9 (100.0, 114.1} 224.5 (213.8, 235.6] 121.8 (115.6, 128.3) 174.4 (166.9, 182.7)
Serious TEAES 6.4 (5.3, 7.6) 5.9 (4.8, 7.1) 5.7 (4.4, 7.1) 6.1 (5.1, 7.2) 5.6 (4.7, 6.5) 5.6 (4.9, 6.2)
TEAEs leading to discontinuation 4.5 (3.6, 5.5) 2.3{1.7,3.1) 2.2 (1.5,3.2) 3.9(3.2, 4.8) 2.5(1.9 3.1) 3.1 (2.7, 3.6)
TEAES leading to death® 0.3 (0.1, 0.6) 0.3 (0.1, 0.7) 0.5 (0.2, 1.1) 0.4 (0.2, 0.7) 0.4 (0.2, 0.7) 0.4 (0.2, 0.6)
TEAEs of interest, EAIR/100 PY (95% CI)
Serious infections 16 (1.1, 2.3) 0.8 (0.5, 1.4) 1.4(0.9,2.3) 1.4 (1.0, 2.0 1.3 (0.5, 1.8) 1.3(1.0, 1.7)
Active tuberculosis 0.0 (0.0, 0.0) 0.0 (0.0, 0.0) 0.0 (0.0, 0.0) 0.0 (0.0, 0.0) 0.0 (0.0, 0.0) 0.0 (0.0, 0.0)
Fungal Infections 29.9 (27.5, 32.5) 18.8 [16.8, 21.0) 12.4 (10.5, 14.6) 26.9 (24.5, 29.3) 14.1 (12.7, 15.6) 17.5 (16.3, 18.9)
Candida infections 21.7 (19.6, 23.9) 12.7 (111, 14.4) 8.1(6.6,9.8) 19.5(17.6, 21.5) 8.7 (7.6, 9.9) 11.7 (10.7, 12.7)
Oral candidi 18.5 {166, 20.5) 10.6 (9.1, 12.2) 7.2 (5.8, B.B) 16.7 (15.0, 18.5) 7.5 (6.5, 8.6) 10.0 (9.1, 11.0)
Adjudicated 1BD° 0.3 (0.1, 0.7) 0.2 (0.0, 0.5) 0.1 (0.0, 0.4) 0.3 (0.1, 0.6) 0.1 (0.0, 0.3) 0.2 (0.1, 0.4)
Ad)udicated MACE 0.5 (0.3, 0.9) 0.3 (0.1, 0.7) 0.7 (0.3, 1.3) 0.6 (0.3, 1.0) 0.5 (0.3, 0.8) 0.5 (0.3, 0.7)
Malignancies 0.9 (0.5, 1.4) 1.1(0.7, 1.7) 0.8 (0.4, 1.5) 0.7 (0.4, 1.1) 1.0{0.7, L5) 0.9 (0.6, 1.2)
Excluding NMSC 0.4 (0.2, 0.7) 0.6 (0.3, 1.1) 0.6 (0.3, 1.2) 0.3 (0.1, 0.6) 0.7 (0.4, 1.1) 0.5 (0.3, 0.7)
Adudicated SIB 0.1 (0.0, 0.4) 0.2 (0.0, 0.5) 0.0 (0.0, 0.0} 0.1 (0.0, 0.4) 0.1 (0.0, 0.3) 0.1 (0.0, 0.2)
Neutropenia events 0.8 (0.5, 1.3) 0.5 (0.3, 1.0) 0.2 (0.0, 0.5) 0.8 (0.5, 1.3) 0.3 (0.1, 0.5) 0.5 (0.3, 0.7)
ALT or AST elevations
*3KULN 2.6(1.9,3.3) 2.3(1.7.3.1) 2.1(1.4,3.0) 2.7 (2.1, 3.5) 1.7(1.3,2.3) 2.0 (1.6, 2.4)
»5% ULN 0.8 (0.5, 1.3) 0.3 (0.1, 0.7) 0.5 (0.2, 1.0) 0.7 (0.4, 1.1) 0.4 (0.2, 0.7) 0.5 (0.3, 0.7)
Serious hypersensitivity reactions® 0.1 (0.0, 0.4) 0.1 (0.0, 0.4) 0.0 (0.0, 0.0) 0.1 (0.0, 0.4) 0.1 (0.0, 0.2) 0.1 (0.0, 0.2)
Injection site reactions 3.2 (2.5, 4.1) 1.1 (0.6, 1.6) 1.1 (0.6, 1.9) 2.9 (2.2, 3.6) 1.2 (0.8, 1.6) 1.9 (1.5, 2.3)

Data and any adjudication are shown as of the data cut-offs (BE BRIGHT: 23 October 2021; BE RADIANT: & May 2022). [a] Year 1: Week 0-52 of BKZ exposure; Year 2: Week =52-104 of BKZ
exposure; Year 3: Week =104-156 of BKZ exposure. BE RADIANT has a duration of 144 weeks onby whilst the BE BRIGHT OLE is ongoing beyond Week 144; data beyond Week 144 in BE RADIANT
are therefore from the safety follow-up peniod; [b] Patients are included in the relevant BKZ dose group based on the dose most recently received prior to the date of the adverse event. All patients
received BKZ 320 mg QBW dosing from Week 64 (OLE Week 16, BE RADIANT) or Week 100/104 (OLE Week 48, BE BRIGHT), or the next scheduled dinic visit. Patients who received both

BKZ 320 mg Q4W and O8W are induded in the population count of both treatment groups, but only once in each BKZ total group; [c] Causes of death were reported under the following MedDRA
preferred terms, each for one patient unless otherwise specdified (patients could have multiple preferred terms identified as leading to death): aortic aneurysm rupture, brain neoplasm, cardiac
arrest (5 patients), cardiopulmonary failure, chronic obstructive pulmonary disease, circulatory collapse, completed suicide, coronavirus infection (5 patients), death (2 patients, unknown causse
appraximately 3 months after last BKZ dose), haemorrhagic anaemia, hepatic pain, hypovolaemic shock, myocardial infarction, and road traffic accident; [d] Includes any TEAE adjudicated as
definite or probable TBD; [e] No anaphylactic reactions associated with BKZ were reported. ALT: alanine aminotransferase; AST: aspartate aminotransferase; BKZ: bimekizumab; CI: confidence
interval; EAIR: exposure-adjusted incdence rate; IBD: inflammatory bowel disease; MACE: major adverse cardiac event; MedDRA: Medical Dictionary for Regulatory Activities; NMSC:
non-melanoma skin cancer; OLE: open-label extension; PY: patient-years; Q4W: every 4 weeks; QBW: every 8 weeks; SIB: suicidal ideation and behaviour; TEAE: treatment-emergent adverse
event; ULN: upper limit of normal.
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Abstract N°: 244

Efficacy and Safety of Apremilast for the Treatment of Psoriasis in Special Areas in Pediatric Patients in the
SPROUT Study

Loretta Fiorillol, Emily Beckerz, Anna BeIIoni-Fortinaa, Susana Armesto?, Peter Maes, BA?, Apostolos Kontzias®,
Maria Paris, MD Dr.5, Wendy Zhangs, Zuoshun Zhangs, Lisa Arkin®

1Sto||ery Children’s Hospital University of Alberta, Edmonton, Alberta, Canada,zDriscoII Children’s Hospital,
Corpus Christi, United States, 3Azienda Ospedale Universita Padova, Padova, Italy, *Hospital Universitario Marques

de Valdecilla, Santander, Spain, 5Amgen Inc., Thousand Oaks, United States,6University of Wisconsin School of
Medicine and Public Health, Madison, United States

Introduction & Objectives: Psoriasis (PsO) in special areas is difficult to treat and causes significant disease
burden. Approved systemic therapies for moderate to severe plaque PsO in pediatric patients (pts) are limited and
require subcutaneous injection. Apremilast (APR), a unique oral immunomodulator that inhibits
phosphodiesterase 4, is approved in multiple countries for use in adults with PsO regardless of severity. This
analysis assessed APR efficacy for PsO in special areas in pediatric pts in SPROUT over 16 weeks.

Materials & Methods: SPROUT (NCT03701763) is a phase 3, multicenter, randomized, double-blind, placebo
(PBO)-controlled, parallel study in pts aged =6 to =17 years with moderate to severe plaque PsO (Psoriasis Area
and Severity Index [PASI] =12, body surface area [BSA] =10%, and static Physician Global Assessment [SPGA] =3)
inadequately controlled by or inappropriate for topical therapy. Pts were randomized 2:1 and stratified by age
group to receive either APR (20 mg BID [pts weighing =20 to <50 kg] or 30 mg BID [pts weighing =50 kg]) or
PBO for 16 weeks, after which all pts received APR through Week 52. Endpoints assessed through Week 16
included Scalp Physician Global Assessment (SCPGA) response (0 [clear] or 1 [almost clear] with =2-point
reduction from baseline), modified sPGA of genitalia (sPGA-G) response (0 [clear] or 1 [almost clear] with =2-
point reduction from baseline), Whole Body Itch-Numeric Rating Scale (WBI-NRS) response (=4-point reduction
from baseline), and change from baseline in Children’s Dermatology Life Quality Index (CDLQI). For clinical
endpoints, last observation carried forward (LOCF) was used for Week 16 assessments and nonresponder
imputation (NRI) was used in longitudinal assessments. Multiple imputations were used for CDLQI analyses.

Results: A total of 245 pts (aged 6-17 years) were randomized (APR: 163; PBO: 82) from December 2018 to
December 2021. Of these, 101 (41.2%) pts were aged 6 to 11 years and 144 (58.8%) were aged 12 to 17 years; 120
(49.0%) pts weighed =20 to <50 kg and 125 (51.0%) weighed =50 kg (Table 1).

At baseline, 81.0% of pts in the APR group and 84.1% of pts in the PBO group had moderate to severe scalp PsO
(ScPGA =3). Significantly more pts achieved ScPGA response at Week 16 with APR vs PBO (36.4% vs 18.8%;
P=0.0091; Figure 1). A total of 110 pts (44.9%; 45.4% of APR pts and 43.9% of PBO pts) had moderate to severe
genital PsO (sPGA-G =3) at baseline. Achievement of SPGA-G response at Week 16 was numerically greater with
APR than PBO (39.2% vs 25.0%), although this was not significant, possibly due to small sample size (APR: n=74;
PBO: n=36). Significantly more pts achieved WBI-NRS response at Week 16 with APR vs PBO (52.0% vs 32.1%;
P=0.0110; Figure 2). Greater improvements in CDLQI were also seen at Week 16 with APR vs PBO (least-squares
mean change from baseline —5.1 vs —3.2; P=0.0009) (Figure 3). Limitations include use of LOCF and NRI for
sensitivity analyses. No new safety signals were identified, and adverse events were consistent with the known APR
safety profile. In 21 pts vaccinated during the study (including COVID-19, influenza, diphtheria, pertussis, tetanus,
meningococcus, and hepatitis B), no new safety issues occurred.

Conclusion: APR significantly improved scalp PsO, itch, and quality of life in pediatric pts with moderate to severe



PsO. At Week 16, pts with moderate to severe genital PsO showed a trend toward improvement, although not
significant due partially to sample size.

Table 1. Baseline Demographics and Disease Characteristics

PBO APR Total

Parameter (n=82) (n=163) (N=245)
Age, mean (SD), y 12.2 (3.25) 12.3 (3.32) 12.2 (3.29)
Age, n (%)

6tolly 34 (41.5) 67 (41.1) 101 (41.2)

12t0 17y 48 (58.5) 56 (58.9) 144 (58.8)
Sex, n (%)
Female 39 (47.6) 89 (54.6) 128 (52.2)
Race, White, n (%) 73 (89.0) 140 (85.9) 213 (86.9)
Weight, mean (SD), kg 51.83 (22.172) 52.04 (21.123) 51.57 (21.435)
Weight, n (%)

220 to <50 kg 40 (48.8) 80 (49.1) 120 (49.0)

=50 kg 42 (51.2] 83 (50.9) 125 (51.0)
Duration of plague PsO,
mean (sD), y 3.59 (3.394) 4.27 (3.346) 4,18 (3.358)
sPGA score, n (%)

3 (Moderate) 63 (76.8) 122 (74.8) 185 (75.5)

4 (Severe) 19(23.2) 41 (25.2) 60 (24.5)
ScPGA score, n (%)

0 (clear) 4(4.3) 7(4.3) 11(4.5)

1 (almost clear) 3(3.7) 3(1.8) 6(2.4)

2 [mild) 4(4.9) 17 (10.4) 21 (8.6)

3 (moderate) 49 (59.8) 50 (55.2) 139 (56.7)

4 (severe) 20 (24.4) 43 (25.8) 62 (25.3)
sPGA-G score, n (%)

0 (clear) 27 (32.9) 65 (39.9) 92 (37.6)

1 (almost clear) 2(2.4) 8 (4.9) 10 (4.1)

2 [mild) 15 (18.3) 12 (7.4) 27 (11.0)

3 (moderate) 34 (41.5) 60 (36.8) 54 (38.4)

4 (severe) 2(2.4) 14 (8.8) 16 (6.5)
WHBI-NRS score, mean (5D) 5.1(2.8) 5.4 (2.9) 5.3 (2.9)
CDLQI total score, mean (SD) 7.6 (5.0) 8.8 (5.8) 8.4 (5.6)

Intent-to-treat population.

Pts in the APR arm were assigned to 20 mg BID (baseline weight 220 to <50 kg) or 30 mg BID
(baseline weight =50 kg).

APR=apremilast; CDLQI=Children's Dermatology Life Quality Index; PBO=placebo; PsO=psoriasis;
ScPGA=5calp Physician Global Assessment; sPGA=static Physician Global Assessment; sPGA-G=static
Physician Global Assessment of Genitalia; WBI-NRS=Whole Body Itch Numeric Rating Scale.

Figure 1. ScPGA Response Rates Over Time
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APR=apremilast; PBO=placebo; ScPGA=5calp Physician Global Assessment.



Figure 2. WBI-NRS Response Over Time
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Figure 3. CDLGI Total Score Change From Baseline Over Time
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Abstract N°: 364

Estimation of Keratins K5/K14 and miRNA-21 Levels in Keratinocytes of Psoriasis Vulgaris Lesions
Maha Fathy Elmasry*!

IFaculty of Medicine, Cairo University, Dermatology, Cairo, Egypt

Introduction & Objectives: Psoriasis is a common inflammatory skin disease with a global incidence of 1.9%. Its
clinical features are red scaly plaques that can affect any part of the body. The aim of this study is to investigate K5
and K14 tissue levels and the possible role of microRNA 21 on their levels in keratinocytes of psoriasis vulgaris
patients.

Materials & Methods: The present study included 80 participants divided into 40 psoriasis vulgaris patients and
40 healthy subjects of matched age and gender. All participants were subjected to full history taking and clinical
examination. Quantitative real-time PCR was done to estimate the expression level of tissue microRNA 21. As well
as estimation of tissue levels of K5 and K14 by ELISA techniques

Results: Results revealed that both K14 level and microRNA 21 were significantly increased in Psoriasis patients
compared to the healthy group with p-value <0.001. Results showed also a significant positive correlation
between K5 and K14 among the control group with p-value <0.001, while a negative correlation was found
between K14 and microRNA 21.

Conclusion: Marked elevation of K14 was found in psoriasis vulgaris epidermis, though K5/K14 is usually paired
there was a discrepancy between their levels in the psoriatic lesions, also miRNA-21 was markedly upregulated
and was negatively correlated to the high levels of K14. Further studies are needed on wider population for more
elucidation of their relationship and their role in the pathogenesis of Psoriasis vulgaris.
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Abstract N°: 365

Possible role of LncRNA MEG3-microRNA-21 and endoplasmic reticulum stress (ER stress) proteins in the
pathogenesis of Psoriasis Vulgaris.

Maha Fathy Elmasry*!

IFaculty of Medicine, Cairo University, Dermatology, Cairo, Egypt

Introduction & Objectives: Psoriasis is a chronic inflammatory immune mediated disease arising from interaction
between genetic risk variants and the environment. Maternally expressed gene3 (MEG3) is a long noncoding RNA
(IncRNA) known for gene transcription regulation and inhibiting proliferation. MEG3 competes with microRNA
(miRNA-21) influencing cell proliferation and apoptosis balance. Endoplasmic reticulum (ER) stress proteins
promote cell survival via unfolded protein response (UPR) influenced by MEG3. We aimed to detect the possible
role of MEG3, miRNA-21 and ER stress proteins in pathogenesis of psoriasis vulgaris.

Materials & Methods: The present study included 80 participants divided into 40 psoriasis vulgaris patients and
40 healthy subjects of matched age and gender: Human GRP78, ATF6, caspase3 tissue levels were assayed by
Enzyme Linked Immunosorbent Assay (ELISA). Assessment of long non-coding MEG3 and miRNA 21 expressions
was done by quantitative real time polymerase chain reaction (qRT-PCR).

Results: Expression of MEG3 was significantly downregulated, while miRNA-21 was remarkably upregulated, ER
stress proteins GRP78, ATF6 and caspase 3 all showed low levels in homogenized psoriatic lesions when compared
to normal skin. miRNA 21 and MEG3 were identified as possible diagnostic markers for psoriasis vulgaris.

Conclusion: MEG3 is barely expressed in psoriatic lesions while miRNA-21 expression is remarkably elevated but
when correlated to each other there was unexpected positive correlation. MEG3 and miRNA-21 were identified
aspossible diagnostic markers for psoriasis. Undifferentiated psoriatic lesions have very weak UPR.
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Abstract N°: 379

Efficacy and safety of tildrakizumab for the treatment of moderate-to-severe plaque psoriasis of the scalp:
A multicenter, randomized, double-blind, placebo-controlled, Phase 3b study

Kurt Gebauer*l: 2, Lynda Spelman3' 4 Paul Yamauch?, Jerry Bagele, Tushar Nishandar’, Michael Craneg, Iris
Kopeloff®, Mudgal Kothekar’, Siu-Long Yao®, Howard Sofer®

Fremantle Dermatology, Fremantle, Australia, 2Probity Medical Research, Waterloo, Canada, 3Veracity Clinical
Research, Woolloongabba, Australia, 4Probity Medical Research, Brisbane, Australia, >David Geffen School of
Medicine at UCLA, Los Angeles, United States, 6psoriasis Treatment Center of Central New Jersey, East Windsor,

United States, ’Sun Pharma Advanced Research Company (SPARC), Mumbai, India,8Sun Pharma, Princeton,
United States

Introduction & Objectives: Tildrakizumab is an anti-interleukin-23 p19 monoclonal antibody approved for the
treatment of moderate-to-severe plaque psoriasis. Efficacy and safety of tildrakizumab for the treatment of scalp
psoriasis were investigated in a Phase 3b, randomized, double-blind study (NCT03897088).

Materials & Methods: Patients with moderate-to-severe plaque psoriasis of the scalp (Investigator’s Global
Assessment [IGA] mod 2011 [scalp] =3, Psoriasis Scalp Severity Index [PSSI] =12, =30% scalp surface area
affected) were randomized 1:1 to receive tildrakizumab 100 mg or placebo at Week (W)0 and W4. The primary
efficacy endpoint was IGA mod 2011 (scalp) response, defined as “clear (0)” or “almost clear (1)” with =2-point
reduction from baseline, at W16 (modified intention-to-treat [mITT] population); key secondary endpoints were
PSSI 90 response at W16 and W12 and IGA mod 2011 (scalp) response at W12 (all mITT). Missing data were
imputed as nonresponse. Safety was assessed in all patients as treated.

Results: The safety population included 231 patients (58.0% male, mean age 45.2 years; mITT, 171 patients). The
primary endpoint of IGA mod 2011 (scalp) response at W16 was achieved in significantly more patients receiving
tildrakizumab vs placebo (49.4% vs 7.3%; P <0.00001). Tildrakizumab was superior to placebo for all key secondary
endpoints (PSSI 90 response, 60.7% vs 4.9% at W16, 48.3% vs 2.4% at W12; W12 IGA mod 2011 [scalp] response,
46.1% vs 4.9%; all P <0.00001; Table). No serious treatment-related adverse events occurred.

Conclusion: Tildrakizumab was efficacious vs placebo for the treatment of moderate-to-severe plaque psoriasis of
the scalp. No new safety signals were detected.



Table. Primary and key secondary endpoints through Week 16

Week 16 Week 12
TIL 100 mg PBOD TIL 100 mg PBO
(n=839) (n=82) (n=89) (n=82)
1GA mod 2011 (scalp), n (%) 44 (49 4) 6(7.3) 41 (46.1) 4(4.9)
Response rate difference, TIL vs PBO (%) a0 39
95% Cl 28.2,51.8 27.6,50.4
P-value =0.00001 <0.00001
PSS90, n (%) 54 (60.7) 4(4.9) 43 (48.3) 2(2.4)
Response rate difference, TIL vs PBO (%) 53 44
95% Cl 423, 637 333 551
P-value =0.00001 <0.00001

The primary and secondary endpaints were analyzed in the mITT analysis set with NRI. The P-value was
less than the prespecified o level of 0.0025; therefore, the primary and key secondary endpoints were
statistically significant per the step-down sequential testing approach, and testing of endpoints

proceeded for all. Treatment difference and 95% Cl are shown.

Cl, confidence interval; IGA mod 2011 (scalp), Investigator Global Assessment modified 2011 (scalp)
score of 0 or 1 with a 22-point reduction from baseline; mITT, modified intention-to-treat; NRI,
nonresponder imputation; PBO, placebo; PSSI, Psoriasis Scalp Severity Index score; TIL, tildrakizumab.
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Abstract N°: 396

Response to IL-17A inhibitors according to prior biologic exposures: a Danish nationwide study

Nikolai Loftl, Alexander Egebergz, Daniel Isufil, Mads Kirchheiner Rasmussen3, Lars Erik Bryld4, Tomas Norman
Dam?®, Kawa Khaled Ajgeiy6, Trine Bertelsen3, Lone Skov!

1Department of Dermatology and Allergy, Herlev and Gentofte Hospital, University of Copenhagen, Hellerup,
Denmark, 2Department of Dermatology, Bispebjerg Hospital, Copenhagen, Denmark, 3Department of
Dermatology, Aarhus University Hospital, Aarhus, Denmark, 4Department of Dermatology, Zealand University

Hospital, Roskilde, Denmark, >Dermatology Clinic, Nykoebing Falster, Denmark, ®Department of Dermatology,
Odense University Hospital, Odense, Denmark

Introduction & Objectives: Studies suggest that patients with previous exposure to an interleukin (IL)-17
inhibitor do not necessarily fail treatment with another IL-17 inhibitor. Whether response to an IL-17 inhibitor is
different in patients with previous IL-17 inhibitor exposure compared with patients with exposure to biologics with
other cytokine targets remains to be elucidated. We wanted to assess and compare the proportion of patients
responding to treatment with IL-17A inhibitors with previous exposure to IL-17A inhibitors and in patients with
previous exposure to (an)other biologic(s) than IL-17A inhibitors.

Materials & Methods: All patients in DERMBIO with a treatment series with an IL-17A inhibitor (secukinumab or
ixekizumab) between April 2015 and October 2019 were eligible for inclusion. Patients were categorized in those
treated with IL-17A inhibitors with previous exposure to an IL-17A inhibitor and in those with previous exposure
to (an)other biologic(s) than IL-17A inhibitors. Response according to absolute psoriasis area and severity index
(PASI)<2 as response. The proportion of patients responding in the groups was assessed using chi2 test.

Results: In total, 100, 93, and 83 patients with previous exposure to an IL-17A inhibitor and 414, 372, and 314
patients with previous exposure to an(other) biologic(s) than an IL-17A inhibitor were assessed after 3, 6, and 12
months respectively. No differences in the proportion of patients achieving PASI<2 was observed between the
two groups after 3 months (54% vs. 57%, p=0.59), 6 months (n: 70% vs. 66%, p=0.42), and 12 months (69%

vs. 60%, p=0.14). Patients with previous failure to an IL-17A inhibitors were further categorized into those with
previous treatment failure and into those with drug discontinuation due to other reason than treatment failure. In
total, 93 stopped the previous IL-17A inhibitor due to treatment failure and 28 stopped due to other reasons. No
differences in proportion of patients achieving PASI<2 after 3 months (54% vs. 55%, p=0.95), 6 months (71%

vs. 71%, p=0.96), and 12 months (69% vs. 69%, p=0.97) were observed between the two groups

Conclusion: In conclusion, when treating patients with IL-17A inhibitors the cytokine target of the previous
biologic does not seem to affect the response and the reason for discontinuation of previous biologic do not
seem to affect the response.
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Abstract N°: 400

Low-incident Anti-Guselkumab Antibodies Did Not Reduce PASI Response in the Phase 3 NAVIGATE Trial,
Whereas Anti-Ustekinumab Antibodies Were Associated With Reductions in PASI Response

Brian Kirby*l, Peter Wolfz, Saakshi Khattria, Enzo Errichetti?, Patricia Goreck?, Megan Millerﬁ, Eric Ghorayeb7,
Jingzhi Jiang®, Yaowei Zhu?

1St. Vincent’s University Hospital and Charles Institute of Dermatology, University College Dublin, Ireland,
2Department of Dermatology, Medical University of Graz, Graz, Austria,>Mount Sinai Doctors, New York, NY,
United States, 4University Hospital “Santa Maria della Misericordia” , Udine, Italy,5Janssen-CiIag Ltd, High
Wycombe, United Kingdom, ®Janssen Research & Development, LLC, Spring House, PA, United States,

7Immunology Global Medical Affairs, Janssen Pharmaceutical Companies of Johnson & Johnson, Horsham, PA,
United States

Introduction & Objectives: Anti-drug antibodies (ADA) can potentially diminish clinical response. Among
patients with plaque psoriasis, anti-ustekinumab (UST) ADA in the PHOENIX 1 clinical trial were mostly
neutralizingl whereas anti-guselkumab (GUS) ADA in the VOYAGE 1 & 2 trials were not.2 In the phase 3
NAVIGATE trial,3 psoriasis patients with inadequate response to UST had improved response when switched to
GUS. In this post hoc analysis of the NAVIGATE data, the association of ADA against UST or GUS with Psoriasis
Area and Severity Index (PASI) response was explored.

Materials & Methods: In NAVIGATE, patients with moderate-to-severe plaque psoriasis (n=871) were initially
treated with open-label UST through Week (W)16. Patients with inadequate response (Investigator Global
Assessment [IGA] =2) at W16 were then randomized to GUS (n=135) or UST (n=133) through W52. Patients with
adequate response (IGA=0/1) at W16 (n=585) continued with UST. Serum samples were measured for ADA
(among patients with evaluable samples) using electrochemiluminescence immunoassays at W16 and W52 for
UST and W36 and W52 for GUS. PASI90 and PASI100 responses represent 90% and 100% reductions from
baseline in PASL

Results: After 16 weeks of initial treatment with UST, 8.0% of 585 patients with adequate response (IGA=0/1) had
anti-UST ADA (Figure 1). Among those with inadequate response (IGA =2) at W16 (before randomization), 17.2%
of 267 patients had anti-UST ADA. Of those randomized to GUS at W16, only 3.0% had anti-GUS ADA by W36. By
W52, incidence of each ADA had increased (Figure 1). As expected, the highest proportions of patients with PASI
responses at W52 had IGA=0/1 at W16 after initial treatment with UST (Figure 2). However, those with anti-UST
ADA had lower PASI90 and PASI100 response rates compared to those without anti-UST ADA (Figure 2). Anti-UST
ADA were also associated with lower W52 PASI90 and PASI100 response rates in patients with W16 IGA =2
randomized to UST (Figure 2). Among UST inadequate responders randomized to GUS at W16, the presence of
anti-UST ADA appeared to be associated with much smaller reductions in W52 PASI responses compared to those
randomized to UST (Figure 3). In contrast, anti-GUS ADA were not associated with reductions in PASI90 or
PASI100 response rates in these patients (Figure 3). The apparent increase in PASI responses with anti-GUS ADA
could be due to the small number of patients with anti-GUS ADA.

Conclusion: Anti-UST ADA were more common in patients with inadequate IGA response (IGA =2) after 16 weeks
of UST treatment than in those with adequate response (IGA=0/1). After randomization of inadequate responders
to GUS or UST, incidence of anti-GUS ADA was lower than that of anti-UST ADA, and anti-GUS ADA were not
associated with diminished PASI response.



REFERENCES \1. Papp, KA et al. Lancet. 2008;371:1675.
\2. Zhu, Y et al. / Invest Dermatol. 2019;139:1830. \3. Langley, RG et al. Br / Dermatol. 2018;178:20.
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Figure 3. Association of Anti-Ustekinumab or Anti-Guselkumab Antibodies
with PASI Response at Week 52 in Patients Treated with Guselkumab
after 16 Weeks of UST Treatment
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Abstract N°: 426

Efficacy and improvement in quality of life in patients treated with brodalumab in real clinical practice: a
case series of 31 patients.

Nerea Mohino Farré*l, Jose Antonio Puon—Montcusil, Anna Sénchez—PuigdoIIersl, Mar Cordellat—Martl'nezl, Jose

David Canovas-Garcial, Clara Martin-Callizo, Laia Pastor-Janél, Miquel Just-Sarobél

IHospital Universitari de Tarragona Joan XXIII, Tarragona, Spain
Introduction & Objectives:

Psoriasis is a chronic inflammatory cutaneous disease with systemic manifestations and multiple comorbidities,
including psoriatic arthritis, cardiovascular disease and obesity. Advances in the understanding of the
pathogenesis of the disease have enabled new highly effective therapies targeting the IL-23/Th17 pathway.

Patients with moderate-to-severe plaque psoriasis are candidates for systemic treatments, including biologic
therapies. Brodalumab is a fully human recombinant monoclonal antibody type IgG2 that binds with high affinity
to IL-17RA and blocks the biological activity of the proinflammatory cytokines IL-17A, IL-17F, IL-17A/F, IL-17C and
IL-17E, therefore inhibiting inflammation and clinical symptoms associated with psoriasis.

Materials & Methods:

The main objectives of this analysis are to determine the efficacy and safety of Brodalumab in the University
Hospital Joan XXIII of Tarragona and compare these data with those observed in the Clinical Trials.

Baseline characteristics

Number of patients 31

Mean age (years) 54,5
Men/Wowen n (%) 16 (952%) / 15 (48%)

Mean time of follow-up (years) 14,8
Mean BMI (Kg/m?) 28,8

PASI (mean) 9,7
BSA (mean) 13,7
DLQI (mean) 20,6

Table 1. Description of the epidemiological data, follow-up time, PASI, BSA and DLQI
scores of the sample of patients with psoriasis moderate-to-severe treated with
brodalumab. BMI: Body Mass Index. PASI: Psoriasis Area and Severity Index. BSA:
Body Surface Area. DLQI: Dermatology Life Quality Index.

A total of 31 patients with moderate to severe plaque psoriasis in treatment with brodalumab for at least 36 weeks
(maximum 52 weeks of follow-up) were included.

Results:

Efficacy and quality of life were assessed by PASI and DLQI scores, respectively, at week 4, 12, 24, 36 and 52.
Regarding the number of previous treatment lines before starting brodalumab, 83.9% (n=25) had received 1
single biological therapy previously.

A rapid improvement in absolute PASI was observed: 66% reduction of baseline PASI at week 4 and 90% at week



12. At week 12, 84%, 68% and 58% of patients achieved PASI 75, 90 and 100, respectively. This improvement was
maintained over time until week 52.

PASI 124

TIME (weeks)

Figure 1: PASI score evolution over time, measured in weeks.

Rapid improvement in quality of life: a DLQI score reduction of 82% was observed as early as 4 weeks, reaching
93% at week 4 and maintained until week 52.

There were 6 discontinuations due to lack of efficacy, 3 due to remission of the disease at week 36 and 1 due to
the appearance of joint involvement.

Efficacy data assessed by PASI scores were analyzed according to BMI and number of treatments received prior to
brodalumab initiation. Regarding BMI, patients were divided into 2 cohorts: BMI<30 (n=13) and BMI = 30 (n=18).
No significant differences were observed in the different groups in terms of efficacy or fast onset of action. As for
the number of previous treatment lines, no significant differences were observed either.

Conclusion:

In this case series, brodalumab has shown high effectiveness and fast onset of action, with a 90% reduction of
baseline PASI at week 12. These results are similar to those obtained in the AMAGINE-2 and AMAGINE-3 clinical
trials. Concurrent improvement in quality of life was observed. The population in this case series is mostly obese,
and brodalumab appears to be a therapeutic alternative that offers a high efficacy regardless of the patient’s BML
Regarding the number of previous treatment lines, no conclusions can be drawn on efficacy, as most patients
have received only one. Finally, there was only one discontinuation due to adverse effects, demonstrating a good
safety profile.
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Abstract N°: 463

Sensory properties analysis of the main pharmaceutical forms used in the topical treatment of plaque
psoriasis

Nuria Garcial, Pere Guird!, Txell Guila*2, Cristina Ravent6s?, Jordi Galvan?, Miquel Ribera3 4

LAImirall R&D, Sant Feliu de Llobregat, Spain, 2Almirall, Medical Affairs, Barcelona, Spain, 3Parc Tauli Hospital

Universitari, Dermatology Department, Sabadell, Spain, Hnstitut d’Investigacio i Innovacié Parc Tauli (I3PT-CERCA)
Universitat Autonoma de Barcelona, Sabadell, Spain

Introduction & Objectives: In psoriasis, poor treatment adherence is frequently related to low efficacy and
limited cosmetic acceptability from patients’ perspective. To potentially increase adherence and thus improve
clinical outcomes, patient preferences should be considered. Some of the important attributes of topical medicines
for psoriasis treatment in patients’ view are good moisturizing properties, good absorption, not greasy and low
skin shinning, amongst others. In order to evaluate these attributes of topical psoriasis treatment options, a study
was conducted to characterize the sensorial properties of a calcipotriol (CAL) and betamethasone dipropionate
(BDP) cream vehicle based on polyaphron dispersion (PAD) Technology and then compare them with those of a
conventional ointment and gel (oleogel) formulations for psoriasis. In this new analysis, properties of the CAL/BDP
PAD-cream vehicle are compared also with those of a non-aqueous foam formulation.

Materials & Methods: A panel of 16 experts assessed sensory properties of four different formulations similar to
those used in the topical treatment in psoriasis (PAD-cream, oleogel, ointment and non-aqueous foam) at four
different stages: appearance, pick-up, rub-out and after-feel. Descriptive sensory analysis was used to evaluate
relevant attributes. Each attribute was rated on a line scale (range 0-100%). Active ingredients were not used
because panellists were healthy volunteers, and comparable formulations were needed to be used instead.

Results: CAL/BDP PAD-cream vehicle was evaluated as having a low grease behaviour, good wetness, good
spreadability and low after-feel stickiness, while the non-aqueous foam formulation showed a less desirable
behaviour regarding these properties. Both cream vehicle and non-aqueous foam formulation showed similar
behaviour during picking-up and immediate after-feel. However, after rubbing-out, the non-aqueous foam
formulation showed an after-feel behaviour similar to the ointment, since the foam effect given by the propellants
disappears, while CAL/BDP PAD-cream vehicle showed less gloss, lower stickiness and left a lower amount of
residue on the skin.

Conclusion: Overall, CAL/BDP PAD-cream vehicle has the desirable requirements for a topical product for the
treatment of psoriasis, with better sensory properties than the foam formulation, which may lead to greater
acceptance and adherence, as it improves several attributes preferred by psoriasis patients.
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Figure 1. Radar diagram of the sensory evaluation of CAL/BDP PAD-cream vehicle versus
petrolatum ointment, oleogel and foam formulations regarding parameters, including in the
terms of appearance (1-3), pick-up (4-7), rub-out (8-12) and after-feel (13-20). BDP,
betamethasone dipropionate; CAL, calcipotriol; PAD, polyaphron dispersion.
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Abstract N°: 475

Immunological memory of psoriatic lesions
Agnieszka Owczarczyk-Saczonek!, Marta Kasprowicz-Furmanczyk?, Joanna Czerwifiskal

IThe University of warm and mazury, Department of Dermatology, Sexually Transmitted Diseases and Clinical
Immunology , Olsztyn, Poland

Introduction & Objectives:

The natural course of psoriasis is the appearance of new lesions in the place of previous ones, which disappeared
after a successful therapy. Recent studies showed that after resolving of psoriatic plaques we can still find a trace
of inflammation in the form of tissue resident memory cells (TRM): CD8+ T cells are abundantly present in
epidermis and CD4+ in the dermis. Epidermal CD8+ TRM cells express CLA, CCR6, CD103 and IL-23R antigen and
produce IL-17A during ex vivo stimulation, while CD4+ CD103+ TRM can produce IL-22 during stimulation. TRM
in healed skin were still present and functioning after several years of disease remission.

Materials & Methods:

Systemic and topical therapy aims at constraining the inflammation, but also at inhibition of the TRM formation
and reduction of its number. The recent study examining the lymphocete profile in psoriatic lesions after
secukinumab and guselkumab treatment showed that both treatments reduced inflammatory DC and CD4+
CD49a-CD103-T. Interestingly, guselkumab reduced the number of TRM and promoted Treg, while secukinumab
had the opposite effect. This is a very important conclusion from the study, because blocking IL-23 (a regulatory
cytokine) TRM can be blocked effectively.

In own studies we assessed the occurrence of TRM in psoriatic lesions prior to and after 12 weeks of therapy in
patients treated systemically with methotrexate or secukinumab or ixekizumab or adalimumab. The most rapid
response was observed in case of therapy with anti-IL-17 at week 4 of treatment, while with MTX and anti- TNF
the response was observable at week 12. On the other hand topical treatment with Cal/BD foam significantly
decreased the expression of TRM markers mainly in the epidermis, and to a lesser extent in the dermis, during the
12-week observation period. It probably results from a worse penetration of the drug into the dermis and the
effect of the preparation mainly on the epidermis. The persistence of a high expression of TRM markers in the
dermis may result in the rapid recurrence of lesions after discontinuation of topical treatment.

Results:

A significant positive relationship was demonstrated between the expression of TRM markers in patients with
plaque psoriasis and the duration of skin lesions, which obliges us to implement therapy as soon as possible.

Understanding the mechanisms of psoriatic inflammation and the role of TRM can help to explain the key issues
related to the disease:

- the resistance of lesions to treatment and reactivation of lesions at the same location,
- isomorphic Koebner phenomenon,
- the proper time of patient treatment, longer than lesion remission, to suppress and reduce the amount of TRM.

Conclusion:



The presence of TRM explains the clinical phenomenon of tendency of psoriatic lesions to relapse in the same
location and it allows to develop new therapeutic strategies in the future.
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Influence of guselkumab therapy on libido in patients with moderate to severe psoriasis in clinical routine:
interim analysis of the non-interventional German G-EPOSS study after 28 weeks

Sascha Gerdes*l, Peter Weisenseelz, Adriana Otto3, Andreas Schwinn?, Judita Makuc®, Lukas ScharfenbergerS,
Simmy Jacobsen?®, Juliane Behrens®, Nina Trenkler’, Sarah Tabori°, Sebastian Zimmer®

Ipsoriasis Center, Department of Dermatology, University Medical Center Schleswig-Holstein Campus Kiel, Kiel,
Germany, 2Dermatologikum Hamburg, Hamburg, Germany, 3MediCorium, Oberursel, Germany, “Dermatology

Practice Dr. med. Andreas Schwinn, Memmingen, Germany, 5Janssen—CiIag GmbH, Neuss, Germany,6Hautmedizin
Saar, Merzig, Germany

Introduction & Objectives:

According to the World Health Organization (WHO), sexual health is inseparably linked to overall health, well-
being and quality of lifel. In one psoriasis cohort, 40.8% of the patients reported sexual dysfunction 2. Libido
usually declines gradually with age. However, psoriasis can further exacerbate this natural trend and certain
treatment options can even have a negative effect on sexual health3. G-EPOSS, a prospective, German
multicentre, noninterventional study takes a holistic view of patient’s well-being under guselkumab treatment,
using patient-reported outcomes to examine sexual life (including libido) across age groups in routine clinical
practice.

Materials & Methods:

The G-EPOSS study enrolled patients starting treatment with guselkumab from 10/2019 until 08/2021. Their sexual
life was assessed using the Relationship and Sexuality Scale (RSS) questionnaire. This interim analysis describes
outcomes for 293 patients through Week 28 (W28).

Results:

Sexual life improved among study participants overall and for all age groups with guselkumab treatment. At
baseline, patients across different age groups indicated that their sex life had been negatively affected since the
onset of their psoriasis.

From baseline to W28, RSS scores for impact on sexual life improved by 18% in the age group 18-<30 years, 20%
in the group 30-<45 years, 17.1% in the group 45-<60 years, 11.1% in the group >60 years.

Treatment of psoriasis with guselkumab had a positive effect on sexual desire. From baseline to W28, RSS scores
for sexual desire improved from 4.5% to 8.8% in the age group 18-<30 years, 6.2% to 22.7% in the group 30-<45
years, 7.0% to 14.1% in the group 45-<60 years, and 2.2% to 7.5% in the group >60 years.

Furthermore, the increase in libido was accompanied by improved satisfaction with frequency of sexual
intercourse. From baseline to W28, RSS scores for satisfaction with sexual intercourse frequency increased from
59.1% to 91.1% in the age group 18-<45 years, 48.7% to 80.7% in the group 30-<45 years, 55% to 69.3% in the
group 45-<60 years, and 55.5% to 57.5% in the group >60 years.

Conclusion:

The G-EPOSS study is the first to show an association between psoriasis treatment with guselkumab and an
improvement of the sexual life of the patients. This manifests in an increased libido of patients as well as an



increase of sexual desire and satisfaction about the frequency of sexual intercourse until week 28 of treatment
across all age groups. The increase in libido is even more pronounced in patients with psoriasis in the anogenital
region at baseline. These results underscore the importance of focusing not only on treating the physical burden
of psoriasis but also on the patient’s perspective on overall well-being.

\1. World Health Organization - WHO [homepage on the internet] Defining sexual health. [Accessed Mar 2023].
Available from: http://www.who.int/reproductivehealth/topics/sexual_health/sh_definitions/en/

\2. Gupta MA, Gupta AK. Psoriasis and sex: a study of moderately to severely affected patients.int / Dermatol
1997;36(4):259-262.

\3. Duarte et al. Psoriasis and sexual dysfunction: links, risks, and management challenges, Psoriasis
(Auckl) 2018;8:93-99.
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Kynurenine pathway in psoriasis-a promising link?
Anna Stepaniuk*l, Anna Baranl, Iwona Flisiak!

IMedical University of Bialystok, Department of Dermatology and Venerology, Bialystok, Poland

Introduction & Objectives: Psoriasis is a common dermatosis which affects the patient’s skin and also general
well-being due to its link to diseases such as depression, kidney diseases or metabolic syndrome. Kynurenine
pathway is one of the ways amino acid tryptophan is metabolised. In comorbidities typical for psoriasis such as
chronic kidney disease, depression and atherosclerosis higher activity of the kynurenine pathway was observed
when compared to the healthy individuals. The goal of this study is to explore the correlation between psoriasis,
its comorbidities and their link to the kynurenine pathway as this subject has not been widely studied yet.

Materials & Methods: Researches included in the PubMed database in English, Polish and German were
considered for this study. Medical Subject Headings used to investigate this top included: ‘psoriasis’; ‘kynurenine
pathway’; ‘kynurenine’; ‘quinolinic acid’; ‘indolamine 2,3-dioxygenase’; ‘kynurenine in cardiovascular diseases’;
‘kynurenine in depression’; ‘kynurenine in kidney disease’; ‘kynurenine in autoimmune diseases’; ‘kynurenine in
psoriasis’; ‘kynurenine pathway in psoriasis’; ‘kynurenine pathway in depression’; ‘kynurenine pathway in kidney
diseases’; ‘kynurenine pathway in autoimmune diseases’ and ‘kynurenine pathway in cardiovascular diseases’.

Results: Tryptophan is an amino acid metabolised to serotonin, which regulates biological processes such as
appetite, sleep or mood. However, approximately 99% of tryptophan is catabolised in the kynurenine pathway.
The main product of the kynurenine pathway is nicotinamide adenine dinucleotide, however substances such as
kynurenine and quinolinic acid that are by-products of this metabolic route are biologically active and believed to
exhibit neurotoxic properties. In different studied it was noted that those metabolites negatively effect different
organs and they were linked to the development of neurological, autoimmune and cardiovascular diseases among
others. Abnormalities in the kynurenine pathway were also observed in acute kidney injury and chronic kidney
disease. Patients suffering from psoriasis are at a greater risk of developing those diseases compared to a general
population.** However, the kynurenine pathway has not been thoroughly studied among patients with psoriasis
even though increased levels of L-kynurenine, one of an enzymes in the kynurenine pathway, were found in the
psoriatic skin lesions.

Conclusion: Few reports show increased levels of metabolites and enzymes of the kynurenine pathway among
patients with psoriasis and in psoriatic lesions but this connection has not been thoroughly researched yet.
However, the alterations in kynurenine pathway in various psoriasis comorbidities point to the promising and a
worth exploring new path that can help better understand the pathogenesis of psoriasis.
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Response of palmoplantar pustulosis to upadacitinib: a case series of 5 patients

Neda Rahbar Kooybaranl, Athanasios Tsianakasz, Katharina Kohl3, Johannes Mohrl, Dagmar WiIsmann—Theisg,
Rotraut MéBner!

1University Medical Center Géttingen, Department of Dermatology, Venereology and Allergology,2Fachklinik Bad
Bentheim, Department of Dermatology, 3University of Bonn, Department of Dermatology and Allergology

Introduction & Objectives:

Palmoplantar pustulosis (PPP) is a rare, chronic inflammatory skin disease and characterized by sterile pustules,
erythema, and hyperkeratosis on the palms and soles. Recently, the first case of a successful therapy with the
Janus kinase inhibitor (JAKi) upadacitinib in PPP has been published. Here, we report on five additional patients
with PPP treated with upadacitinib.

Materials & Methods:

Retrospective analysis of the treatment effect of upadacitinib in five PPP patients treated in the dermatology
departments of three German medical centers.

Results:

In this case series of five PPP patients, an average of 5.2 systemic therapies were used before upadacitinib therapy.
In patient 1, good control by tofacitinib was maintained after switching to upadacitinib, in patient 2 and 3 there
was a very good therapeutic response of PPP under upadacitinib, in patient 4, after a partial effect of guselkumab,
PPP almost cleared after switching to upadacitinib, and in patient 5 there was a moderate improvement of PPP.

Conclusion:

To date, there are only small case series and few case reports on the therapy of PPP with tofacitinib, a JAKi that
primarily inhibits JAK1 and JAK3, and one case report on the successful therapy of PPP with upadacitinib that has
predominately a selectivity for JAKL. Our case series, together with the case already published, suggests that
upadacitinib and possibly also other selective JAK1 inhibitors may be promising therapeutic options for PPP.
Future studies are warranted to further investigate the role of JAKi in PPP.
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Abstract N°: 565

Secukinumab Demonstrates Sustained Retention and Favourable Safety in Patients With Moderate to
Severe Plaque Psoriasis in a Real-world Setting: Long-term Results From an Interim Analysis of the SERENA
Study

Matthias Augustin*l, Ralph Von Kiedrowskiz, Dimitrios Rigopoulos3, Paul-Gunther Sator*, Curdin Conrad®, Marco
Romanelli®, Pierre-Dominique Ghislain’, Barbara Schulz®, Maher Aassi®, Piotr Jagiello®

Lnstitute for Health Services Research in Dermatology and Nursing, University Medical Center Hamburg,
Hamburg , Germany, 2Company for Medical Study & Service Selters (CMS3) GmbH, Selters, Germany,
3Dermatology and Venerology, National and Kapodistrian University of Athens, Medical School, Athens, Greece,
4Department of Dermatology, Municipal Hospital Hietzing, Vienna , Austria,>Centre hospitalier universitaire
Vaudois, Lausanne, Switzerland, 6Dermatology Department, University of Pisa, Pisa, ItaIy,7DermatoIogy, Cliniques

Saint-Luc, Université Catholique de Louvain, Brussels, Belgium, 8Novartis Pharma AG, Basel, Switzerland

Introduction & Objectives: Secukinumab has shown long-lasting efficacy and a favorable safety profile across
multiple clinical trials across various domains of psoriatic diseasel-7. Real-world evidence studies provide
additional valuable data on the long-term retention and safety of secukinumab in routine clinical practice. This
interim analysis of the SERENA study reports retention and safety data from patients with psoriasis (PsO) enrolled
in the study between October 2016 and October 2018 who were observed for at least 3 years.

Materials & Methods: SERENA (CAIN457A3403) is a large, ongoing, longitudinal, observational study conducted
at 438 sites across Europe for an expected duration of up to 5 years with a total intake of more than 2900 adult
patients with moderate to severe PsO, psoriatic arthritis, and ankylosing spondylitis. Patients received =16 weeks
of secukinumab treatment before enrolment in the study. Data were collected both retrospectively and
prospectively. Retention rates of secukinumab were measured after the start of participation in the study, where
retention rate is defined as the percentage of patients who have not discontinued secukinumab treatment.

Results: In total, 1755 patients with moderate to severe PsO (67.4% male) with a mean age of

48.4 years and a body mass index of 28.8 kg/m2 were included in the analysis. The secukinumab treatment
retention rates after 1, 2 and 3 years in the study were 88.3%, 75.7%, and 68.2%, respectively. The time to
treatment discontinuation of secukinumab after inclusion in the study is shown in Figure 1. In total, 755 patients
discontinued the study and the most common reasons provided for discontinuation included lack of efficacy
(43.6%), adverse event (15.8%), patient decision (13.4%), physician decision (12.1%) and lost to follow-up (7.7%).
The safety profile of secukinumab was consistent with the known secukinumab safety profile, with no new safety
signals reported. Low rates of inflammatory bowel disease (incidence rate per 100 subject-years [IR]: 0.13),
candida infections (IR: 1.21) and MACE (IR: 0.34) were observed.

Conclusion: Secukinumab showed a high treatment persistence and a favorable safety profile in patients with
moderate to severe PsO during long-term follow-up in a real-world population.
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Figure 1: Time to treatment discontinuation of secukinumab
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Abstract N°: 570

Examining patterns and clusters of comorbidities in people with psoriasis

Alison Wright*l, Evangelos Kontopantelisl, Richard Emsleyz, Charlotte Morrisl, Martin Rutterl, Christopher
Griffithsl, Darren Ashcroft!

IThe University of Manchester, United Kingdom, 2King’s College London, United Kingdom

Introduction & Objectives: Psoriasis is associated with several chronic diseases which can impact on physical and
emotional health and mortality. Understanding patterns of comorbidity may prompt earlier and more targeted
screening for these conditions and more appropriate treatment and management of psoriasis patients.

Materials & Methods: We obtained primary care data from English general practices from the Clinical Practice
Research Datalink (CPRD) Aurum, linked with hospital and death records and Index of Multiple Deprivation data,
to identify people diagnosed with psoriasis between 1998 and 2020. Crude and age-standardised prevalence of 30
chronic conditions were calculated at and after the psoriasis diagnosis. We used latent class analysis (LCA),
incorporating patient characteristics (age, sex, ethnicity, deprivation, obesity), to empirically identify comorbidity
clusters at baseline, and multinomial logistic regression to predict latent class membership.

Results: Our study population included 275,620 people with incident psoriasis; mean age 49+18 years, 51%
female, with an ethnic composition of 81% White, 5% Asian, 1% Black, 1% other, and 12% unknown. Fifty-four
percent of patients had at least one comorbidity present at diagnosis (58% of females, 49% of males, 58% of
White patients, and 46% of Black and Asian patients). Common comorbidities were anxiety and depression (17%),
osteoarthritis (15%), asthma (9%), sleep disorders (8%), type 2 diabetes (6%), thyroid disorders (6%), cancer
(5%), chronic obstructive pulmonary disease (4%), inflammatory arthritis (4%), inflammatory bowel disease (3%),
gout (3%), renal disease (3%), diverticular disease (3%) and stroke (3%). Women had a higher prevalence of
anxiety/depression, osteoarthritis, inflammatory arthritis, asthma, and sleep disorders than men whereas type 2
diabetes, gout, and cardiovascular conditions were more prevalent in men. Most comorbidities were more
prevalent in White patients compared with Asian or Black patients except for type 2 diabetes, renal disease, and
liver disorders (non-alcoholic fatty liver disease, chronic liver disease, cirrhosis, hepatitis). Comorbidities were
broadly similar across deprivation quintiles, except for anxiety/depression which increased as deprivation
increased. LCA identified five distinct comorbidity classes including: 2.4% of patients in the “multiple
comorbidities” class; 15.9% in the “type 2 diabetes & renal disease” class; 11.8% in the “sleep & mental health”
class; 1.8% in the “respiratory & osteoarthritis” class; and 68.2% in the “low comorbidity” class. Relative to
membership in the “low comorbidity” class: increasing age and deprivation levels were associated with higher
probability of membership of all comorbidity classes, women had a higher probability of membership in the
“multiple comorbidities” class (relative risk ratio [RRR] 1.48, 95% CI 1.38-1.58), “sleep & mental health” class (RRR
1.84 [1.79-1.89]) and “respiratory & osteoarthritis” class (RRR 1.04 [1.00-1.08]) compared to men and, Black and
Asian patients had a higher probability of membership in the “type 2 diabetes & renal disease” class compared to
White patients; RRR 1.06 (1.00-1.13) and RRR 1.25 (1.16-1.34), respectively.

Conclusion: We observed five distinct classes of comorbidities with differing patient profiles in people with
psoriasis. Knowledge of these comorbidity patterns will assist clinicians in their management of people living with
psoriasis.
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Abstract N°: 574

Real-World Patient Satisfaction and Quality of Life Among Ixekizumab Treated Patients with and without
Nail Psoriasis

Alice B. Gottlieb*l, Benjamin Lockshinz, Russel Burgea' 4 William Malatestini@, Yunyang Zhao3, Meghan Feelyl' 3,
Joseph F. Merola®

Hcahn School of Medicine at Mt Sinai, New York, United States,zDermAssociates, Silver Spring, United States, 3|

Lilly and Company, Indianapolis, United States, *University of Cincinnati, Cincinnati, United States,*Harvard
Medical School, Boston, United States

Introduction & Objectives:

Psoriasis (PsO) involving special body sites increases disease severity,1 and carries a high burden of disease for
patients.2 Involvement of special body sites, including nails, factors into therapeutic decision making in clinical
practice.1 In clinical trials, ixekizumab (IXE) improved nail PsO at 24 weeks and in long term 5-year post hoc
analyses.3-4 However, real-world data (RWD) on treatment satisfaction and quality of life (QolL) in IXE treated
patients with PsO involving nails is lacking. 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.

Materials & Methods:

In this 24-week prospective observational study, we analysed 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 of the patient satisfaction questionnaire (PSQ): PSQ1 (/.e, my PsO is clear or
almost clear), PSQ2 (ie, my PsO is clearing quickly), and PSQ3 (i.e., 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 percentages 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 vsthose w/o (224.5 months vs 187.1), greater biologic treatment
experience (54.3% vs46.5%), and higher DLQI impact (mean (SD)): 11.6 (8.1) vs9.2 (6.3) (Table 1). At BL, the
proportions of patients reporting DLQI (0,1) were numerically similar between patients w/ nail involvement vsw/o:
8.0% vs8.6%. 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/o (55.1%) (Table 2). At week 2 (time of the PSQ
first administration), the proportions of patients w/ nail involvement vsw/o reporting to be either satisfied or
strongly satisfied were: 25.9% vs 32.4% for PSQL, 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
to be either satisfied or strongly satisfied, and percentages were numerically similar between patients w/ nail
involvement vsw/o: 78.4% vs 75.6% for PSQ1, 74.2% vs 72.3% for PSQ2, and 76.3% vs 75.2% for PSQ3 (Table 2).

Conclusion:

This RWD analysis from the US IXE CSP demonstrated that the proportions of IXE treated patients with PsO who
reported being satisfied or strongly satisfied with treatment and increases in DLQI (0,1) over time to week 24 were



similar for patients w/ vsw/o nail involvement at BL.
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Table 1. Demographics and baseline characteristics of IXE treated patients with
PsO, w/ and w/o nail involvement at BL.

Wi/ nail involvement

Wio nail involvement

at BL at BL
(MN=140) {M=383)
Age, years 471 (12.0) 477 (121)
Female, n (%) 85 (BO.T) 247 (64 5)
White, n (%) 124 (88.6) 327 (85.4)
BMI, kg/m? 314(7.7) 32.3(7.9)

PsO duration time,
months

Biologic experienced

2245 (170.6)

187.1 (165.3)

(previous 2 years), n (%) 76 (54.3) 178 (46.5)
BSA/PREPI 13.2 (20.9) 8.3(12.3)
Itch NRS 53(27) 52(2.7)
Skin Pain NRS 46(28) 41(28)
DLal 116(81) 92(63)
PatGA 33(14) 32(14)

Data are mean (standard deviation) unless stated otherwise.

Abbreviations: BL, baseline; BM!, body mass index; BSA, body surface area; DLQN,
Dermatology Life Quality index; IXE, xekizumab; N, number of patients with non-missing
data at baseline; n=number of patients in the specified category; NRS, Numeric Rating
Scale; PatGA, Patient’s Global Assessment; PREPI, Patient-Reported Extent of Psoriasis
Involvement: PsO, psarasis; wf, with; w/o, without.



Table 2. Proportions of IXE treated patients with PsO, w/ and w/o nail involvement
at BL, who reported DLQI (0,1), PSQ1 (4,5), PSQ2 (4,5), and PSQ3 (4,5) at BL
and at week 24.

W/ nail involvement at BL
% (n/MNx)

Wio nail invelvement at BL
% (n/MNx)

BL*

Week 24

BL*

Week 24

DLal (0, 1)
PSQ1 (4, 5)
PSQ2 (4, 5)
PSQ 3 (4, 5)

8.0% (11/137)
25.9% (28/108)
47.2% (51/108)
34 3% (37/108)

50.5% (49/97)
78.4% (76/97)
74.2% (72/97)
76.3% (74/97)

8.6% (32/374)
32.4% (93/287)
42 5% (122/287)
36.5% (105/288)

55.1% (135/245)
75.6% (183/242)
72.3% (175/242)

( )

75.2% (182/242

"Baseline for PSQ starts at week 2, time of first administration.
Scores 0 or 1 in the DLQY correspond to “not at all” or “a little” impact on Qol.

Scores 4 or 5 1n the PSQ carrespond to “satisfied” or “strongly satisfied” with the freatment.
PSQ1, My psoriasis is clear or almost clear; PSQ2, My psonasis is clearing quickly;, PSQ3,
My psonasis is staying clear or almost clear while taking my medicine.
Abbreviations: BL, baseline; DLQI, Dermatology Life Quality Index; IXE, xekizumab;
n=number of patients in the specified category; Nx, number of patients with non-missing
data in the specified category; PsO, psonasis; P5Q, Patient Satisfaction Questionnaire;
Qol, quality of ife; w/, with; w/o, without.
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Abstract N°: 661

Risk of uveitis in patients with psoriasis in Korea: A nationwide population-based cohort study

Min Jae Kim*l, Seung Woo Choiz, Chong Won Choil, Kun Hee Lee3, Se Joon Wooz, Sang Woong Younl, Bo Ri

Kim?!

1Seoul National University Bundang Hospital, Dermatology, Seongnam-si, Korea, Rep. of South,2Seoul National

University Bundang Hospital, Ophthalmology, Seongnam-si, Korea, Rep. of South, 3Yonsei University, Applied
Statistics, Seoul, Korea, Rep. of South

Introduction & Objectives: Evidence for the association between psoriasis and uveitis according to the severity
of psoriasis including psoriatic arthritis (PsA) and type of uveitis is lacking, and there are no data on the frequency
or timing of recurrence of uveitis in patients with psoriasis. The objective of this study was evaluate the risk of first
occurrence and recurrence of uveitis in patients with psoriasis in the Korean population. We further evaluated the
risk of uveitis according to the severity of psoriasis, comorbidity of PsA and location of uveitis.

Materials & Methods: In a nationwide retrospective cohort study, we compared 317,940 adult patients who had
psoriasis with 635,880 matched controls. Incidence rates (IRs) and estimated IR ratios of the first occurrence and
recurrence of uveitis were calculated using survival analysis and Poisson regression, respectively.

Results: The rate of uveitis incidence and uveitis recurrence in patients with psoriasis was 1.18 and 2.31 per 1000
person-years, respectively. Compared to the controls, the IR ratios of development and recurrence of uveitis in
patients with psoriasis were 1.14 (95% CI 1.08, 1.2) and 1.16 (95% CI 1.12, 1.21), respectively. The recurrence rate
of uveitis was highest within 3 years after the onset of psoriasis. The corresponding IR ratios for uveitis recurrence
in patients with mild psoriasis, severe psoriasis and PsA were 1.11 (1.06, 1.16), 1.24 (1.16, 1.33) and 1.49 (1.31, 1.7),
respectively. Patients with psoriasis had an increased risk of recurrence of anterior uveitis, and patients with both
psoriasis and PsA had an increased risk of recurrence of both anterior-uveitis and panuveitis.

Conclusion: Patients with psoriasis had a higher risk of both development and recurrence of uveitis, especially
with severe psoriasis and PsA. The timing of uveitis recurrence was related to the onset of psoriasis, and patients
who had psoriasis with PsA had an increased risk of vision-threatening panuveitis.
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Abstract N°: 716

Exploratory exposure-response analyses for skin responses from the randomized, double-blind, placebo-
controlled phase 2b trial of the oral TYK2 inhibitor TAK-279 in moderate-to-severe psoriasis

Shailly Mehrotra*l, Jessamyn Blaul, Vinayak Hosagraharaz, Diane Mould3, Alexander Prokopienkol, Bhaskar
Srivastava?, Ajit Suril, Wenping Wang?, Huijuan Xul, Wenwen Zhang!, Xinyan Zhang?, Graham Heap!

Takeda Development Center Americas, Inc., Cambridge, MA, United States,ZNimbus Discovery, Inc., Boston, MA,

United States, 3Projections Research, Inc., Phoenixville, PA, United States
Introduction & Objectives:

TAK-279 is a highly selective, oral, allosteric inhibitor of tyrosine kinase 2 (TYK2) that mediates signaling from
cytokines involved in the pathology of psoriasis and other immune-mediated diseases. The phase 2b study of
TAK-279 met its primary endpoint; at the highest dose (30 mg; n=52), 67% of patients achieved a Psoriasis Area
and Severity Index (PASI) 75 response at Week 12, with 46% and 33% achieving PASI 90 and PASI 100,
respectively. Here, we report an exploratory exposure-response (E-R) analysis of this study to evaluate the impact
of TAK-279 exposure on achievement of clinically relevant skin responses, including PASI 100 and body surface
area (BSA) <1%.

Materials & Methods:

In this double-blind, placebo-controlled study (NCT04999839), patients with moderate to severe plaque psoriasis
were randomized (1:1:1:1:1) to one of four doses of TAK-279 (2 mg, 5 mg, 15 mg, 30 mg) or placebo, given orally
once daily for 12 weeks. Average concentration (Cavg) of TAK-279 was the primary exposure metric, calculated
from individual patient pharmacokinetic (PK) parameters derived from a population PK model. Relationships
between exposure and achievement of skin responses (PASI 75/90/100; BSA <1%) to Week 12 were assessed
using exploratory plots. Cavg was divided into four groups (BINs; where CavgBIN=0 represents placebo) with
increasing TAK-279 concentrations and proportion of patients with skin responses in each group plotted by time.
We also report least squares (LS) mean change from baseline in BSA, analysed using a mixed model for repeated
measures.

Results:

In total, 259 patients were randomized and received treatment (mean [standard deviation] baseline PASI and BSA:
17.7 [6.48] and 21.8% [13.35], respectively). LS mean (standard error) changes from baseline at Week 12 in BSA
were: -4.0 (1.43), -7.6 (1.49), -11.9 (1.43), -14.7 (1.43) and -15.7 (1.43) for placebo, 2 mg, 5 mg, 15 mg and 30 mg
groups, respectively (p<0.001 vs placebo except for 2 mg). A total of 250 patients with predicted Cavg were
included in the post hoc E-R analysis. A positive E-R relationship was observed where higher exposures were
associated with a greater proportion of patients achieving PASI 75/90/100 responses (Figure 1) and BSA <1%
(Figure 2), with evidence of earlier onset of response with increasing exposure. Adverse events (AEs) were
reported in 53-62% of patients in the TAK-279 groups versus 44% in the placebo group, without dose
dependency. Changes in laboratory parameters consistent with TYK2 inhibition (e.g. creatine kinase elevations)
were noted in TAK-279 groups. However, no dose- or exposure-dependent changes in laboratory parameters
were noted in TAK-279 groups.

Conclusion:

The highest dose of TAK-279 (30 mg) generated exposure levels associated with a greater proportion of patients



achieving earlier and maximal skin responses, including PASI 100 and BSA <1%.
Study/writing funding:

Nimbus Discovery, Inc./Takeda Development Center Americas, Inc.

Figure 1. Proportion of patients achieving PASI 75, 90 and 100 responses over time and by exposure (CavgBIN)
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Positive PASI response shown by black bars for PASI 75 (top), PASI 80 (middle) and PASI 100 (bottom). CavgBIN 0 represents exposure
in the placebo group. CavgBINs 1-3 represents exposura in the TAK-279 arms, CavgBIN 1. low exposure, median (range)

14.2 (3.37-24.7) ng/mL, CavgBIN 2: medium exposure, median (range) 48.7 (24 8—109) ng/mL; CavgBIN 3. high expasure, median
{range) 177 (112=T712) ng/mL. CavgBIN, average concentration group; PASI, Psoriasis Area and Severity Index.

Figure Z. Proportion of patients achieving a BSA <1% response over time and by exposure (CavgBIN)
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Paositive BSA response shown by black bars for BSA =1%. CavgBIN 0 represents exposure in the placebao group.

CavgBINs 1-3 represents exposure in the TAK-279 arms. CavgBIN 1: low exposure, median (range) 14.2 (3.37=24.7) ng/mL;

CavgBIN 2: medium exposure, median (range) 49.7 (24 8-109) ng/mL; CavgBIN 3. high exposure, median (range) 177 (112-712) ng/mL.
BSA, body surface area; CavgBIN, average concentration group.
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Abstract N°: 717

Consistent Skin Clearance With Guselkumab Treatment for up to 5 Years in Patients With Moderate to
Severe Psoriasis Irrespective of Baseline Disease Extent or Severity in the VOYAGE 1 and 2 Studies

Linda Stein Gold*l, Bruce Strober® 3, Joseph F. Merola?, Alice B. Gottlieb®, Olivia Ch0|6, Katelyn Rowland6, Daphne
Chan®, Yin You’, Laura Park—WyIIie8, Kim A. Papp9, Richard Langleylo, Robert Bissonnettell, Kenneth B. Gordon??,
April W. Armstrong!3, James Krueger'*, Mark LebwohP

IHenry Ford Health System, West Bloomfield, MI, United States,%Yale University, New Haven, CT, United States,
3Central Connecticut Dermatology Research, Cromwell, CT, United States,4Brigham and Women'’s Hospital,
Harvard Medical School, Boston, MA, United States, ®Icahn School of Medicine at Mount Sinai, New York, NY,
United States, 6Janssen Scientific Affairs, LLC, Horsham, PA, United States, 7Janssen Research & Development, LLC,
Spring House, PA, United States, Janssen Inc., Toronto, ON, Canada, ?Alliance Clinical Trials and Probity Medical
Research, Waterloo, ON, Canada and University of Toronto, Toronto, ON, Canada, 10palhousie University, Halifax,
Nova Scotia, Canada, 'Innovaderm Research, Montreal, Quebec, Canada, **Medical College of Wisconsin,
Milwaukee, WI, United States, 13Keck School of Medicine, University of Southern California, Los Angeles, CA,
United States, 14Laboratory for Investigative Dermatology, The Rockefeller University, New York, NY, United States

Introduction & Objectives: Guselkumab (GUS) is an interleukin-23p19 subunit inhibitor approved for the
treatment of moderate-to-severe plaque psoriasis (PsO) and active psoriatic arthritis. The objective of this post-
hoc analysis is to assess mean percentage and absolute improvement in Psoriasis Area and Severity Index (PASI)
through 5 years of GUS treatment in patients with lower body surface area (BSA) vs. extensive BSA involvement,
using pooled data from the phase 3 VOYAGE 1&2 studies.1,2

Materials & Methods: In VOYAGE 1&2, patients with moderate-to-severe PsO were randomized to GUS; placebo
(PBO) with crossover to GUS at Week 16; or adalimumab. In VOYAGE 1, patients entered open-label GUS
treatment from Weeks 52-252. VOYAGE 2 utilized a randomized withdrawal study design (Weeks 28-72), followed
by open-label GUS treatment from Weeks 76-252. Mean percentage improvement from baseline in PASI and
absolute PASI thresholds of 0, =1, and =3 were evaluated in PsO patients with lower BSA involvement (IGA 3, BSA
10%-15%, and PASI 12-15) and extensive BSA involvement (IGA 3 or 4, BSA >15%, and PASI >15) at baseline. Data
are summarized for patients randomized at baseline to GUS or PBO, and for the combined GUS group (GUS and
PBO—-GUS); treatment failure rules were applied.

Results: At baseline, 9.5% (173/1829) of patients evaluable for efficacy had lower BSA involvement (GUS: IGA 3,
mean BSA 12.6%, mean PASI 13.5; PBO: IGA 3, mean BSA 12.7%, mean PASI 13.6) and 58.6% (1072/1829) had
extensive BSA involvement (GUS: IGA 3 73.1%, IGA 4 26.9%, mean BSA 30.9%, mean PASI 23.3; PBO: IGA 3 72.1%,
IGA 4 27.9%, mean BSA 29.6%, mean PASI 22.4). As early as Week 4 in the GUS groups, mean percentage
improvement from baseline in PASI was >50%, and at Week 16 was approximately 90%; these results were
comparable by disease extent (lower vs. extensive BSA) and across disease severities (IGA 3 vs. 4). At Week 100,
mean percentage improvement from baseline in PASI was approximately 93% and maintained through Week 252.
Similarly, absolute PASI responses were comparable for patients in the GUS groups at Weeks 16 and 24,
regardless of baseline disease extent or severity (Table 1). Comparable absolute PASI responses were achieved at
Week 100 and were maintained through Week 252 (Table 2).

Conclusion: Regardless of baseline disease extent or severity, robust and durable skin responses were observed as
early as Week 4; long-term responses were sustained over time with GUS treatment through 5 years.



\1. Blauvelt A. J Am Acad Dermatol 2017;76:405-17. 2. Reich K./ Am Acad Dermatol 2017;76:418-31.

[Table 1. Proportions of Patients Achieving Absolute PASI Thresholds at Weeks 16 and 24 by Psoriasis
[Extent and Severity at Baseline

Lower BSA Involvemnent Extensive BSA Involvement
Moderate Moderate-Severs
Wesk 16 Week 24 Week 16 Week 24
FEOD GUs GUS PBO GUS GUs
{n=63} (n=110) (n=110) (n=359) (n=713) {n=713)
[PASI O 3.2% 37.3% 44.5% 0.3% 351% 44.2%
Pas] =1 6.3% 53.6% 63.6% 0.5% 55.0% 63.1%
PASI =3 7.9% 26.4% 91.8% 3.3% 78.1% 23.7%

foderate: IGA=3, B5SA 10%-15%, and PAS| 12-15; Moderate-Severe: IGA 3 or 4, B5A >15%, and PAS| *15

[Table 2. Proportions of Patients Achieving Absolute PASI Thresholds at Weeks 100, 156, 204, 252 in the
Combined GUS Group* by Psoriasis Extent and Severity at Baseling
Lower BSA Involvement Extensive BSA Involvement
Moderate Moderate-Severe

week 100 [week 156 |Wweek 204 | Week 252 | Week 100 | Week 156 [week 204 [ Week 252

(n=157] | (n=148) | (n=142) | (n=135) [n=947] (n=8%6] | (n=865) | (n=815)
PASI O 51.0% 58.8% 60.6% 63.0% 49.3% 48.2% 51.7% 51.2%
Pasl =1 T2E% T4.3% 74.6% T2.6% B6.0% B4.4% 60.7% 66.3%
PAS| =3 95.5% 95.9% 32.3% 93.3% 87.8% 85.5% 86.5% 88.2%
Ploderate: |GA=3, B5A 10%-15%, and PAS| 12-15; Moderate-Severe; 1GA 3 or &, BSA »15%, and PAS| =15

Includes patients randomized to GUS at baseline and those randomized bo PED at baseline who crossed over ko
U5 at Week 16.
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Abstract N°: 802

Impact of risankizumab compared with apremilast on improving health-related quality of life, treatment
satisfaction, and work productivity in patients with moderate plaque psoriasis: results from the phase 4
IMMpulse trial

Andreas Pinter*l, Linda Stein Goldz, Jerry Bagel3, Stephen Tyring4, Ronald Bernard Vender’, Adam Reichﬁ, Lev
Pavlovsky’, Tianshuang Wu8, Manish Patel®, Ahmed M Solimang, Sven Richter®, Kim A. Papp?
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4The University of Texas Medical School at Houston, Department of Dermatology, Microbiology & Molecular
Genetics and Internal Medicine, Houston, United States, >Dermatrials Research Inc. and Venderm Consulting,
Ontario, Canada, bInstitute of Medical Sciences, Medical College of Rzeszéw University, Department of
Dermatology, Rzeszow, Poland, "Tel Aviv University, Petah Tikva, Israel, 8AbbVie , North Chicago, United States,
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Introduction & Objectives: Risankizumab (RZB) is a humanized immunoglobulin G1 monoclonal antibody that
inhibits IL-23 by binding to its p19 subunit. This analysis evaluated the impact of RZB vs apremilast (APR) on
health-related quality of life (HrQol), psoriasis symptoms, treatment satisfaction, work productivity and activity
impairment in adult patients (pts) with moderate plaque psoriasis (PsO) who were candidates for systemic
therapy.

Materials & Methods: IMMpulse is a phase 4, multicenter, randomized, open-label, assessor-blinded, active
comparator study comparing RZB to APR in adult pts with moderate plaque PsO. In Period A, pts were stratified by
weight and prior systemic and/or biologic therapy and randomized 1:2 to receive subcutaneous RZB (150 mg;
N=118) or oral APR (30 mg BID; N=234) for 16 weeks (wks). In Period B, all APR-treated pts were re-randomized
1.1 to RZB (N=102) or APR (N=97) stratified by PASI 75 response. Patient-reported outcomes (PROs) assessed
were Psoriasis Symptoms Scale (PSS), Dermatology Life Quality Index (DLQI), Treatment Satisfaction
Questionnaire for Medication version 9 (TSQM-9), and Work Productivity and Activity Impairment (WPAI) for PsO.
For binary endpoints, non-responder imputation incorporating multiple imputations to handle missing data was
used. For continuous endpoints, least squares mean changes from baseline (BL) at wk 16 were compared between
RZB vs APR by mixed-effects repeated regression modeling.

Results: Mean PRO scores were similar between treatment arms at BL; mean PSS (RZB/APR) was 8.8/9.0, and
mean DLQI was 12.6/12.7. At wk 16, a greater proportion of pts treated with RZB vs APR achieved PSS 0
(29.7%/3.0%), PSS 0/1 (44.9%/9.0%), DLQI 0/1 (54.2%/14.1%), and = 4 points improvement in DLQI (minimally
clinically important difference [MCID]; 82.4%/52.6%) (Table). In pts who continued Period A treatment beyond wk
16, a greater proportion of RZB-treated pts achieved PSS 0 (46.6%), PSS 0/1 (60.2%), DLQI 0/1 (66.1%) and DLQI
MCID (76.9%), than pts treated with continuous APR from BL where pts achieved PSS 0 (0%), PSS 0/1 (4.5%), DLQI
0/1 (9.1%) and DLQI MCID (15.8%) at wk 52 (all nominal P<0.001). At wk 16, RZB- vs APR-treated pts reported
greater overall treatment satisfaction (adjusted difference [A], 39.8; 95% CI, 34.2, 45.5), satisfaction with
effectiveness (4, 34.3; 95% CI, 28.3, 40.3), and satisfaction with convenience (4, 16.3; 95% CI, 11.8, 20.7). RZB- vs
APR-treated pts reported greater reductions in overall work impairment (4, -12.0%; 95% CI, -18.0%, -6.1%) and
activity impairment (4, -15.1%; 95% CI, -20.1%, -10.1%) from BL. In pts who continued RZB through wk 52, all
treatment satisfaction domain scores and improvements from BL in overall work and activity impairment were



maintained. Among pts not achieving PASI 75 with APR at wk 16, those who switched to RZB reported
improvement of all PROs, including treatment satisfaction in Period B.

Conclusion: Treatment with RZB was associated with improved HrQolL compared to APR in adult pts with
moderate plaque PsO. RZB-treated pts also demonstrated greater overall treatment satisfaction, satisfaction with
effectiveness and convenience, and improvements in work productivity and activity impairment compared to APR-
treated pts. The improvements in RZB-treated pts were observed out to wk 52. These results support the
opportunity to enhance PROs with RZB in systemic-eligible patients with moderate plaque PsO.

Table. Summary of PS5, DLQI, TSQM-9, and WPAI results at week 16 in IMMpulse (NCT04908475)

Adjusted difference Nominal
(856% CI) P-value®
RZIB APR
N=118 N =234
P33 0, n (%) 35 (29.7) 7(3.0) 265 {16.1,35.1) =0.001
P2S 01, n (%) 53 (44 9) 2190 359262 455) =0 001
DLQI 1, n (%) 64 (54.2) 33 (14.1) 40.3 {30.5 50.1) =0.001
minimalty climically important 89 (B2 4) 111 {52.6) 29.7 (200, 39.5) =001
difference [;g 4 points
improvement) in DLGH from
baseline’, n (%)
RIB APR LS mean between
group difference
S | (95% Cn) S
TSGM Global Salisfaction?, 2682 477 39.2 (34 2 455) =0 001
mean
TSQM Effectiveness®, mean 806 45.9 34.3(28.3, 40.3) =0.001
TSQM Convenience®, mean 849 £9.0 16.3{118 207 <0 001
WPAI Overall Work 182 (-23.1,13.2) 6.1 (-10.1, -2.2) -12.0(-18.0, -6.1) <0001
Impalrment®, LS mean percent
change from baseline (95%
&)}
WPA| Activity Impairments, LS | -22.7 (-27.0, -18.4) TE(-109, 4.3) =151 (-20.1, -10.1) <0001
mean percent change from
baseline (95% CI)

APR, apremilast, Cl, confidence interval, DLQI, Dermatology Life Quality Index; LS mean, least squares maan; PS5,
Psoniasis Symploms Scale; RZB, risankizumab; TSQM, Treatment Satisfaction Questionnaire for Medication version
9, WPAIL Work Productivity and Activity Impairmenl

TPatients with baseline DLQI = 4, RZB N = 108, APR N = 211

ARELB N =110, APR N = 207

*RZIBN =74 APRN =123

4RZB N = 101, APR N = 183

“Mominal P-values were not multiplicity controlied.

For binary endpoints, non-responder imputation incorporating muttiple imputations to handle missing data due to
COVID-19 was used. For continuous endpoints, least squares mean changes from baseline at week 16 were

compared between RZB vs APR by mixed-effects repeated regression modeling.
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Abstract N°: 803

Comparison of the efficacy and safety of risankizumab with apremilast in patients with moderate plaque
psoriasis eligible for systemic therapy: results from the phase 4 IMMpulse trial

Linda Stein Gold*L, Jerry Bagel?, Stephen Tyring?, Chih-Ho Hong °, Lev Pavlovsky® 7, Andreas Pinter®, Adam
Reich?, Leonidas Drogarisi9, Tianshuang Wul®, Huzefa Photowalal?, Vassilis Stakias'®, Sven Richterl®, Kim A.
Pappll' 12

IHenry Ford Hospital, Department of Dermatology, Detroit, United States, 2Psoriasis Treatment Center of New
Jersey, East Windsor, United States, 3The University of Texas Medical School at Houston, Department of
Dermatology, Microbiology & Molecular Genetics and Internal Medicine, Houston, United States, “University of
British Columbia, Department of Dermatology and Skin Science, Vancouver, Canada, 5Probity Medical Research,
Surrey, Canada, °Tel Aviv University, Tel Aviv, Israel, Rabin Medical Center, Petah Tikva, Israel,8University Hospital
Frankfurt am Main, Department of Dermatology, Frankfurt, Germany, 9nstitute of Medical Sciences, Medical
College of Rzeszéw University, Rzeszow, Poland, 1°AbbVie , North Chicago, United States, 11University of Toronto,

Department of Medicine, Toronto, Canada, 12Probity Medical Research and Alliance Clinical Trials, Waterloo,
United States

Introduction & Objectives: Risankizumab (RZB) is a humanized IgG1l monoclonal antibody that inhibits IL-23 by
binding to its p19 subunit. The IMMpulse trial compared the efficacy and safety of RZB with apremilast (APR) in
systemic-eligible pts with moderate plaque psoriasis (PsO), and after switching to RZB vs continuing APR.

Materials & Methods: This phase 4, multicenter, randomized, open-label, assessor-blinded, active comparator
study compared RZB to APR in adult pts with moderate plaque PsO (sPGA=3, BSA 10-15%, PASI > 12) who were
candidates for systemic therapy. Prior APR exposure was not allowed.** In Period A, pts were stratified by weight
and prior systemic and/or biologic therapy and randomized 1:2 to receive subcutaneous RZB (150 mg; N=118) or
oral APR (30 mg BID; N=234) for 16 wks.** In Period B, all APR-treated pts were re-randomized 1:1 to RZB or APR
stratified by PASI 75 response. For APR-treated pts not achieving PASI 75 at wk 16, 83 switched to RZB and 78
continued APR. All RZB pts in Period A continued treatment up to wk 52.** Co-primary endpoints for Period A
were PASI 90 and sPGA 0/1 at wk 16. Primary endpoint for Period B was PASI 90 at wk 52 in pts not achieving PASI
75 response with APR at wk 16. Ranked secondary endpoints were PASI 75 (wk 16 and 52) and sPGA 0/1 (wk 52).
Non-responder imputation incorporating multiple imputation to handle missing data due to COVID 19 was used.

Results: Baseline (BL) demographics and disease characteristics were similar between the treatment arms. Mean
age was 46 years, 65.6% were male, and mean weight was 90.6 kg (27.3% >100 kg); 32.1% received prior systemic
and/or biologic therapy. Mean BL PASI and BSA were 14.5 and 13.1% respectively, and mean BL DLQI was 12.7. All
primary and ranked secondary endpoints were achieved in both study periods (P<0.001; Table 1). At wk 16, RZB-
treated pts achieved significantly higher PASI 90 (55.9%) and sPGA 0/1 (75.4%) rates compared to APR-treated
pts (5.1% and 18.4%, respectively). PASI 75 was achieved by 84.7% of RZB-treated pts and 18.8% of APR-treated
pts. For pts not achieving PASI 75 with APR at wk 16, 72.3% who switched to RZB achieved PASI 90 at wk 52
compared to 2.6% continuing APR (P<0.001). PASI 75 non-responding pts who switched to RZB achieved
significantly higher PASI 75 (83.1%) and sPGA 0/1 (77.1%) rates compared to pts continuing APR (11.5%, 7.7%;
respectively). In pts who continued BL treatments for the duration of the study, RZB-treated pts achieved
numerically higher (nominal P<0.001) PASI 90 (73.7%), PASI 75 (82.2%), and sPGA 0/1 (80.5%) response rates
than APR-treated pts (4.5%, 19.1%, 14.5%, respectively) at wk 52. TEAEs and AEs leading to study drug
discontinuation were numerically higher in APR-treated pts (Table 2). Most frequently observed TEAEs for RZB



were COVID-19 and nasopharyngitis, and for APR were diarrhea, nausea, and headache.

Conclusion: Treatment with RZB was associated with greater clinical response compared to APR in adult pts with
moderate plaque PsO. In APR-treated pts not achieving PASI 75 at wk 16, switching to RZB resulted in superior
efficacy compared to continued APR treatment. TEAEs and AEs leading to study drug discontinuation were more
frequently observed with APR; discontinuation remained low and stable with RZB. No additional safety concerns
were identified in pts who switched from APR to RZB without washout. These results support the opportunity to
elevate treatment outcomes with RZB in systemic-eligible pts with moderate plaque PsO.

Table 1. Summary of efficacy results from the IMMpulse trial (NCT04908475)

: RZB APR
Endpoints, n (%) N=118 N=234
Co-Primary Endpoints
g © PASI 80 66 (55.9%)*** 12 (5.1%)
.EE sPGA clear or almost clear B9 (75.4%)** 43 (18.4%)
1]
o= Ranked Secondary Endpoint
| PASITS 100 (84.7%)™ 44 (18.8%)
Endpoints, n (%) APNET; 5 APNR:?:R
- Primary Endpoint
o o PASI 90 60 (72.3%)*** 2(2.6%)
o
£ E Ranked Secondary Endpoints
o= PASI 75 B9 (83.1%)" 9(11.5%)
sPGA clear or almost clear B4 (77.1%)" 6 (7.7%)

P-values lor companson versus apremilasl. ™, P <0.001.

APR, apramilast; PASI 75/ 80, 75/ 90% improvemeant in Psoriasis Area and Severnity Index; RZB, nsankizumab;
sPGA, static Physician's Global Assessmant.

Maon-respondar imputation incorporating multiple imputation to handle missing data due fo COVID-19 was usad in the
analysis.

Table 2. Overview of treatment-emergent adverse events in Period A and Period B

Period A
o el i TR T RS T
(%) E (E/M100 PY) (%) E (E/100 PY}
PY=368 PY =66.T
Adverse Event (AE) 807 | 77@157) | 144615 | 300 (4518)
;f;‘:;“é“::j‘;ﬁf:'&ﬁﬁﬁ'm ofbeing | ¢ e 4y 9 (251) 96 (41.0) | 165 (2485)
Severe AE 1(0.8) 1(2.8) 9(38) 11 (16.6)
Serious AE 1(0.8) 1(2.8) 3(13) 3(45)
.:[E;:adc:n:ég to discontinuation of 0 0 12 (61) 72(331)
AE leading to death 1] 0 ] 1]
TEAE= reparted in 25% of patients
Diarthea 1{0.8) 1{2.8) 46 (19.7} 49(73.8)
Nausea 0 0 41 (17.5) 45 (BT 5)
Headache 2{1.7) 2(5.6) 27 (11.5) 28 (42.0)
COVID 19 12 (10.2) 12(336) 17 (7.3) 17 (25.6)

Period B, all patienta randomized to APR at baseline
APR I RZB APR | RZB APR [ APR APR T APR

n=102 n =102 n=587 n=97
n (%) E (E/100 PY) n (%) E (E/100 PY)
PY =820 PY =400
Adverse Event (AE) 57(55.9) | 124(1512) | 45(464) | 91(2275)
‘:‘ellzat“;';htf:;;“ﬂ:fr:::':"w ofbeing |4 {10.8) 13{15.9) 14 (14.4) 149 (47 5)
Severe AE 3(29) 5(6.1) 2(21) 2(5.0)
Sarious AE 3(29) B(7.3) 2(21) 2(5.0)
.;E;:adﬁg 1o discontinuation of 0 0 5(52) 5(125)
AE leading to death 0 ] 0 0
TEAE= reparted in 25% of patients
COVID 18 12 (11.8) 12 {14.6) 14 (14.4) 14 (35.0)
Masopharyngitis 10 (9.8) 11 {13.4) (8.2) 10 {25.0}
Upper respiratory tract infection 6{5.9) 5(9.8) 3(31) 3(7.5)

Anvestgator assessed AES possibly related to the study treatment
AFR. aprenulast; E, event; PY, patient-year, RZB, nsankizumab; TEAE, treatment-emergent atverse event.
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Abstract N°: 810

JNJ-77242113 Treatment Induces a Strong Systemic Pharmacodynamic Response Versus Placebo in Serum
Samples of Patients With Plaque Psoriasis: Results From the Phase 2, FRONTIER 1 Study

Andreas Pinter*l, Kilian Eyerichz, Amy PaIIer3, Arun Kannan?, David Strawn?, Daniel Horowitz?, Sunita Bhagat4,
Dylan Richards? Darren Ruane®, Bradford Mcrae®, Marie Claire Holland?, Lioyd Miller?, Ya-Wen Yang’, Megan
Miller®, Cynthia DeklotZ*, Robert Bissonnette®

1Goethe University Frankfurt, Frankfurt, Germany, 2University of Freiburg, Freiburg im Breisgau, Baden-
Woirttemberg, Germany, 3Dermatology, Feinberg School of Medicine, Northwestern University, Chicago, IL, United
States, 4Janssen Research & Development, LLC, Spring House, PA, United States,”Janssen Research &
Development, LLC, La Jolla, CA, United States, 6Janssen Research & Development, LLC, Cambridge, MA, United
States, /Immunology Global Medical Affairs, Janssen Pharmaceutical Companies of Johnson & Johnson, Horsham,

PA, United States, 8Innovaderm Research, Montreal, Quebec, Canada

Introduction & Objectives: JNJ-77242113, an orally administered interleukin-23 receptor (IL-23R) antagonist
peptide, demonstrated significantly greater efficacy compared with placebo (PBO) in adults with moderate-to-
severe plaque psoriasis in the phase 2, FRONTIER 1 study (NCT05223868). In this analysis, we evaluated the
pharmacodynamic (PD) response to JNJ-77242113 and its relationship to clinical efficacy.

Materials & Methods: FRONTIER 1 was a randomized, double-blind, PBO-controlled, dose-ranging, phase 2
study of JNJ-77242113 in the treatment of moderate-to-severe plaque psoriasis. Patients were randomized
1:1:1:1:1:1 to receive JNJ-77242113 25 mg daily (QD), 50 mg QD, 25 mg twice daily (BID), 100 mg QD, 100 mg
BID, or PBO through Week (W) 16. Clinically validated therapeutics that target the IL-23 pathway in psoriasis drive
systemic PD changes in the serum levels of beta-defensin 2 (BD-2), IL-22, IL-17A, and IL-17F relative to baseline.
We analyzed serum levels of these disease biomarkers in FRONTIER 1 patients who received PBO or JNJ-77242113.
A linear mixed effect model was used to analyze the treatment over time interaction, baseline serum protein levels,
and patient random effect.

Results: All doses of JNJ-77242113 significantly decreased serum levels of biomarkers relevant to psoriasis disease
pathophysiology (BD-2, IL-22, IL-17A, and IL-17F), with the fold reduction relative to baseline significantly
distinguished from PBO (p <0.05 for all doses vs PBO). Interestingly, as previously observed with therapeutic
blockade of the IL-23 pathway in psoriasis, reduction of these systemic biomarkers by JNJ-77242113 showed a
strong correlation with clinical response. Importantly, JNJ-77242113 treatment did not increase serum levels of IL-
23 in psoriasis patients as seen with some other cytokine receptor antagonist therapeutics.

Conclusion: We show for the first time that specific targeting of the IL-23 pathway through inhibition of IL-23R
signaling with the novel oral IL-23 receptor antagonist JNJ-77242113 induces a strong systemic PD response in
psoriasis patients that is significantly distinguished from PBO. We provide evidence supporting that the JNJ-
77242113 PD response is comparable to other clinically validated therapeutics targeting IL-23 in psoriasis, and it
corroborates the observed clinical efficacy of JNJ-77242113. Taken together, consistent with its mechanism of
action, JNJ-77242113 dampens objective biomarkers of IL-23 pathway activation and psoriasis disease severity to
drive disease improvement.
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Abstract N°: 821

Superoxide dismutase enzyme activity in patients with psoriasis
Anastasia Matyushkoval

Lviciebsk, Outpatient department, Viciebsk, Belarus

Superoxide dismutase enzyme activity in patients with psoriasis

Introduction & Objectives: An important role in the pathogenesis of psoriasis is played by the body’s antioxidant
system, which provides protection against oxidative stress - a condition of impaired redox status of cells. It was
found that psoriasis has signs of an autoimmune disease, which is confirmed by the production of catalytic
antibodies.

Therefore, it is important to study the pathogenesis of psoriasis to analyze the relationships between clinical and
laboratory indicators of disease activity.

Materials & Methods: To evaluate the state of the redox system in patients with various clinical forms of
psoriasis. A total of 68 in-patients were evaluated.

Clinical variants of psoriasis.

PS - patients with only skin affection (n=16, Mean age - 23.0 + 1.77),

OD - patients with lesions on the skin and nails (n=22, av. age - 37.86 + 2.75 years),
AP - patients with arthropathic psoriasis (n=30, av. age - 45.1 + 1.8 years).

Results: SOD-activity of polyclonal IgG

Distribution of patients into groups, %
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Conclusion:

1. In the arthropathic form of psoriasis, more complicated forms of skin lesions were more often recorded.
2. In patients of all groups, an increase in the redox activity of polyclonal immunoglobulins was detected.

3. Levels of SOD-activity of polyclonal IgG in groups decrease with increasing severity of psoriasis.
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Abstract N°: 863

Impact and management of psoriasis in clinical practice in the Spanish National Health System: The
SUMMER Project

José Luis Sanchez Carazol, Jaime Notarioz, Raquel Rivera3, Pablo De la Cueva®, Cynthia Novella>, Manuel Cuervas-
Mons®

IHospital General Universitario de Valencia, Departamento de Dermatologia, Valencia, Spain,2Hospital
Universitario de Bellvitge, Department of Dermatology, Barcelona, Spain, >Hospital Universitario 12 de octubre,
Department of Dermatology, Madrid, Spain, “Hospital Universitario Infanta Leonor, Department of Dermatology,
Madrid, Spain, >Janssen Cilag, Medical Affairs, Madrid, Spain

Introduction & Objectives: The SUMMER study is an ambispective, non-interventional, multicenter study aimed
at knowing the impact and management of moderate to severe psoriasis in clinical practice in the Spanish
National Health Service (NHS). The primary objective is to use Real-World Data (RWD) to provide information on
the different patient profiles, disease characteristics and treatment patterns in patients with psoriasis in clinical
practice in Spanish NHS.

Materials & Methods: Characteristics of the disease, pattern of treatment, and direct healthcare resources were
recruited from the medical records of the patients (retrospective phase). Primary data (patient-reported outcome
measures [PROMs] and direct non-healthcare and indirect costs) are still being collected as a 6-month follow-up
period (prospective phase). Here we present an intermediate retrospective analysis of 3 Spanish hospitals
including the sociodemographic and clinical characteristics of patients and treatment patterns.

Results: A total of 1,107 patients (mean age 50.9 [14.3] years, treated with biological drugs) were identified from
the hospital databases between 2017 to 2019. The most common diagnosis was plaque psoriasis (90.9%),
followed by psoriatic arthritis (35.7%), guttate psoriasis (7.7%), palmoplantar psoriasis (12.9%), pustular psoriasis
(0.8%), erythrodermic psoriasis (0.1%), and inverse psoriasis (0.1%) being the least diagnosed. Plaque psoriasis
was the first diagnosis for 896 (80.9%) patients. Of the total number of patients, 60.2% presented only one
diagnosis of the above, while 30.2% presented two and 7.6% presented three dermatological diagnoses. The mean
number of biological treatments was 1.3 (0.6), with psoriatic arthritis being the diagnosis with the highest number
of treatments (1.4 [0.7]). Regarding the changes in treatment in the analysis period, 1.4% of the patients were
treated with the same treatment during the 3 years of analysis, while 74.8% changed once and 23.8% made =2
changes.

Conclusion: The most prescribed biological drug in this period was anti-tumor necrosis factor (anti-TNF) (36.8%),
followed by interleukin (IL)-12/23 (32.3%), IL-17 (26.3%), and IL-23 (4.3%).
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Abstract N°: 877

Effectiveness and safety of guselkumab in patients with moderate to severe psoriasis and facial and/or
genital involvement: interim analysis of results up to week 28 from the GULLIVER Study

Serena Lembol, Claudio Felicianiz, Laura Atzoria, Concetta Potenza®, Federico Bardazz, Luca Bianchiﬁ, Claudia
Giofre’, Claudio Guarneri®, Maria Concetta Fargnol?, Anna Maria OffidanilC, Stefano Piaserico'!, Manuela Papini?,
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Medical Sciences and Public Health, , Cagliari, Italy, “Sapienza University of Rome, Department of Medical-Surgical
Sciences and Biotechnologies, Dermatology Unit “Daniele Innocenzi”, Roma, Italy, >IRCCS Azienda Ospedaliero-
Universitaria di Bologna, Unit of Dermatology, Bologna, Italy, ®Fondazione Policlinico Tor Vergata, University of
Rome “Tor Vergata”, Dermatology Unit, Roma, Italy, 7A.0. Papardo, U.O.C. Dermatologia, Messina, Italy,
8University of Messina, Department of Biomedical, Dental Sciences and Morphofunctional Imaging, Section of
Dermatology, Messina, Italy, ?University of L’Aquila, Dermatology, Department of Biotechnological and Applied
Clinical Science, L'Aquila, Italy, 1°Polytechnic Marche University, Dermatological Unit, Department of Clinical and
Molecular Sciences, Ancona, Italy, 11University of Padua, Dermatology Unit, Department of Medicine, Padova, Italy,
L2yniversity of Perugia, Department of Medicine and Surgery, Dermatologic Clinic of Terni, Perugia, Italy,

13janssen-Cilag SpA, Medical Affairs Department, Cologno Monzese, Italy,14Sapienza University of Rome, Unit of
Dermatology, Department of Internal and Anesthetic and Cardiovascular Sciences, Roma, Italy

Introduction & Objectives:

The GULLIVER study is an ongoing non-interventional study designed to evaluate, in a real-life setting, the
effectiveness and safety of guselkumab in the treatment of adult patients with psoriasis and a significant
involvement (defined as a static physician global assessment (sPGA) score = 3) of genitals and/or facial area.
Guselkumab is an interleukin-23 pathway inhibitor with proved efficacy in patients with moderate-to-severe
plaque psoriasis. The objective of this subanalysis is to evaluate the effectiveness of guselkumab through to week
28 in patients with moderate to severe psoriasis (defined as PASI score >10) or special sites involvement (genital
or face psoriasis) enrolled in the GULLIVER study.

Materials & Methods:

The effectiveness of guselkumab has been evaluated calculating the percentage of participants who achieved PASI
100/90/75 responses up to 28 weeks of treatment, and improvements by individual PASI components (erythema,
thickness, and scaling) of each body region (head, trunk, upper extremities, and lower extremities). The interim
analysis includes patients who have completed 12 weeks of treatment with guselkumab by 31 Dec 2022.

Results:

Overall, 351 patients were included in the study and 180 (51.3%) of them had a PASI score >10 at baseline. Of the
total number of patients 40.8%, 19.0%, 24.0% and 16.2% had a head, trunk, upper extremities, and lower
extremities initial localization of the disease, respectively. Most of the patients were males (57.8%) and the mean
disease duration from diagnosis to first dose of guselkumab was 16.8+12.3 years. The percentage of patients who
had previously received at least one biologic agent was 37.8%. Among patients with a

PASI score > 10 at baseline, the percentage of subjects achieving PASI 100/90/75 at week 12 was 47.7% (n=384),



69.3% (n=122) and 86.4% (n=152), respectively; rates of PASI 100/90/75 at week 28 were 63.5% (n=101), 85.5%
(n=136) and 97.5% (n=155), respectively. The overall mean value of PASI markedly decreased from baseline: the
mean (+SD) change of total score was 17.0+8.2 at week 12 and 18.4+8.3 at week 28. Improvements from baseline
to week 12 and week 28 in erythema, thickness and scaling were observed across all body regions. The percentage
of patients with a moderate to very severe score at baseline who achieved a score 0/1 (none/slight) at week 12 for
erythema, thickness, and scaling, respectively, was as follows: head (87.0%, 91.7% and 90.2%), trunk (85.1%,
87.7%, 90.0%), upper extremities (87.2%, 90.9%, 90.2%), and lower extremities (86.7%, 90.0%, 90.9%). The
corresponding rates for erythema, thickness, and scaling at week 28 were, respectively: head (93.9%, 97.6% and
92.7%), trunk (92.7%, 95.1%, 98.1%), upper extremities (96.2%, 97.0%, 98.1%), and lower extremities (95.7%,
99.1%, 98.2%).

Conclusion:

In this sub-analysis, guselkumab was shown to be effective for the treatment of moderate to severe chronic
plagque psoriasis in a real-life setting through 28 weeks of treatment. In general, PASI response rates were in line
with the results observed for the pivotal VOYAGE 1, VOYAGE 2 and ECLIPSE trials although with a higher
proportion of patients achieving higher % of PASI 100/90/75.
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Abstract N°: 914

Internet use in the context of psoriasis: A cross-sectional study among individuals with psoriasis in
Germany

Stefanie Ziehfreund*l, Erbas Mer‘tl, Hannah Weckerl, Alexander Zink 2

IKlinikum rechts der Isar, Technical University of Munich, Department of Dermatology and Allergy , Munich,

Germany, 2Karolinska Institute, Division of Dermatology and Venerology, Department of Medicine Solna,
Stockholm, Sweden

Introduction & Objectives:

Psoriasis is a common chronic inflammatory skin disease leading to a substantial physical and psychological
burden as well as impaired quality of life. Unmet needs often lead affected people to seek disease-related
information online. To be able to provide adequate and target group-specific online information, this study aims
to identify which online channels are used by those affected and to determine factors which influence the disease-
related internet use among people affected by psoriasis.

Materials & Methods:

Participants aged 18 years and older with medical diagnosed psoriasis were recruited at the Department of
Dermatology and Allergy at the Technical University of Munich, Germany in person and online via German support
groups, patient organisations, and social media. Volunteers were asked to complete a standardized anonymous
online or paper-based questionnaire between 09/2021 and 02/2022. The pilot-tested questionnaire asked for
gender (male, female, diverse), age (year), education (leaving school with(out) university entrance), place of
residency (urban, rural), disease severity and psychological burden (mild, moderate, severe), presence of psoriasis
arthritis, current dermatological treatment, self-assessed psoriasis-related knowledge (less than good, good or
very good), regular psoriasis-related internet use, and the online channels used. Data of complete cases were
descriptively analysed and included in a binary logistic regression using the statistical analysis software IBM SPSS
Statistics.

Results:

Overall, 321 participants were included (60.7% women, median age: 53.0 years interquartile range [41.0; 61.0],
54.2% regular psoriasis-related Internet users). More than half of the Internet-using participants stated to use
psoriasis websites regularly to search online for psoriasis-related information (56.4%), followed by search engines
(52.1%), and Facebook (36.7%), while Instagram and YouTube were rarely used (9.0% and 7.4%, respectively).
Regular disease-related Internet users were more likely to be female (adjusted odds ratio (aOR)=1.72, confidence
interval (CI)=[1.05-2.83]) and to have moderate and severe psychological burden (aOR=1.81, CI=[1.02-3.20];
aOR=2.05, CI=[1.01-4.13]). Having left school without university entrance, living in a rural area, having moderate
and severe disease severity, being affected by psoriasis arthritis, not being in dermatological treatment, and good
psoriasis-related knowledge (1.02 (CI=[0.43-2.43])<aOR=<1.66 (CI=[0.74-3.74]) was associated with regular
psoriasis-related Internet use.

Conclusion:

This study showed that evidence-based psoriasis information should be provided primarily through psoriasis
websites, search engines, and Facebook, while misinformation on these online channels should be resolved. In
addition, information on psychological support should be provided urgently not only online, but also physicians



should focus more on the psychological burden of psoriasis patients. Moreover, with the help of these results,
online prevention campaigns for the quality of life of affected persons should be established and evaluated.
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Abstract N°: 944

The role of inflammation in Psoriasis Vulgaris
Migena Vargul, Petrit Vargu?, Sabina Dedejt

LUHC “Mother Teresa”, Dermatology, Tirana, Albania,2UHC “Mother Teresa”, Cardiology, Tirana, Albania
Introduction & Objectives:

Continuous studies in the domain of molecular biology and immunology indicate psoriasis as a disease with very
complex characteristics with respect to its pathogenesis. A large number of inflammatory cells are included in its
pathogenesis where a major role is being played by lymphocytes-T cytokines and chemokines.

Materials & Methods:

There have been studied 2 groups. Psoriasis group patients (number of studied cases 199). In this group were
included patients of both sexes hospitalized in the clinic of Dermatology-Venerology in the University Hospital
Center “Mother Teresa”. It was calculated PASI for all the patients and for how many years they have had
psoriasis. The control group of nonpsoriasis individuals (the number of cases taken into the study was 199). The
excluding criteria from the study were the same as in the first group. Samples have been taken for analyzing hs-
CRP and TNF-alpha. There were excluded from both groups all individuals aged less than 18 years, having a
current/or past history of acute myocardial infarction, peripheral artery disease or coronary arteries or, known of
presence inflammatory diseases.

Spearman correlation coefficients (for -non parametric ordinary data) were applied for the evaluation of the linear
relationship among numerical. The exact Fisher test was applied for the proportion comparison of categorical
variables. The values of P<0.05 were considered statistically significant.

Results:

99.5% of psoriasis patients have a CRP value of >1.10mg/L versus 57.8% in the control group and this difference is
statistically very significant (Fischer exact test: P<0.001).

32.7% of non-psoriasis patients have a TNF-alpha value >8.10pg/ml versus 65.3% in the psoriasis group and this
difference was statistically highly significant (Fischer’s exact test: P<0.001). There is a relatively strong correlation
between PASI and alfa -TNF: Spearman correlation coefficient = 0.57, P= 0.034. There is a strong correlation
between PASI and CRP: Spearman correlation coefficient =0.49, P=0.048

Conclusion:

The measurement of the seric level of the abovementioned mediators could be considered as an objective
parameter of the psoriasis activity and clinical importance (PASI). These data confirm the hypothesis, that psoriasis
could be considered a totally systemic disease with specific immunology mechanisms.
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Abstract N°: 947

Undertreatment and mistreatment in psoriasis therapy? - Quantification using registry and claims data in
Germany

Beke Hesterl, Christine Blomel, Toni Jankel, Katharina MUIIerl, Christina Sorbel, Kristina Hagenstrt')ml, Yichen

Zhong?, Lauren Passero?, Alice Miiller®, Matthias Augustint, Nomun Ganjuur*

1University Medical Center Hamburg-Eppendorf (UKE), Institute for Health Services Research in Dermatology and

Nursing (IVDP), Hamburg, Germany, ?Bristol Myers Squibb, Princeton, United States, Bristol Myers Squibb,
Minchen, Germany

Introduction & Objectives:

In the past decade, a multitude of treatment options has been introduced in psoriasis (PSO) care. However, it has
not been sufficiently investigated to what extent health care follows treatment guidelines. The aim of this study
was to quantify potential drug mis- and undertreatment for patients with PSO in Germany.

Materials & Methods:

The analyses were performed using data from the German national psoriasis registry PsoBest (records data of
patients treated with dermatologists and receiving systemic therapy) from 2008 until 2018 and claims data (DAK-
Gesundheit) from 2016 until 2020. Therapy prevalences (registry data) and incidences (claims data; first systemic
therapy: 180 days wash-out) as well as time to change of therapy or to initiation of biologics (registry data) were
calculated. Time-to-event analyses were conducted using Kaplan-Meier curves (registry data: within ongoing
observation).

Results:

A total of 9,092 (registry data) and 62,063 (claims data) patients with PSO were analysed. In the registry, 70.6% of
patients started with non-biologic systemic drugs (NBSD) in 2008-2014; in 2015-2018, this proportion decreased
to 61.3%; more than 62% of patients had PASI>10 and 48% had DLQI>10. For the subset of available registry data
(26%; 74% not yet observed, i.e., right-censored cases), median time on NBSDs was 4.3 years. Median time until
initiation of the first biologic systemic drug (BSD) in the registry was 5.9 years. Of 2,246 patients who initiated
NBSDs and had valid data at the one year visit, 1,913 did not reach 50% reduction of baseline severity (PASI) after
one year. Nonetheless, 59.3% of these patients remained on NBSDs.

In the claims data of 2019, 80.7% of the patients started topical therapy and 30.6% systemic therapy. Within
systemic therapies, BSD accounted for 11.2% and NBSD for 91.4%. Of the NBSD, 86.6% were oral or parenteral
glucocorticosteroids. 45.8% of patients with NBSD discontinued, 5.6% switched to another therapy within one
year. Among patients initiated with NBSD, 1.6% switched to BSD within one year.

Conclusion:

Registry data and claims data concordantly show that health care for psoriasis with systemic drugs in Germany is
far from guideline recommendations. In particular, there is a markable overuse of systemic glucocorticosteroids in
many patients and these patients tend to remain on NBSDs for long period of time despite limited response.

Higher usage of advanced targeted systemic treatments for PSO in registry data than in claims suggest that
patients are more likely to receive treatment according to the guideline when treated with dermatologists. Further



measures for improving PSO care must include non-dermatologists who showed higher deviation from guidelines

and recommendations.

As limitations, reasons for not switching could not be examined (e.g., contraindication, refundability, fear of
injection) and relative PASI improvement but not absolute PASI was analysed as an outcome.
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Abstract N°: 979

The mystery of ulcerated psoriatic lesions: a case report
Gabija Rudzikaité-Fergizé*l, Povilas Bortkeviéiusl, Tadas Raudonist

Lvilnius university hospital Santaros klinikos, Department of Dermatovenereology , Vilnius, Lithuania
Introduction & Objectives:

Psoriatic plaques have a relatively low incidence of secondary infections. Overactive innate immune response in
psoriasis, which can effectively combat invading pathogens, and significantly increased production of antimicrobial
peptides, such as cathelicidin and beta-defensins may play a role in limiting infections in psoriasis. However,
mechanical trauma, compromised immune function, and immunosuppressive medications can increase the risk of
secondary infections in psoriatic plaques. Ecthyma is a deep skin infection that penetrates the epidermis into the
dermis and causes painful pustules or ulcers. It is more prevalent in individuals with compromised immune
systems, such as those with psoriasis. Therefore, clinicians should be vigilant in identifying and treating such
infections promptly to prevent potential complications.

The objective of this report is to present a rare case of ecthyma infection occurring within psoriasis plaques.
Materials & Methods:

A 51-year-old male with a two-year history of plaque psoriasis presented with multiple painful ulcerated lesions
with cyanotic periphery on his calves. The patient had typical psoriatic erythrosquamous plaques on his scalp,
torso, and limbs, with a Psoriasis Area Severity Index (PASI) score of 10.5 and a moderate score on the
Dermatology Quality of Life Index (DLQI) of 10 points. The patient reported wearing pants with an elastic band
that mechanically pressed his calf before the ulcers appeared.

Methods used in this case study included a physical examination of the patient’s lesions, laboratory tests and
microbiological cultures to identify the possible underlying infection.

Results:

Laboratory tests showed a slight elevation of C-reactive protein (CRP), liver enzymes and a marked elevation of
Immunoglobulin E. No suggested immunosuppression was found, including a negative HIV test. The initial
treatment included local antiseptics and hydrocolloid silver-containing dressings to the ulcers, narrowband UVB
therapy and the application of emollients, keratolytics, and medium potency corticosteroid to the remaining
psoriatic plaques. A microbiological culture from the ulcer identified Streptococcus pyogenes which was
susceptible to penicillin and macrolides.

The diagnosis of ecthyma occurring in psoriatic plaques was established. As a result, additional treatment of
Amoxicillin/Clavulanic acid 1000/200 mg intravenous solution TID was administered, along with the introduction
of an elastic band containing zinc and gelatine. The patient showed significant improvement with steady progress
during follow-up.

Conclusion:

This case report emphasizes the importance of identifying possible underlying infections in psoriatic lesions and
provides valuable insights into the effective comprehensive management of psoriasis with concurrent infection.



References upon request.
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Abstract N°: 983

The Role of Gut Microbiome in Psoriatic Arthritis—A Literature Review

Cristina Alexandrul, Carmen Iorgusl, Ionut Melesteuz, Elena-Daniela Serban*3, Florin Bobirca?, Maria Magdalena

Constantin® 5, Razvan Simu6, Ioan Ancutal 7, Mihai Bojincal' 7, Anca Bobircal 7

1Dr 1. Cantacuzino Clinical Hospital, Department of Internal Medicine and Rheumatology, Bucharest, Romania,
2Department of Gastroenterology, Colentina Clinical Hospital, Bucharest, Romania,32nd Department of
Dermatology, Colentina Clinical Hospital, Bucharest, Romania, 4Dr 1. Cantacuzino Clinical Hospital, Department of
General Surgery, Bucharest, Romania, >Carol Davila University of Medicine and Pharmacy, Department of
Dermatology, Bucharest, Romania, 6Fundeni Clinical Institute, Department of Internal Medicine, Bucharest,

Romania, /Carol Davila University of Medicine and Pharmacy, Department of Internal Medicine and
Rheumatology, Bucharest, Romania

Introduction & Objectives:

Psoriatic arthritis is a heterogeneous chronic autoimmune disorder characterized principally

by skin lesions, arthritis, dactylitis and enthesitis. The exact etiology of the disease is yet

to be discovered, with genetic predisposition alongside environmental factors being a well-known
theory. In recent years, new discoveries have emphasized the role of gut microbiome in perpetuating
inflammation in spondylarthritis. The exact mechanism through which dysbiosis underlies the
pathophysiology of psoriatic arthritis is not defined. One of the current areas of focus in rheumatic
research with new studies emerging annually is the link between microbiome and psoriatic arthritis.
Materials & Methods:

In this review, we synthesized the recent knowledge on intestinal microbiome and psoriatic arthritis.

We screened two databases for articles, PubMed and Medline, using the following keywords: “microbiome”,
“microbiota” and “psoriatic arthritis”.

Results & Conclusion:

We described the current expertise on diversity and composition of gut microbiome in psoriatic arthritis,
comparing the results with other inflammatory diseases. In the future, preventing the dysbiosis process that leads
to the development of psoriatic arthritis could open the door to new therapeutic modalities. Moreover, faecal
microbiota transplantation and probiotics’ benefits in modulating the gut microbiome are being intensively
researched at the moment.
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Abstract N°: 1011

Gasdermin D (GSDMD) and E (GSDME) - new potential players in the pathogenesis of psoriasis? The first
study on human serum.

Julia Nowowiejskal, Anna Baranl, Justyna Hermanowiczl, Beata Siekluckal, Dariusz Pawlakl, Iwona Flisiak!
IMedical University of Bialystok, Poland
Introduction & Objectives:

Psoriasis is a frequent and incurable skin disease whose pathogenesis is still not fully understood. It is
characterized by immune disturbances, hyperproliferation and improper differentiation of keratinocytes.
Gasdermins are a relatively recently described family of 6 proteins. Gasdermin D (GSDMD) and E (GSDME) are
involved in the processes of inflammation, proliferation and death of cells, especially pyroptosis. GSDMD and
GSDME have never been studied in psoriatics’ sera before. Our aim was to determine their possible role in this
dermatosis.

Materials & Methods:

The study enrolled 60 psoriatic patients and 30 volunteers without dermatoses as controls, who were age, sex-
and BMI-matched. GSDMD and GSDME concentrations were measured in serum of all participants by ELISA.
Psoriasis severity was assessed using Psoriasis Activity and Severity Index (PASI). Moreover, basic laboratory
parameters were examined.

]

Results:

Serum GSDME concentration was significantly higher in patients than controls (p<0.05), whereas GSDMD
insignificantly higher (p>0.05). There was no correlation between serum GSDMD and GSDME concentrations and
psoriasis severity in PASI, age or disease duration. GSDME concentration was significantly negatively correlated
with BMI, triglycerides and glucose concentrations.
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Conclusion:

We are the first to report on possible serum GSDMD and GSDME application in psoriatics. Understanding the role
of gasdermins in the death and proliferation of cells, we propose their engagement in psoriasis pathogenesis
based on the activation of caspases, which results in the cleavage of gasdermins, leading to the release of pro-
inflammatory cytokines and epidermal hyperproliferation. Moreover, pyroptosis, in addition to inducing cell death,
exacerbates inflammation, which, chronically sustained, is a feature of psoriatic epidermis. Gasdermins, especially
GSDME, may become new non-invasive psoriasis markers, but not of its severity. They could also be tested as

potential future drug targets. GSDME may perhaps exert a protective influence on the metabolic complications in
psoriasis which requires further studies.
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Abstract N°: 1015

Apremilast Treatment is Associated with Weight Loss, Cardiometabolic and Inflammatory Marker Changes
in Psoriasis and Psoriatic Arthritis Patients

Xuguang Hul, A. Francesca Setiadil, Maggie Burhans!, Stephen Colgan!, Mindy Chen!, Marcia C. Teixeira Dos
Santos!, Sue Cheng!, Nehal Mehta*

1Amgen Inc., Thousand Oaks, United States, 2The George Washington University School of Medicine, Washington,
DC, United States

Introduction & Objectives

Psoriasis (PsO) and psoriatic arthritis (PsA) are chronic systemic inflammatory diseases associated with high rates
of obesity and other cardiometabolic diseases. Phosphodiesterase 4 (PDE4) enzyme plays an important role in
inflammation, lipolysis, and insulin homeostasis (Wu C & Rajagopalan S, 2016). Apremilast (APR) is an oral small-
molecule inhibitor of PDE4, whose inhibition has been associated with weight loss in past APR studies and
reported in product labeling. These findings, in complement with the increased prevalence of metabolic syndrome
in psoriatic disease, prompts further interest in the better understanding of the impact of APR on markers of
cardiometabolic disease. In this retrospective pooled analysis, we sought to explore and demonstrate the
concurrent benefit of APR on weight loss and cardiometabolic markers.

Methods & Materials

Pooled samples of four legacy phase 3 and 4 clinical trials (PALACE-1 [NCT01172938]; MOSAIC [NCT03783026];
ADVANCE [NCT03721172]; DISCREET [NCT03777436]) for PsO and PsA, were analyzed without adjusting for
disease indication. Patients treated with APR 30 mg BID and placebo (PBO) were included in this study. Patients
received PBO or APR until Week 16, after which all patients received APR through Week 32. Outcomes measured
included change from baseline in body weight, body-mass index (BMI), high-density lipoprotein (HDL), low-
density lipoprotein (LDL), plasma glucose, hemoglobin Alc (HbAlc), and blood pressure at Weeks 16, 18, 24 and
32.

Results

Baseline (BL) parameters were balanced between the APR (n=718) and the PBO groups (n=609) (Table). The BL
BMI distribution showed that more than 80% of participants were overweight or obese. Across all timepoints, APR-
treated patients showed significant weight loss compared to the PBO group (overall; p < 0.000001; Fig A).
However, the subgroup analysis indicated the significant weight loss was observed only in the overweight or obese
patients (p < 0.000001) not in the normal or leaner patients. Greater weight loss was seen with longer APR
exposure. At Week 32, a quarter of APR-treated patients lost =5% body weight; a greater impact was observed in
patients with higher BMIL. At Week 16, mean HDL was increased by 2.3% and remained above 2% until Week 32 in
the APR-treated group. No HDL increase was observed in the PBO group (Fig B). The HDL increase from BL
exhibited associations with weight loss across all timepoints analyzed in the APR group. A trend in the reduction of
diastolic blood pressure, but not systolic, was seen in the APR-treated group. No changes in LDL, plasma glucose,
or HbAlc were observed.

Conclusion

These findings add to a growing body of evidence describing the impact of APR on weight loss, mainly in the
overweight or obese patients. There was also no impact on LDL with potential minor benefit on HDL. Given the



high prevalence of the metabolic syndrome features of high BMI with low HDL in the psoriatic population, with
current recommendations stating to manage cardiometabolic comorbidities, these data suggest APR (PDE4
inhibition) may provide benefit beyond skin and joint disease with weight reduction although prospective studies
are needed to examine these findings further.
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Table
) L. Placebo APR 30mg BID
Baseline characteristic (N=609) (N=718)
Age (vears), median (range) 49 (18, 85) 49 (18, 85)
Sex, n (%)
Female 268 (44) 320 (45)
Male 341 (56) 398 (55)
Race, n (%)
White 539 (88.6) 640 (89.1)
Asian 34 (5.6) 31 (4.3)
Black or African American 19 (3.1) 21(2.9)
Other 10 (1.6) 17(2.4)
Unknown 7(1.1) 9(1.3)
Body weight, median (kg) 86 87
Body mass index, median, (kg/m?) 30 30
High-density lipoprotein, median (mg/dL) 499 50.3

Normal range for adults: BMI, 18.5-24.9 kg/m?; HDL >40mg/dL
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Abstract N°: 1036

Successful treatment of generalized pustular psoriasis with Guselkumab
Paloma Seidel*l, Nina Magnolol, Paul Schmidlel

LUniversity Hospital Miinster, Clinic for Skin Diseases, Miinster, Germany
Successful treatment of generalized pustular psoriasis with Guselkumab
Introduction & Objectives:

Generalized pustular psoriasis (GPP) is a rare, chronic, and potentially life-threatening disease that poses multiple
diagnostic and management challenges to dermatologists. The monoclonal antibody Spesolimab blocking human
IL36R has recently been approved for GPP flares as the first in class treatment option. However, consistent
international treatment guidelines are missing. Our case shows that the IL23p19 inhibitor Guselkumab may also be
a safe and effective treatment option for GPP.

Materials & Methods:

In July 2021, a 83-year-old patient presented with a severe pustular and painful rash since one day. He suffered
from malaise and severe pruritus. A concomitant plaque psoriasis had been diagnosed two years ago and a similar
flare was treated with Acitretin and topical steroids one year ago. No trigger factors (drugs, infections) were
detected. His medical history revealed Diabetes mellitus, arterial hypertension, hypercholesterinemia, myocardial
infarction and stroke.

Dermatological examination showed a deep dark red erythema with multiple pustules on the entire integument
excluding the face. Laboratory results revealed neutrophilia, lymphocytopenia and eosinopenia as well as
increased CRP and thrombocytosis. Other infectious foci were ruled out. Skin biopsies showed an irregular
acanthosis of the epidermis with focally thinned stratum granulosum. Additionally, circumscribed parakeratosis
and subcorneal pustules were seen as well as a superficial perivascular lymphocytic infiltrate in the upper dermis.
Based on the clinical and histological findings the diagnosis of GPP was made.

The patient was hospitalized and treated with clobetasol cream twice daily. A biological therapy with Guselkumab
100mg s.c. was started.

Results:

After two days, no new pustules occurred and the skin started to scale. Pruritus and pain were relieved. Initially
elevated lab results went back to normal range again. After five days the patient was discharged from the hospital
and came for ambulant control visits three and six months later. He has not flared up again for two years.

Conclusion:

This case demonstrates that Guselkumab is a very effective and safe treatment option for GPP. Our findings go
along with a Phase 3 Japanese study by Sano et al. which showed relevant clinical improvement of the skin
condition in almost 45 % of patients treated with Guselkumab (n=9) after 16 weeks. In general, it must be noted
that biological therapies are more effective in the treatment of GPP compared to non-biological therapies and that
treatment adherence with biologic therapies is significantly higher, so that in severe forms of GPP a first-line
biologic therapy should be evaluated. With the approval of Spesolimab we have the first in-label effective
treatment option for acute flares. This case study shows a further possible treatment option. European guidelines



for immediate treatment of GPP flares and long-term management of patients should be established to ensure
optimal and standardized care for patients.
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Real-life experience with Tildrakizumab in our Clinical Practice
Silvia Baratta*l, Edoardo Mortatol, Riccardo Violal, Melita Anna Polil, Anna Paola De Carol, Francesco Loconsole!

Lpoliclinico di Bari, Section of Dermatology and Venereology, Department of Precision and Regenerative Medicine
and Ionian Area (DiMePRe-J), University of Bari “Aldo Moro”, 70124 Bari, Italy., Bari, Italy

Introduction & Objectives: Psoriasis is a chronic inflammatory disease with a great therapeutic arsenal regarding
biological therapy. The latest drugs that have been incorporated belong to the family of IL-23 blockers.
Tildrakizumab is a humanized monoclonal antibody of the humanized IgG1/j type that specifically binds to the
p19 subunit of the cytokine interleukin 23 (IL-23), it has been approved for the treatment of moderate-to-severe
plaque psoriasis in adults.

Materials & Methods: In our center a total of 26 patients with moderate-to-severe plaque psoriasis were treated.
Among our study population 15/26 patients are bionaive and 11/26 are bioexperienced; 9/26 patients have a high
mean BMI, entering on grade I obesity (31.71). Many of our patients show psoriatic lesions in “difficult sites”:
scalp is involved in 8/26 patients (30.97), nails in 8/26 patients (30.7%), genital area in 7/26 patients (26.9%) and
palmoplantar zone in 6/26 (23%). Only 5 of our patients (9.09%) are affected by psoriatic arthropathy.

Results: No differences in response were found in terms of PASI or quality of life (DLQI) between bionaive and
bioexperienced patients or when we consider comorbidities (hypertension, obesity, dyslipidemia and diabetes).
We observed stability of clinical-radiological findings in patients with psoriatic arthropathy. No adverse events that
caused interruption or therapeutical switch have been reported in the presented series. Regarding PASI values, our
patients showed mean values of 9 at baseline which progressed to 0.4 at week 16 and to 1.7 at week 48 (1 year) of
treatment; besides, an improvement in quality of life was observed, measured by the Dermatology Life Quality
Index (DLQI), with a decrease from 8 at baseline to 1 at week 16 and 0.6 at week 48 (1 year). Nine (9) of our
patients are in treatment from 2 years and their mean PASI value is 1.6 while mean DLQI value is 1. Three patients
have been in treatment for 3 years with sustained complete response.

Conclusion: In our experience Tildrakizumab showed excellent results in the control of psoriasis in the short and
medium term, with an excellent safety profile.
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Effect of early Risankizumab treatment on quality of life -2 year real world data from the German cohort
of the VALUE study
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Bauer®, Uwe Gieler/, Diamant Thaci*8

1Department of Dermatology University Medical Center of the Johannes Gutenberg-University Mainz,2Private
Practice, Berlin, 3Institute for Health Services Research in Dermatology and Nursing, University Medical Center
Hamburg-Eppendorf, 4Private Practice, Witten, >Private Practice, Remscheid, 6AbbVie Deutschland & Co. KG,

’Psychosomatic Dermatology, Dept. of Dermatology, University Hospital GieBen / Marburg (UKGM),8Institute and
Comprehensive Center Inflammation Medicine, University of Libeck

Introduction & Objectives:

Risankizumab (RZB) is an IL-23 p19 inhibitor and biologic compound approved for the treatment of moderate-to-
severe plaque psoriasis and psoriatic arthritis. Real world data of RZB on specific aspects in patients’ reported
outcomes in different areas of life are still limited. This real world study analyzes the effect of treatment with RZB
beside disease activity on patient-relevant aspects such as quality of life, stigmatization, social support, loneliness
and work productivity.

Materials & Methods:

The aim of the VALUE study is to investigate durability of response and time to first treatment change for RZB
compared to other biologic treatments. Treatment decisions were made at the physician’s discretion, according to
local label and clinical practice. Here, we report 104 weeks data from an interim analysis with a database lock on
26 Sep 2022 for the German cohort of a multi-country non-interventional observational study (VALUE). Patients
with moderate-to-severe psoriasis (PsO) were asked about following psychosocial components: stigmatization (6-
Items Stigmatization scale from ISDL), social support (UCLA Loneliness scale), impact of disease on profession
(work productivity/activity impairment WPAI), mood/personality (hospital anxiety and depression score HADS-D,
Rosenberg self-esteem RSE and fear of flare and loss of effectivity FFLE), coping strategies (HADS-A and perceived
stress scale PSS), and health-related QoL (DLQI). Additionally, they were asked about itch.

Results:

This analysis comprised Qol-data of 422 (215 bio-naive) patients at baseline and 126 (65 bio-naive) patients at
104 weeks assigned to RZB arm. Comparing baseline with 52 weeks and 104 weeks RZB treatment in bio-naive
patients resulted in decrease of patients (%) with meaningful impairment: 6-Item stigmatization score >12, 48.3%
to 6.3% and 4.6%; UCLA score = 43, 37.7% to 26.6% and 21.9%; WPAI overall productivity impairment >20%,
51.0% to 17.3% and 12.1%; RSES score <15 (=low self-esteem), 9.2% to 4.4% and 4.7%; HADS-D score = 11,
20.0% to 5.0% and 4.7%; HADS-A score = 11, 23.4% to 3.7% and 3.1%; PSS-10 = 27 (=severe stress), 12.8% to
3.8% and 3.1% (Figure 1). At baseline, 75.5% of patients reported very/rather often scratching with nails indicating
a high itch. This number reduced to 6.4% at week 52 and 7.9% at week 104. FFLE question “how you would
currently assess your fear of an illness flare up” was answered with 5.2 on a visual analogue scale (1-10) at
baseline, with 2.1 at week 52 and 1.8 at week 104.

Conclusion:



Treatment of bio-naive patients with moderate to severe psoriasis with RZB resulted in improvement of highly
relevant psychosocial components and overall disease burden within 52 weeks that remained stable afterward.
This indicates that patients should be treated as early as possible with RZB for the best patient outcome.

Effect of RZB treatment on patient's relevant aspects on Qol
percentage of patients with meaninful impairment
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Abstract N°: 1114

pulsed dye laser plus topical calcipotriol and crticosteroid combination vesus topical calcipotriol and
corticosteroid combination alone in treatment of nail psoriasis

Azmy Abdullatif Attia*L, Ibrahim Mearajl, Shady Mahmoud!

LAl Azhar Faculty of Medicine, Dermatology, Cairo, Egypt
Introduction & Objectives:

Psoriasis is a chronic, inflammatory skin disease that causes significant distress and morbidity.Nail
involvement is more commonly found in patients with psoriatic arthropathy than in those with
uncomplicated psoriasis. Nail psoriasis has a significant adverse influence on the quality of life of patients.
The treatment of nail psoriasis largely depends on the severity of symptoms. Local or topical therapies
along with Ultraviolet(UV) therapy should be attempted initially; however, the efficacy of these methods is
limited, as penetration through the nail plate and nail matrix is difficult. The aim of this study is to
compare the efficacy of Pulsed Dye Laser (PDL) plus topical calcipotriol and corticosteroid combination
versus topical calcipotriol and corticosteroid combination in the treatment of nail psoriasis.

Materials & Methods:

This study is a comparative clinical trial including thirty patients aged 6-65 with bilateral fingernail psoriasis.. The
diagnosis was based upon the clinical characteristics of nail psoriasis in patients known to have psoriasis vulgaris.
Each patient received topical calcipotriol and corticosteroid(betamethasone valerate) combination daily for six
months on both hands.One session of PDL (595nm) was applied on the right hand every month for six months.
Modified NAPSI scores were calculated at baseline, 3 months, and 6 months of treatment then in the follow up
period after 3 and 6 months. Digital photographs were taken every month during treatment period and then after
3 and 6 months in follow up period. Quality of life was also assessed before and after treatment using Nail
Psoriasis Quality of life 10 (NPQ10).

Results:

The mean of mMNAPSI score before treatment for the Rt.hand was 25.2 and for the Lt. hand was 21.7. After
3 sessions the mean for the Rt. hand was 17.6 and for the Lt. hand was 16.9(p<0.001). After 6 sessions the
mean for the Rt. hand was 15.03 and for the Lt. hand 16.4(p<0.001). On the other hand there was no
statistical significant difference between Rt. hand and Lt. hand . Also the the quality of life improved
significantly at the end of the trial .

Conclusion:

PDL laser therapy has shown to be effective and safe for nail psoriasis. It could be used alone or combined with
different therapeutic modalities, being especially beneficial with topical treatments.
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Abstract N°: 1149

A case of IgA pemphigus in a patient with a history of psoriasis
Kyong Jae Lee*!, Su Bin Leel, Seo Won Songl, Hoon Kangl, Jung Eun Kimt

1Eunpyeong St. Mary’s Hospital, College of Medicine, The Catholic University of Korea, Seoul, Korea, Department
of Dermatology, Seoul, Korea, Rep. of South

Introduction & Objectives:

Immunoglobulin A (IgA) pemphigus is a rare chronic autoimmune skin disease with two major subtypes:
subcorneal pustular dermatosis (SPD) and intraepidermal neutrophilic dermatosis (IEN). Diagnosis is made by
clinical features with histopathologic findings showing intraepidermal neutrophilic pustules, direct
immunofluorescence study detecting IgA autoantibodies and reactivity with autoantigens. The autoimmune
etiology of pemphigus incurred a question of possible association with other autoimmune or inflammatory
diseases, such as psoriasis. Herein, we report a case of IgA pemphigus in a patient with a history of psoriasis.

Materials & Methods:

A 27-year-old male patient presented with pruritic, multiple, variable-sized, yellowish annular pustules and bulla
above erythematous patches on the trunk and extremities for 4 days. A year ago, he was diagnosed with psoriasis
at another hospital and was undergoing oral cyclosporine, topical betamethasone/calcipotriol and tacrolimus
treatment.

Results:

Histopathologic findings showed intraepidermal blister which contains neutrophils and eosinophils. Direct
immunofluorescence study detected IgA deposition in the intercellular spaces of epidermis. Based on the clinical
and histological findings, he was diagnosed with IgA pemphigus. Since he strongly refused steroid treatment, he
was referred to another hospital for treatment of dapsone.

Conclusion:

Dermatologists managing patients with psoriasis should be aware of this epidemiological feature that bullous
diseases can be associated with psoriasis, and prospective studies are required to further delineate their relation.
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Abstract N°: 1152

Assessment of the quality of life in patients with psoriatic arthritis based on a severity of psoriasis
Polina Tremaskinal, Tatiana Korotaeval, Elena Loginoval, Svetlana Glukhoval

1y.A. Nasonova Research Institute of Rheumatology, Spondyloarthritis and psoriatic arthritis, Moscow, Russian
Federation

Introduction & Objectives: Psoriatic Arthritis Impact of Disease - 12 items (PsAID-12 score) has shown to be a
reliable tool for assessing the impact of psoriatic arthritis (PsA) on the quality of life (QoL), including an
assessment of pain, depression and skin problems. There is no data about the use of PsAID-12 to assess the
factors associated with achieving a good QoL with a long course of PsA. The aim of study is to evaluate the factors
associated with achieving a good quality of life in patients (pts) with PsA.

Materials & Methods: This study assessed 53 (M/F-25/28) PsA pts fulfilling CASPAR criteria. Mean age 45+12.1
yrs, median (Me) PsA duration 90 [72;99] month (mos), Me follow-up 81 [61;91] mos. At the early stage of PsA
(up to 2 years) all pts received methotrexate (MT) 20-25 mg/week, if remission or MDA was not achieved after 3-6
mos, combined therapy with MT+ biological DMARDs was added. All pts underwent standard clinical examination:
tender joint count (TJS), swollen joint count (SJC), patient global assessment disease activity (PtGA), CRP (mg/I),
skin psoriasis by BSA (%), presence of nail psoriasis, DAPSA activity index, the number of patients (in %) who
achieved minimal disease activity (MDA) and completed PsAID-12 questionnaire. A total PSAID score below 4 out
of 10 is considered a ‘patient-acceptable state’ (PASS). Based on the achievement/non-achievement of the PASS,
pts were divided into two groups: those who achieved the PASS (pts with a better, good Qol), and those who did
not achieve the PASS (pts with a worse QoL in relation to those who achieved the index). By analysing the odds
ratio, the factors associated with achieving a good quality of life are presented. Me [Q25-Q75], M£SD, were
performed. All p<0.05 were considered to indicate statistical significance.

Results: Me PsAID-12 score 2,1 [0,95;4,6]. PASS was achieved in 38 out of 50 pts (76%). Remission by DAPSA
activity index was detected in 15 (28,3%), low disease activity in 16 (30,2%), moderate in 13 (24,5%), high activity
in 9 (17%) pts. The scale of skin problems was assessed: PASS group Me 2 [1;3], in the group not achieving the
PASS Me 8 [4;9], p=0,001. Factors associated with achieving a good QoL in patients with PsA were identified:
absence of nail psoriasis (odd ratio 5,262; 95% CI 1,041-26,595), low activity of skin psoriasis (BSA less 3%) (odd
ratio 5,625; 95% CI 1,542-20,523).

Conclusion: Further research is needed to obtain a more complete and accurate understanding of the impact of
PsA on the QoL of pts. As our study has shown, the absence of nail psoriasis and low severity of skin psoriasis are
associated with achieving a good QoL in PsA pts.
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Abstract N°: 1170

Flare frequency and duration in patients with generalized pustular psoriasis (GPP)

Denis Jullien*l, Azura Mohd Affandiz, Laurent Misery3, Tang Jyh Jong4, Hamida Turki®, Pubalan Muniandye, Tan
Wooi Chiang’

1Department of Dermatology, Hospices Civils de Lyon, Edouard Herriot Hospital, Lyon, France,2Department of
Dermatology, Hospital Kuala Lumpur, Kuala Lumpur, Malaysia, 2Department of Dermatology, University Hospital
of Brest, Brest, France, 4Department of Dermatology, Hospital Raja Permaisuri Bainun, Jalan Raja Ashman Shah,
Perak, Malaysia, >Department of Dermatology, Hedi Chaker Hospital, University of Sfax, Sfax, Tunisia,®Department

of Dermatology, Sarawak General Hospital, Kuching, Sarawak, Malaysia, ’Department of Dermatology, Hospital
Pulau Pinang, Pulau Pinang, Malaysia

Introduction & Objectives:

Generalized pustular psoriasis (GPP) is a rare, neutrophilic, chronic skin disease in which an overactivation of
inflammatory pathways causes widespread erythema and eruption of sterile pustules that may coalesce into ‘lakes
of pus’. GPP flares are heterogeneous, and there is no standard clinical definition. Symptoms of GPP flares are
painful; severe cases may require emergency treatment and can lead to life-threatening complications such as
sepsis. The objective of this study was to characterize the frequency, number, and duration of flares in patients
with GPP.

Materials & Methods:

We conducted a retrospective chart review including patients of all ages with a confirmed diagnosis of GPP after
2011 who were receiving care at 27 participating sites in France, Malaysia, and Tunisia.

Results:

Data from 175 patients were included (France: 58.9%, Malaysia: 31.4%, Tunisia: 9.7%), and mean (SD) duration of
follow-up was 5.0 (3.1) years. Flare-related care was the second most common reason for patient visits,
accounting for 200 of 1378 follow-up visits after GPP diagnosis and surpassed only by routine follow-up. The
mean (SD) annual number of flare episodes experienced by patients was 2.3 (2.0); the total number of flare
episodes since the initial flare leading to diagnosis ranged from 0 to 9. Eighty-three (47.4%) patients experienced
at least one flare episode after diagnosis, though individual country data suggested a higher flare burden in
Tunisia (70.6%) and Malaysia (54.5%) compared with France (39.8%). Twenty-eight patients (16.0%) had =2 flare
episodes (60 visits); median (min, max) time between episodes was 11.6 (0.1, 52) months. The mean (SD)
duration of flares was 34.3 (41.3) days during follow-up. Of 254 hospitalisations, 128 (50.4%) were flare-related
inpatient admissions. Overall, 37.5% of GPP flares required inpatient care.* The mean (SD) duration of flare-
related admissions was almost twice as long as non-flare admissions at 19.2 (23.1) days compared with 10.5 (8.1)
days.* Mean (SD) time between flare-related hospitalisations among 66 patients (128 hospitalisations) was 14.1
(17.1) months, with a median of 9.5 months indicating a skew distribution.

Conclusion:

Flare episodes are a heavy burden for patients with GPP, with flares recurring as often as once a year and lasting
up to 2 weeks or more. Additionally, flares account for >50% of hospitalisations for patients with GPP and are an
important cause of follow-up care visits. The frequency of flares varied between patients, with some individuals



experiencing up to 10 episodes over the study period. The heterogeneity of flares and the rarity of GPP make
diagnosis and clinical study challenging, while the severity of acute episodes and the burden of flare reoccurrence
demonstrate the need for more effective treatment options than are currently available.
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Abstract N°: 1189

Efficacy and safety after 52 weeks in psoriasis patients switching to risankizumab after suboptimal
response to secukinumab or ixekizumab

Richard B Warrenl, Lev Pavlovskyz, Antonio Costanzo3, Neil Korman?, Simone Rubant®, Nadia Ibrahim®, Yanbing
ZhengS, Ahmed M. Soliman®, Leonidas DrogarisS, Vassilis Stakias®, Diamant Thav;i6

1Dermato|ogy Centre, Salford Royal NHS Foundation Trust, Manchester NIHR BRC, University of Manchester,
2Sackler Faculty of Medicine, Tel Aviv University, Tel Aviv, Israel and Rabin Medical Center, Beilinson Hospital,
3Dermatology Unit, Department of Biomedical Sciences, Humanitas University; Humanitas Clinical and Research
Center, Scientific Institute for Research, Hospitalization and Healthcare, Rozzano, Italy, “Department of
Dermatology, University Hospitals Cleveland Medical Center and Case Western Reserve University, Cleveland,

United States, >AbbVie Inc., North Chicago, United States, 6Institute and Comprehensive Center Inflammation
Medicine, University of Libeck, Libeck, Germany

Introduction & Objectives: Psoriasis is a chronic inflammatory skin disease often treated with biologics. Here we
assess the safety and efficacy of risankizumab, an interleukin-23 inhibitor approved for treatment of moderate-to-
severe plaque psoriasis, in patients with suboptimal responses to the interleukin-17 inhibitors secukinumab or
ixekizumab, after 52 weeks of treatment.

Materials & Methods: In this open-label, single-arm study for patients with a suboptimal response (static
Physician’s Global Assessment (sPGA) score of 2 or 3 and body surface area of 3% to 10% after at least 6 months
of treatment with secukinumab or ixekizumab) received 150mg RZB at weeks 0, 4, and q12w through week 40
without a washout period. sPGA 0/1, sPGA 0, Dermatology Life Quality Index (DLQI), and Psoriasis Symptom Scale
(PSS) scores were assessed at week 52 by non-responder imputation. Safety was monitored throughout the study.

Results: At week 52, 63.0% (159/252, 95% CI [56.9, 68.8]) of patients that switched to risankizumab achieved sPGA
of 0/1 and 26.2% (66/252, 95% CI [21.2, 32.0]) achieved sPGA 0. DLQI scores of 0/1 were achieved by 46.5%
(117/252, 95% CI [40.4, 52.7]) of patient and 27.4% (69/252, 95% CI [22.3, 33.3]) of patients achieved a 0 score on
PSS. No new safety signals were observed in this analysis.

Conclusion: In this difficult-to-treat patient population with a suboptimal response to secukinumab or ixekizumab
without a washout period, treatment with RZB led to improved efficacy of signs and symptoms of psoriasis and
improvement in health-related quality of life with no new safety signals.
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Abstract N°: 1196

A pilot genome-wide association study identifies novel markers of metabolic syndrome in patients with
psoriasis

Seung-Min Ohl, Su-Kang Kim?2, Hye-Jin Ahnl, Ki-Heon Jeong!

1Kyung Hee University College of Medicine, Dermatology, Seoul, Korea, Rep. of South,2Catholic Kwandong
University, Biomedical Laboratory Science, Gangneung-si, Korea, Rep. of South

A pilot genome-wide association study identifies novel markers of metabolic syndrome in patients with
psoriasis

Introduction and objectives: Recent studies have reported that psoriasis is associated with the development of
metabolic syndrome. Multiple inflammatory and cytokine-mediated pathways are reportedly shared between
psoriasis and metabolic syndrome. However, the exact pathogenic mechanism of the association is complex and
not fully understood. Genome wide association studies have been used to discover gene variant markers that
occur frequently in case group in relation to specific diseases. The aim of the present study was to investigate the
variants of specific genes involved in metabolic syndrome associated with psoriasis.

Materials and methods: 95 psoriasis patients were recruited and divided into two groups: one with metabolic
syndrome (38 patients) and the other without (57 patients). After genotyping, imputation, and quality checking,
the association between the several single nucleotide polymorphisms and metabolic syndrome in psoriasis was
tested, followed by gene set enrichment analysis.

Results: We found 76 gene polymorphisms that conferred an increased risk for metabolic syndrome in patients
with psoriasis. Four single nucleotide polymorphisms (rs17154774 of FRMD4A, rs77498336 of GPR116, rs75949580
and rs187682251 of MAPK4) showed the strongest association between metabolic syndrome and psoriasis. The
epidermal growth factor receptor protein was located at the center of the protein interactions for the gene
polymorphisms.

Conclusion: This study identified several previously unknown polymorphisms associated with metabolic syndrome
in psoriasis. These results highlight the potential for future genetic studies to elucidate the development, and
ultimately prevent the onset, of metabolic syndrome in patients with psoriasis.

Key Words: Genetic polymorphism, Genome-wide association study, Metabolic syndrome, Psoriasis
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Abstract N°: 1207

Baseline characteristics of UK patients with psoriasis initiating ixekizumab as captured in an observational
cohort study (PSoHO) versus a large-scale ixekizumab cohort from the UK and Ireland national biologics
register BADBIR

Laura Jane Savagel, Jenny Hughesz, Rebecca Batchelor3, Robert Mckenzie?, Beatrice Gittens?, Lill-Brith Von And,
Alan Brnabic*

1University of Leeds, Faculty of Medicine and Health, Leeds, United Kingdom,zPrincess of Wales Hospital,

Bridgend, United Kingdom, 3Heavitree Hospital, Exeter, United Kingdom, #Eli Lilly and Company, Indianapolis, IN,
United States

Introduction:

The British Association of Dermatologists Biologics and Inmunomodulators Register (BADBIR), a prospective
observational cohort study seeking to assess the long-term safety of biologic treatments for psoriasis (PsO), has
been recording real-world outcomes for patients with PsO initiating ixekizumab (IXE), a monoclonal antibody
selectively targeting interleukin (IL)-17A, in the UK and Republic of Ireland since 2016. Psoriasis Study of Health
Outcomes (PSoHO) is a prospective, multicentre observational study, initiated in 2018, comparing IL-17A biologics
with other biologics in 1981 enrolled patients with PsO. The objective of this study is to describe real-world
characteristics of patients prescribed IXE in the UK as captured in PSoHO as of 2018-2021 versus the BADBIR
cohort who initiated IXE during the 7 years 2016-2022.

Materials & Methods:

Patients in the UK were recruited into the IXE BADBIR cohort between November 2016 and September 2022 from
156 dermatology centres across the UK and Republic of Ireland. In the current BADBIR cohort, all patients had PsO
diagnosed by a dermatologist and switched to European Medicines Agency approved dosages of IXE as a
subsequent-line therapy within the 6 months prior to study entry. The PSoHO IXE cohort included biologic-naive
or -experienced adult patients with an established diagnosis (at least 6 months prior to baseline) of moderate-to-
severe PsO for whom the treating physician initiated IXE for the first time between 2018 and 2021. Data collected
included patient demographics, disease duration, Psoriasis Area and Severity Index (PASI), Dermatology Life
Quality Index (DLQI), comorbidities and concomitant medication at study entry (baseline). As observed data were
summarized descriptively with N (%) for categorical variables and mean and standard deviation (SD) for
continuous variables.

Results:

Baseline characteristics are shown in Table 1. Although the BADBIR cohort included only biologic-experienced
patients and the PSoHO cohort included patients receiving IXE as any line of therapy, both cohorts were similar
with respect to being predominately male, with depression as a common comorbidity; mean (standard deviation;
SD) body mass indices were 32.8 (7.7) and 32.4 (7.9) kg/m2, respectively, and mean (SD) age was 44.3 (12.7) and
46.0 (12.6) years, respectively. The BADBIR cohort had a mean (SD) of 2.1 (1.6) comorbidities and the PSoHO
cohort had a mean of 0.8 (1.0) comorbidities.

Discussion:

Baseline characteristics of patients with PsO receiving IXE in the ongoing PSoHO study were broadly similar, albeit
with a few exceptions, to those of the larger cohort of biologic-experienced patients enrolled in the BADBIR



registry since 2016. These findings suggest that it will be appropriate to compare and contrast effectiveness data
obtained from these cohorts. A limitation is the small IXE cohort in the UK. In both the BADBIR and PSoHO
cohorts, depression was a common comorbidity.

Table 1. Baseline Characteristics for UK psoriasis patients initiating ixekizumab in the BADBIR and

PSoHO coharts
Variable BADBIR cohort PSoHO cohort
[N=780) (N=20)
Gender (female), n (%) 345 (44.2) 8 (40.0)
Age at registration, years 44,3 (12.7) 46.0(12.6)
Age at disease onset, years 23.7(13.4) MNat available
Body mass index, kg/m? 32.8(7.7) 32.4(7.9)
Duration of disease, years 20.6(12.5) 21.1(13.2)
Psoriatic arthritis 291(37.3) 11 (55.0)
PAS| Score 12.0(7.9) 15.2 (6.1)
DLQI Score 15.5 {8.9) 18.5 {5.8)
Previous biologic treatment, n (%) 780 (100.0) 6(30.0)
Number of comorbidities reparted 2.1{1.6) 0.8 (1.0
Reported depression comorbidity, n (%) 198 (25.4) Not available
Significant depression (HADS-D score >10), n (%) Not available 51(27.8)

All data presented are mean (SD) unless otherwise specified.

BADBIR, British Association of Dermatologists Biologics and Immunomodulatars Register; DLQJ,
Dermatology Life Quality Index; HADS-D, Hospital Anxiety and Depression Scale — Depression; PASI,
Psoriasis Area and Severity Index; PSoHO, Psoriasis Study of Health Outcomes; SD, Standard

Deviation
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Abstract N°: 1209

The disturbances in bioactive lipids profile in the skin and serum of psoriatic patients.

Mateusz Matwiejuk*l, Hanna Mysliwiecl, Bartlomiej Lukaszukz, Marta Lewoc3, Hend Malla3, Piotr Mysliwiecg, Jacek
Dadan3, Adrian Chabowski, Iwona Flisiak!

IMedical University of Bialystok, Department of Dermatology and Venerology, Bialystok, Poland,2Medical

University of Bialystok, Department of Physiology, Bialystok, Poland, 3Medical University of Bialystok, 1st Clinical
Department of General and Endocrine Surgery, Bialystok, Poland

Introduction & Objectives: The aim of this study is to compare and correlate the content of ceramides and
selected metabolites of the sphingolipid pathway in lesional skin, non-lesional skin, and serum in patients with
psoriasis compared to those amount in the skin and serum of healthy people.

Materials & Methods: The study included 16 patients with exacerbated plaque-type psoriasis and 14 healthy
subjects. The punch biopsy from lesional, and non-lesional skin and serum samples were collected from the
psoriatic patients. Additionally, the serum samples were obtained and a biopsy was performed on the healthy skin
from the control group. Using high-performance liquid chromatography (HPLC), the concentrations of
sphingosine monophosphate (S1P), sphinganine (SFA), sphingosine (SFO), and sphinganine monophosphate
(SFALP) ceramides (CER), were analyzed both in the skin and serum samples.

Results: The median concentrations of SFO, SFA, S1P, SFALP, and CER in the lesional skin of psoriatic patients
were significantly higher (p<0.05) relative to both the non-lesional skin of psoriatic patients and the skin of
healthy subjects. Additionally, the SFO and CER concentrations in the non-lesional psoriatic skin were significantly
higher than in the healthy skin. The results are shown in Figure 1.** Psoriatic patients had also higher levels of
serum SFO, SFA, S1P, and SFA1P than the control group. We did not observe a significant difference between the
serum concentration of CER between psoriatic patients and the healthy group. The results are shown in Figure 2.
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Figure 1. Comparison between the amount of sphingolipids [pmol/mg of tissue] in healthy (CTRL), psoriatic
lesional [PSO (1)] and psoriatic non-lesional [PSO (nl)] skin. (A) Sphinganine (SFA) (B) sphinganine-1-phosphate
(SFALP), (C) sphingosine-1-phosphate (S1P), (D) Concentration of sphingosine (SFO), (E) ceramide (CER), (F)
Ratio of sphinganine to sphingosine. Significance markers: a - difference vs. CTRL [p < 0.05], b - difference vs. PSO
(nl) [p < 0.05].
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Figure 2. Comparison between serum sphingolipids [pmol/mL of serum] of psoriatic patients (PSO) and healthy
controls (CTRL). (A) Sphinganine (SFA), (B) Sphinganine-1-phosphate (SFA1P), (C) Sphingosine-1-phosphate
(S1P), (D) Sphingosine (SFO), (E) Ceramide (CER), (F) Ratio of sphinganine to sphingosine. Significance markers:
a - difference vs. CTRL [p < 0.05]

Conclusion:

The profile of bioactive lipids in the skin and serum of patients with psoriasis shows significant differences from
that in healthy subjects. These differences are more pronounced in lesional skin and serum, indirectly indicating
the influence of the studied parameters on the development of inflammation. The study additionally reveals that
lipid metabolism is also impaired in the clinically non-lesional skin of psoriatic patients.
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Abstract N°: 1213

Efficacy of cream containing pale ichthyol, juniper berry oil and canola oil on skin microbiota in patients
with psoriasis

Bozena Tyszczukl, Renata Debowskal, Monika Pasikowska—PiWkol, Katarzyna Rogiewiczl, Irena Erist

1Dr Irena Eris S.A., Department od Research and Innovations, Piaseczno, Poland
Introduction & Objectives:

Psoriasis is a common chronic and recurrent skin disease that can have a considerable impact on patient’s quality
of life. Management of psoriasis involves intense pharmacotherapy during flare-ups, and suitable skin care to
minimize the symptoms and extend remission period. Factors that can exacerbate the course of disease are
infections, i.e. bacterial (S. aureus or S. pyogenes), viral (human papilloma virus and endogenous retroviruses),
fungal (Malassezia spp. and Candida albicans) and parasitic. We performed Clinical trial of the cream no. 1464
(containing shea butter, juniper berry oil, canola oil and pale ichthyol) dedicated for patients with psoriasis,
including microbiological study to check biodiversity of skin microbiota.

Materials & Methods:

Clinical trial was performed in a group of 20 adults (aged 24-69) with psoriasis of different severity. Dermatologist
evaluation of the skin condition including psoriasis lesions (thickness/keratinization of the cuticle, exfoliation) was
based on the analogue scale. The assessment of itch level was performed according to Numeric Rating Scale. After
4 weeks of product usage patients completed a satisfaction questionnaire. Microbiological study was performed

in a group of 10 volunteers with visible psoriatic lesions or in remission period according to ISO 11133. The swabs
were collected before and after 4 weeks of product usage from that same lesion/ place. Identification of
microorganisms was carried out using RapID ONE, STAPH, CB, STR, NF, ANA (Oxoid), API 50CHB biochemical tests
(BioMerieux).

Results:

Dermatological examination showed high skin tolerance of the tested cream. Scaling of psoriatic lesions was
reduced by 47%, thickness by 31% and redness by 36%. Moreover decreasing of itch level (by 74%) was
observed. All patients confirmed, that the tested cream soothes itchy skin, supports skin regeneration and softens
psoriatic lesions as well as soothing skin redness. The microbiological tests confirmed that cream supports the
commensal microbiota of the skin. After application of the cream no. 1464, in the majority (>50%) of the tested
samples, commensal microbiota constituted a higher percentage among all isolated microorganisms. No
additional growth of pathogens was observed after application of the tested product.

Conclusion:

The obtained results demonstrate that systematic application of the tested cream supports the commensal
microbiota of the skin, reduced psoriasis symptoms and could extend the remission phase. Cream no. 1464
containing pale ichthyol,** juniper berry oil and canola oil** was efficacious and well tolerated in adult patients
with mild to moderate psoriasis lesions. It can be used as regular skin care to minimize the psoriatic symptoms and
prevents recurrence of lesions.
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Effects of Apremilast on Quality of Life and Skin Clearance in Men and Women With Genital Psoriasis:
Subgroup Analysis From the Phase 3 DISCREET Study

Joseph Merolal, Lawrence C. Parishz, Lyn Guenther3, Charles Lynde4' 5 Jean-Philippe Lacour6, Petra Staubach-
Renz’, Sue Chengg, Maria Paris, MD Dr$, Cynthia Deignang, Shauna Jardon8, Mindy Cher8, Kim A. Pappg' 10

1Brigham and Women'’s Hospital, Harvard Medical School, Boston, United States,zParish Dermatology,
Philadelphia, United States, 3Guenther Research Inc., London, ON, Canada, *Lynde Institute for Dermatology,
Markham, ON, Canada, 5Probity Medical Research, Markham, ON, Canada,6CHU de Nice - Hopital I’Archet, Nice,
France, /University Medical Center, Department of Dermatology, Mainz, Germany,8Amgen Inc., Thousand QOaks,

United States, 9Alliance Clinical Trials and Probity Medical Research, Waterloo, ON, Canada, 10The University of
Toronto, Toronto, ON, Canada

Introduction & Objectives: Genital psoriasis (PsO) affects up to 63% of patients over the course of their disease.
It is highly stigmatizing, and often overlooked and undertreated. In addition to painful and bothersome
symptoms, genital PsO can severely affect quality of life (QoL) and sexual health; yet, there are limited treatment
options. Women often report more intense symptoms than men, are less likely to engage in sexual activity, and
may be less frequently diagnosed with or treated for genital PsO. Apremilast (APR) is a unique oral
immunomodulating phosphodiesterase 4 inhibitor approved for the treatment of plaque PsO. The objective of
this analysis was to evaluate the efficacy of APR in men and women with genital PsO from DISCREET.

Materials & Methods: DISCREET (NCT03777436) was a phase 3, randomized, placebo (PBO)-controlled, double-
blind study evaluating APR 30 mg BID in patients with moderate to severe genital PsO (defined as a modified
static Physician Global Assessment of Genitalia [SPGA-G] score =3). Patients were randomized 1:1 to APR or PBO
for 16 weeks. We previously reported APR significantly improved genital PsO, including skin, itch, and QoL, in
patients with moderate to severe genital PsO inadequately controlled by or intolerant to topical therapies. In this
post hoc analysis, male and female subgroups were analyzed. Key endpoints for this analysis were change from
baseline in Dermatology Life Quality Index (DLQI) question 9 (Q9) score (sexual difficulties), change from baseline
in DLQI total score, achievement of modified SPGA-G response (score of 0 [clear] or 1 [almost clear] with =2-point
reduction from baseline), and achievement of overall sPGA response (score of 0 [clear] or 1 [almost clear] with
=2-point reduction from baseline). Week 16 results are shown.

Results: Overall, 289 patients were enrolled and treated in DISCREET: 202 men (APR, n=100; PBO, n=102) and 87
women (APR, n=43; PBO, n=44). Demographics and baseline disease characteristics are summarized in Table 1.
Twice as many men vs women were enrolled, which was not a specific enrollment criterion. A greater proportion
of men vs women had severe disease. The mean baseline DLQI score was higher in women, though mean scores
for men and women indicate a very largely affected quality of life. At Week 16, there was a treatment difference
favoring APR in least-squares (LS) mean change from baseline in DLQI-Q9 score of —0.27 (95% CI: —0.52, —0.02)
in men and —0.41 (95% CI: —0.82, 0.01) in women (Figure 1). Similarly, there was a greater improvement from
baseline in total DLQI score among male and female APR patients; treatment differences of LS mean change from
baseline were —2.62 (95% CI: —4.49, —0.76) for men and —2.78 (95% CI: —5.66, 0.10) for women (Figure 2).
Greater proportions of men and women treated with APR achieved a modified sPGA-G response and an overall
SPGA response at Week 16 (Figure 3). Modified sPGA-G response at Week 16 was achieved by 35.7% of men
treated with APR vs 18.6% of men who received PBO. Nearly half of women treated with APR achieved a modified
SPGA-G response (48.7%) vs 21.6% of women who received PBO.



Conclusion: Men and women treated with APR, the first oral systemic treatment studied for genital PsO,
experienced consistent treatment benefits, including improved sexual health and QoL, and achievement of genital
PsO clearance and overall skin clearance. While sample size for female patients was lower, results are notable as
women with genital PsO often experience higher burden of disease.

Table 1. Demographics and Bascline Disease Characteristics

Man Women
PBO APR PEO APR
n=102 n=100 n=44 n=43
Aze, mean (50, years 47.4(14.97) 425 (11.74) 44,2 (12.78]  46.0 (16.41)
Duration of genital PsO, 13.3(13.19]  10.8 (10.49) 8.7 [9.57) 11.5(11.98)
mean |50, years
PGAG score, n (%]
3 [Maderate) =6 (24.3) 26 (8E.0) 42 (95.5) 37 (5.0}
4 |Severa] 16 (15.7) 14 (14.0] 2{4.5) 6{14.0)
sPGA scora, m (%)
3 [Moderate) 89 (87.3) 88 [(88.0) 41(93.2) 38 (88.4)
4 [Severe) 12(11.8) 12 12.0) 3(6.8) 5 {11.8)
BS54, maan (50, % 8.9 (4.37) 10.2(12.73) 7.7 15.02) 10.4 (14.00)

DLOF total score, mean (SD)  120(6.87)  12.6(7.22]  14.5(680)  14.8(6.58)

DLO-08 [senual 1.3{1.1) 1.3(1.1) 1.6(1.2) 15(1.2)
difficulties)t score, mean
[s0)

ArR=apremilast: BSA=body surface area; DLOEDermatology Life Quality Index; sPGA-
G=statlc Physlclan Global Assessment of Genltalla,

#The DLOY total score ranges from 0 [best quality of life) to 30 [worst quality of life).
LOLEY-09 asks, “Over the last week, how much has your skin caused any sexual difficulties?”
It is scored on a scale from O (not relevant or not at all) to 3 (wery much).

Figure 1. Change From Baseline in DLO-Q9 (Sexual Difficulties] at Week 16
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Figure 2. Change From Baseline in DLOJ Total Score at Week 16
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Figure 3. Modified sPGA-G and Overall sPGA Response at Week 16
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PsoPlus: an Integrated Practice Unit for Psoriasis

Niels Hilhorstl, Elfie Deprez*z, Erin Roman3, Joke Borzée3, Emma Vyveyz, Dirk De Beulez, Christel DuIIaersz, Isabelle

Hoorens?, Jo Lw Lambert

1Ghent University, Gent, Belgium, 2Ghent University Hospital, Gent, Belgium, 3Vlerick Business School - Ghent,
Gent, Belgium

Introduction & Objectives:

There is a need to revise the current healthcare organization due to the ever-rising costs and variation in quality of
delivered care. Over the past decades there have been several strategic frameworks attempting to tackle this
problem. Value-based healthcare (VBHC) is one those frameworks which has gained increasing popularity the last
years. The framework is formulated on the premise that the healthcare sector should deliver integrated care, using
integrated practice units (IPUs), and strive to maximize the value created. Value in this context is defined as the
health outcomes achieved per costs made.

Materials & Methods:

We have designed a lean IPU called PsoPlus in which psoriasis patients are managed by a multidisciplinary team
which has all the expertise and skill to manage psoriasis and its associated conditions. In addition, we have
developed and implemented guidelines for the management of psoriasis associated comorbidities enabling us to
deliver integrated care in the Belgian healthcare setting. Finally, we have designed a supporting information
technology platform, called PsoSmart, that brings data from patients and healthcare providers together and
provides actionable insights for clinical decision making. The created value is documented and captured using a
value-based outcome set. Cost assessments at the individual patient level are also performed.

Results:

The PsoPlus clinic was set up at the end of 2012 and over the years, the format has continuously evolved, with a
major change in 2019 where VBHC was introduced. Since January 2023, costs on the individual patient level are
collected every consultation and outcomes are measured every six months. Comorbidities are screened every six
months and laboratory tests are performed annually. If needed, patients are referred to actor(s) in our
multidisciplinary team. All data is captured and brought together on a supporting information technology
platform, this includes all data around patient and provider-reported outcomes, costs, medical interventions or
treatments and comorbidities. Baseline findings of the impact of our IPU are expected in the final quarter of 2023.

Conclusion:

We describe a comprehensive IPU setting for psoriasis which incorporates the VBHC principles. This IPU goes
further and delivers a higher level of integrated care than other multidisciplinary psoriasis clinics. Monitoring
outcomes and costs provides us with further insights to optimize psoriasis care. In addition, a software program
designed to enhance psoriasis care is being developed further, however, advances in healthcare technology are
needed.

32ND EADV Congress 2023
11 OCTOBER - 14 OCTOBER 2023
POWERED BY M-ANAGE.COM

/\\1/1\



[=/\ CONGRESS
DV

BERLIN 11-14 OCTOBER 2023

Abstract N°: 1278

Guselkumab in patients with scalp psoriasis: A post hoc analysis of the VOYAGE 2 trial

Eniko Sonkolyl' 2, Julia-Tatjana MauPr 4 Gabriella Fabbrocini®, Patricia Goreckﬁ, Edmee Crombag7, Jozefien Buyzeg,

Laura Jane Savage? 10

1Department of Medical Sciences, Uppsala University, Uppsala, Sweden,2Dermatology and Venereology Division,
Karolinska Institutet, Stockholm, Sweden, 3Department of Dermatology, University Hospital Ziirich, Zrich,
Switzerland, 4Faculty of Medicine, University of Zurich, Zurich, Switzerland,>Section of Dermatology, Department
of Clinical Medicine and Surgery, University of Naples Federico II, Naples, Italy, ®Janssen-Cilag Ltd, High Wycombe,
United Kingdom, 7Janssen—CiIag BV, Breda, Netherlands, 8Janssen Pharmaceutica NV, Beerse, Belgium,9Leeds

Centre for Dermatology, The Leeds Teaching Hospitals NHS Trust, Leeds, United Kingdom, 19Faculty of Medicine
and Health, University of Leeds, Leeds, United Kingdom

Introduction & Objectives: Scalp involvement is common in patients with psoriasis. It is often associated with
itching which significantly impacts quality of life. The Phase Il VOYAGE 2 trial compared guselkumab, an
interleukin-23(p19) inhibitor, with placebo and with adalimumab in patients with moderate-to-severe plaque
psoriasis.

Materials & Methods: This post hoc analysis explored scalp responses during guselkumab treatment and
withdrawal in patients with scalp involvement (as indicated at screening) who were randomised to guselkumab
100 mg at Week (W)0 and W4, then every 8 weeks. At W28, Psoriasis Area and Severity Index (PASI) 90
responders were re-randomised to continue (n=159) or discontinue (n=164) guselkumab; non-responders
continued guselkumab (n=384).

Results: Among guselkumab responders remaining on treatment, mean scalp-specific Investigator Global
Assessment (ss-IGA) score rapidly declined from 2.9 at WO to 0.2 at W24, and 0.3 at W48; mean PASI head scores
were 2.0, 0.1 and 0.1, respectively, and were consistent with total PASI score improvements (21.9, 0.6 and 1.0,
respectively). Changes in ss-IGA and PASI scores were less marked in non-responders than responders, but also
showed improvements. Guselkumab responders who had treatment withdrawn showed an increase in mean ss-
IGA score from 0.2 (W24) to 1.3 (W48) and mean PASI head score (0.1 to 0.6, respectively). Changes in mean
Psoriasis Symptoms and Signs Diary itch scores and Dermatology Life Quality Index scores paralleled changes in
mean ss-IGA scores for all cohorts.

Conclusion: Guselkumab demonstrated rapid and durable clinical efficacy, itch relief and quality-of-life
improvements in patients with scalp psoriasis. Further investigation is required to understand predictors of scalp
response.
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Living with psoriasis: Patient profiles characterization based on the impact of psoriasis on their lives
Richard Marie—AIeth*l, Bruno Haliouaz, Gaelle Le Fur3, Charles Taieb?, Véronique HospitalS, Laurent Misery6

ITimone Hospital, Assistance Publique Hopitaux de Marseille, Dermatology, Venereology and Oncology, Marseille,
France, 2Dermatology Center, Paris, France, 3University Paris VIII, Saint-Denis, France, "EMMA, Fontenay sous Bois,

France, ®Abbvie France, Rungis, France, ®University Hospital of Brest, dermatology and Venereology, Brest, France

Introduction & Objectives: The impact of psoriasis (PSO) on patient lives due to an accumulation of negative
effects (on quality of life, stress, sleep, even life plans) is often underestimated. This study therefore intended to
better assess the different aspects of the impact of PSO on patient lives from their own point of view and to
characterise the patients most impacted by this form of dermatosis.

Materials & Methods: This study was conducted using data from a transversal 2021 study of adult PSO patients
recruited via the patient association “France Psoriasis”. An online questionnaire asked patients to assess the
impact of PSO on their quality of life [Dermatology Life Quality Index (DLQI, primary criterion) and 12-item Short
Form (SF-12)], stress [Perceived stress scale-10 (PSS-10), sleep (Epworth Sleepness Scale (ESS)], life plans (Major
Life Changing Decision Profile, MLCDP, which was recently validated in French), and the severity of the disease
[Simplified Psoriasis Severity - severity (SaSPI-s)]. The results were analysed via a hierarchical grouping to define
homogeneous patient profiles based on the impact of PSO on their quality of life, with descriptions of patient
characteristics for each profile.

Results: The 1219 patients analysed had a mean age of 46.1+14.2, were predominantly female (60.0%), working
(71.0%) and had a long-term illness per the French social security in 34.0% of cases. The hierarchical analysis
allowed 3 patient profiles to be identified based on the impact of PSO on their lives (with significantly different
DLQI, SF-12, PSS-10, ESS and MLCDP scores). Among the 275 patients whose lives were most affected (profile 3,
22.6%), there were many negative effects of PSO. These patients were significantly younger, working, had a long-
term illness, had more severe PSO with a current outbreak, had prolonged therapeutic care, more common
psychological care, and worse MLCDP subscores (social and job/career in particular).

Conclusion: This study based on patient viewpoints allowed those patients most impacted by psoriasis to be
identified and characterised. The accumulation of negative effects on these patients’ lives, particularly in terms of
their life plans which were assessed for the first time as part of this study, must be taken into account in their care.

|Parameters|
Profile 3

N=275



Impact of psoriasis on patient
lives

DLQI (0-30)
SF-12 *
Physical (0-100)
Mental (0-100)
PSS-10 (0-40)
ESS (0-24)
MLCDP - graded score (0-128)
Psoriasis characteristics
SaSPI-s (0-50)
Severe psoriasis per the patient
Current outbreak per the patient
Age (years)
Female
Working
Long-term illness
Type of treatment
Oral without injection + topical
Injection + oral * topical
Psychological support
MLCDP subscores
Education (0-12)
Job/career (0-36)
Family/relationships (0-20)
Social (0-40)

Physical (0-20)

14 [11; 19]

44.2 [40.2-48.2]
43.1 [39.0-46.4]
21 [19-23]
12 [8-14]

54 [32.5-66.5]

5 [2-10]
54 (19.6%)
158 (57.5%)
37 [30-46.5]
137 (49.8%)
228 (82.9%)

137 (49.8%)

40 (14.6%
71 (25.8%)

86 (31.3%)

5 [2-7]
15 [9-20]
8 [3-11]
16 [10-20]
9 [6-11]
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Apremilast Benefits Patients Irrespective of Prior Conventional Systemic Treatment Use: Results from the
Phase 4 EMBRACE Trial

Ulrich Mrowietzl, Jonathan Barkerz, Curdin Conrada, Denis Jullien?, Paolo Gisondi®, Andrea FIower6, Jyotsna
Reddy®, Maria Paris, MD Dr®, Cynthia Deignan®, Matthias Augustin’

1University Medical Center Schleswig-Holstein, Psoriasis-Center at the Department of Dermatology, Kiel, Germany,
2St John's Institute of Dermatology of King’s College, London, United Kingdom,3Lausanne University Hospital
CHUV, Department of Dermatology, Lausanne, Switzerland, 4Hospices Civils de Lyon, Edouard Herriot Hospital,
Department of Dermatology, Lyon, France, *University Hospital of Verona, Verona, Italy,?Amgen Inc., Thousand

Oaks, United States, 7University Medical Center Hamburg-Eppendorf (UKE), Institute for Health Services Research
in Dermatology and Nursing (IVDP), , Hamburg, Germany

Introduction & Objectives: Management of chronic plaque psoriasis (PsO) often involves conventional systemic
(CS) therapies. Patients (pts) may discontinue CS treatments for a variety of reasons, including long-term safety
concerns, development of contraindications, reproductive risks, treatment burden, and lack of effectiveness.
Apremilast is a unique oral immunomodulating phosphodiesterase 4 inhibitor approved in adults with moderate
to severe chronic plaque PsO in the European Union, and in the United States regardless of disease severity.
EMBRACE (NCT03774875), a phase 4, multicenter, randomized, double-blind, placebo (PBO)-controlled trial in
Western Europe, demonstrated that apremilast 30 mg BID (APR) improved skin-related quality of life in pts with
limited skin involvement with chronic plaque PsO in special areas. The present post hoc subgroup analyses of APR
are based on prior CS-therapy history from EMBRACE.

Materials & Methods: Pts had chronic plaque PsO (=6 months) inadequately controlled by topical therapy and a
lack of response, contraindication, or intolerance to first-line or later CS therapies. Subgroup analyses were based
on number of prior CS therapies (0, 1, 2, or =3). Key endpoints were percent change from baseline (BL) in body
surface area (BSA), Psoriasis Area and Severity Index (PASI) response (PASI <3), change from BL in Dermatology
Life Quality Index (DLQI) response (=4-point reduction from BL), Itch Numeric Rating Scale, and Skin
Discomfort/Pain Visual Analog Scale, and achievement of Patient Benefit Index (PBI) =1, =2, or =3. All endpoints
were assessed at Week 16.

Results: Of 277 pts treated in EMBRACE, 92 were randomized to PBO and 185 randomized to APR. Pts had been
treated with either 0 (PBO: n=18; APR: n=55), 1 (PBO: n=34; APR: n=63), 2 (PBO: n=22; APR: n=32), or =3 (PBO:
n=18; APR: n=35) prior CS therapies. Demographics and baseline disease characteristics of each CS subgroup are
shown in Table 1. The most common prior CS therapies were methotrexate (1 and 2 prior CS) and dimethyl
fumarate (=3 prior CS). Percent change from BL in BSA showed consistent benefit in APR pts across subgroups;
percent changes ranged from —11.8% to —29.5% among APR pts, while percent changes ranged from 4.9% to
36.8% among PBO pts. A greater proportion of APR pts achieved a DLQI response, regardless of number of prior
CS therapies (Figure 1). Similarly, a greater proportion of APR pts had a PASI response versus PBO pts in all
subgroups with prior CS therapy; the difference was minimal for pts with no prior CS therapies . Mean (SD) DLQI
total score change from BL was greater among APR pts, irrespective of number of prior CS therapies: —4.8 (4.8)
for PBO and —9.0 (7.2) for APR, 0 prior CS; —2.2 (6.5) for PBO and —9.0 (7.2) for APR, 1 prior CS; —4.9 (7.7) for
PBO and —7.7 (6.9) for APR, 2 prior CS; —3.0 (5.2) for PBO and —8.0 (6.3) for APR, =3 prior CS. APR pts in all prior
CS subgroups experienced greater improvement in skin discomfort/pain and itch versus PBO (Figure 2). Greater
proportions of APR pts across prior CS subgroups experienced patient benefit versus PBO, with the majority of pts
achieving a PBI =1 and many achieving a PBI =2 or =3 (Figure 3). Small sample sizes may limit interpretation of



this analysis.

Discussion: APR demonstrated a consistent treatment benefit versus PBO in the phase 4 EMBRACE trial,
irrespective of the number of prior CS therapies used.

Table 1. Patient Demographics and Baseline Characteristics

PBO (n=92) APR (n=185)
0 Prior C5 n=18 n=55
Age, mean (S0, years 53.3(14.6) 49,1 (14.8)
Duration of plague psoriasis, mean (5D), years 198 (15.6) | 16.5(14.1)
DLOI score, mean (50) 17.7 (5.4) | 18.8 (5.1)
PAS| score, mean (SD) 6.6 (2.1) | 7.1(1.8)
BSA, mean (5D), % 6.6 (4.1) | 6.3 (2.6)
"1 Prior S =34 | n=63
Age, mean (5D, years 49.4 (13.6) 43.9(12.9)
Duration of plague psariasis, mean (S0, years 15.6 (12.9) 15.1(12.3)
DLO) score, mean (S0 18.5 (4.9) 18.6 (5.0)
PASI score, mean (S0} 6.9(2.1) 6.8 (2.0)
BSA, mean (50), % 7.3(4.8) 7.5(3.8)
2 Prior C5 n=22 n=32
Age, mean (SD), years 54.0(13.7) 51.5(15.7)
Duration of plague psoriasis, mean (S0), years 22.7113.4) 18.4 (15.5)
DLO score, mean [30) 18.9(5.2) 16.8 (5.0)
PASI score, mean (SD) 6.7 (1.9) 6.0 (1.6)
| BSA, mean (SD), % 7.614.3) 5.7 (3.0
| 23 Prior C5 n=18 | n=35
Age, mean (3D), years A7 6112.6) | A75113.6)
Duration of plague psoriasis, mean (5D), years 17.2(11.1) | 16.2 (10,7}
DLOI score, mean (50) 18.9 (4.5) 17.3 (4.0)
PASI score, mean (SD) 6.8(2.0) 7.1(1.9)
BSA, mean (50), % 78(3.B) 2.5 (4.1)

APR, apremilast 30 mg BID; BSA, body surface area; C5, conventional systemic therapy;
DLQI, Dermatology Life Quality Index; PASI, Psoriasis Area and Severity Index; SD, standard
deviation.
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Figure 2. Change from Basaline in Skin Discomfort/Pain VAS and Itch NRS at Week 16
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Intent-to-treat population. Error bars represent 95% CI. VAS ranges from 0 [no pain at all) to 100 (worst
possible pain). NRS scores range frem 0 (na itch) to 10 (worst itch imaginable). Error bars represent 95% CI.
Multiple imputation was used to impute missing scores at the scheduled analysis visits in the PEO-controlled
phase (Weeks 0-16) to create M=25 complete data sets, The Markowv Chain Meonte Carlo method was used to
impute missing scores by treatment and stratification factor to create M=25 imputed data sets with monotone
missing patterns. The predictive mean matching method including treatment arm and stratification factor was
used to impute the remaining missing scores for the 25 data sets. The total score at Weak 16 was derived
based on both observed and imputed scores,

APR, apremilast 30 mg BID; MRS, numeric rating scale; PRO, placebo; WAS, visual analog scale,

Figure 3. Achievement of PBI £1, 22, and 23 at Week 16

Intent-to-treat population. Error bars represent 95% Cl. The PBI score ranges from 0 (no benefit) to 4
{maxdmum benefit). NRI used for missing scores. Results from the primary analysls of PBI response (PBI 21) at
Week 16 using M| were a 39.9% response rate for FBO (95% CI: 28.8, 51.0) and 7&.6% (95% Cl: 70.2, §3.1) for

AFPR.

APR, apremllast 30 mg BID; MI, multiple imputation; NRI, nonresponder Imputation; PBI, Patient Beneflt Indeax;
PBQ, placebo.
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Abstract N°: 1395

fractional laser-assisted delivery versus intralesional injection of methotrexate in nail psoriasis
Rania Alakad*l, Amany Nasaarl, Fatma Eldeebl, Hadeel Atef!

17agazig University Hospitals, Dermatology and Venereology, Zagazig, Egypt
Introduction & Objectives:

The treatment of nail psoriasis is often unsatisfactory due to poor penetration of topical therapeutics through the
nail plate. Intralesional injection of corticosteroid or methotrexate has been used for many years in nail psoriasis
with good results. However, pain is still the major side effect of this method, especially in patients with multiple
digits involvement. Fractional lasers have been used in combination with topical agents in the treatment of
onychomycosis and traumatic onychodystrophy leading to marked improvement of the dystrophic nails. Drug
delivery of the topical treatment into the nail bed or matrix is enhanced through the holes created by the laser
into the nail plate. In this study, we aim to compare the efficacy of intralesional methotrexate injection versus its
topical application after fractional CO2 laser in the treatment of fingernail psoriasis.

Materials & Methods:

Twenty-eight patients with fingernail psoriasis were divided into 2 groups, each containing 14 patients. Group A
was treated with intralesional injection of methotrexate while Group B received fractional CO2 laser followed by
topical application of methotrexate on the psoriatic nails. The treatment was given at a 2-week interval for 6
sessions. The improvement of nail psoriasis was assessed by clinical and dermoscopic evaluation.

Results:

At the end of treatment, both laser-assisted delivery and intralesional injection of methotrexate were associated
with statistically significant improvement of psoriatic signs. No statistically significant difference was found
between the 2 groups regarding total NAPSI (nail psoriasis severity Index) (P=0.18), NAPSI matrix score (P=0.38),
NAPSI bed score (P=0.23), and dermoscopic score (P=0.78). However, the pain and subungual hematoma were
significantly less in the laser group (P=0.001 and P=0.03, respectively) compared to intralesional injection group.

Conclusion:

Fractional CO2 laser-assisted delivery of methotrexate can be an effective and well-tolerated alternative to
intralesional injection in nail psoriasis. Targeting the nail plate and folds by fractional laser led to accumulation of
the drug into the nail matrix and bed which subsequently improved the psoriatic signs in both structures. In
addition, the continuous vaporization followed by re-epithelialization of the nail tissue was associated with
remodeling of the nail plate.

32ND EADV Congress 2023
11 OCTOBER - 14 OCTOBER 2023
POWERED BY M-ANAGE.COM
a)



[=/\ CONGRESS
DV

BERLIN 11-14 OCTOBER 2023

Abstract N°: 1413

Treatment with il-23 inhibitors in palmoplantar psoriasis. A case series.
Maria-Elena Gimeno—Ribesl, José Riera Monroigl, Laura Serral, Javier Gil-Lianes!

IHospital Clinic de Barcelona, Dermatology Department
Introduction & Objectives:

Psoriasis affecting palms and soles represents a special localization with difficult therapeutic management, with
heterogeneous response to the approved treatments. Our objective was to asses therapeutic response in patients
with plaque psoriasis and pustular palmoplantar psoriasis receiving treatment with IL-23 inhibitors.

Materials & Methods:

We conducted a retrospective study with patients with plaque psoriasis and lesions on palms and soles, as well as
pustular palmoplantar psoriasis receiving treatment with anti-IL-23 drugs, initiated between 2019 and 2022, and
collected data evaluating response with PGA at weeks 12-16, 24-28 and 52, previous and simultaneous treatments,
comorbidities and adverse events.

Results:

10 patients were included, 5 with Guselkumab and 5 with Risankizumab. 8 women and 2 men. Median age was
56,3 years and 4 patients were active smokers. Two cases had pustular forms of psoriasis. The following
comorbidities were present: 3 had dyslipidemia, 2 had hypertension, 1 suffered from type 2 diabetes, 1 had had a
previous cardiovascular event, 1 had an incomplete SAPTHO, 4 had psychiatric diseases and 2 had a history of a
previous neoplasia. All cases had plaque psoriasis, 7 had arthritis, 5 with onychopathy, 4 in the scalp and 2 had
inverted psoriasis. They had received on average 3,1 previous treatments, including classical immunosuppressants
and other biologic treatments. 9 had done previous biologic treatment, only one case was naive, 3 cases were
second line, 3 third line and 3 as fourth line or more. Change of treatment was due to lack of response. In all
cases, improvement was seen at week 12-16, maintaining response on later evaluation. In 4 cases complete
resolution was observed. In others, the affected surface diminished: 2 cases persisted only on fingertips and the
rest improved in approximately 50% the affected area. Two cases received concomitantly apremilast or acitretine.
All patients applied topical treatment with corticosteroids only or combined with vitamin D analogues. Only one
case of injection site reaction was reported. No patient did intensification or deintensification.

Conclusion:

In our case series, all patients improved with IL-23 inhibitors, with a good safety profile. As limitations to this
study, only 10 patients were reported and data were obtained retrospectively. It would be interesting to conduct a
prospective study with a larger number of patients in order to establish the role of IL-23 inhibitors in
palmoplantar psoriasis.
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Abstract N°: 1430

investigation of fecal calprotectin levels in psoriasis patients
Rabia Yamakl, Mehmet Melikoglu*l, Bilsra Ayy||d|22, Esra Korkmaz Daharl?

IAtaturk University Research Hospital, Dermatology and Venereology, erzurum, Tiirkiye,2public health directorate,

clinic microbiyology, ankara, Ttrkiye, 3Ataturk University Research Hospital, public health, erzurum, Tiirkiye

Introduction & Objectives: Psoriasis is a chronic immune-mediated systemic disease characterized by
papulosquamous skin lesions. It is associated with comorbid conditions such as psoriatic arthritis and
inflammatory bowel disease (IBD). The association of IBD and psoriasis has been confirmed at the genetic level.
The cytokines that drive disease are also quite similar. Significant similarities in pathogenesis are reflected in their
overlap in therapeutic approaches. Many biological therapies, such as anti-tumor necrosis factor (TNF) and anti-
interleukin 23, are effective in both conditions, highlighting common immunological mechanisms. However, IBD
exacerbations have been reported in anti-IL-17 trials. Therefore, it is stated that caution should be exercised in
prescribing these drugs in patients with a personal history suggestive of IBD. Fecal calprotectin has been adopted
as a standard marker in IBD screening and monitoring practices. In our study, we aimed to evaluate the
relationship between psoriasis and intestines through the fecal calprotectin level, which is considered a very
sensitive marker of intestinal inflammation.

Materials & Methods: 45 psoriasis patients between the ages of 18-65, who were newly admitted to the
Department of Dermatology and Venereal Diseases of Atatlirk University Faculty of Medicine, were included in the
case group, and 45 healthy volunteers between the ages of 18-65 were included in the control group. Patients and
volunteers with inflammatory bowel disease or bowel complaints, who had a history of using anti-inflammatory
drugs or proton pump inhibitors in the last 2 weeks and who received systemic therapy, were not included in the
study because it may affect fecal calprotectin levels. Fecal calprotectin levels in the case and control groups were
measured simultaneously with the ELISA method, quantitatively.

Results: : Mean fecal calprotectin level was 97.59+20.3 pg/mL in the psoriasis case group and13.05+14.3pg/mL in
the control group. The fecal calprotectin level of the case group was statistically significant compared to the
control group (p<0.007).

Conclusion: In our study, fecal calprotectin levels in patients with psoriasis were found to be significantly higher
when compared with the control group (p=0.007). This result reveals that patients with psoriasis have varying
degrees of subclinical intestinal inflammation. Demonstrating the known comorbidity between intestinal and
psoriasis through fecal calprotectin levels allows objective analysis of this related condition in psoriasis patients. At
the same time, demonstrating subclinical inflammation through fecal calprotectin levels may provide an
opportunity to be an objective guide in patient selection, especially at the beginning of anti-IL17 therapy. No
correlation was found between fecal calprotectin level and PASI, age at onset of disease in psoriasis patients
(p=0.489 for rust, p=0.836 for disease onset age). However, a positive correlation was found between fecal
calprotectin levels and disease duration (p=0.0026). This result may guide us to be more careful in terms of
intestinal-related comorbidities in patients with prolonged disease duration.

Keywords: fecal calprotectin, psoriasis, subclinical intestinal inflammation
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Abstract N°: 1489

Improvements in Skin Clearance and Patient-Reported Outcomes were Greater with Guselkumab
Compared with Ustekinumab Among Patients with Persistent Mild Psoriasis After 16-Weeks of Treatment
with Ustekinumab

Saakshi Khattril, Enzo Errichettiz, Peter Wolf3, Kave Shamg*, Patricia Goreck?, Ya-Wen Yangf’, Megan Miller’,
Jingzhi Jiang’, Chenglong Han?®, Brian Kirby®

IMount Sinai Doctors, New York, NY, United States,ZUniversity Hospital “Santa Maria della Misericordia”, Udine,
Italy, 3Department of Dermatology, Medical University of Graz, Graz, Austria,*University of Leeds, Leeds, United
Kingdom, ®Janssen EMEA, High Wycombe, United Kingdom, immunology Global Medical Affairs, Janssen
Pharmaceutical Companies of Johnson & Johnson, Horsham, PA, United States, Janssen Research and
Development, LLC, Spring House, PA, United States, 8Janssen Global Services, LLC, Malvern, PA, United States,
9St. Vincent’s University Hospital and Charles Institute of Dermatology, University College Dublin, Belfield, Ireland

Introduction & Objectives: Managing clinical symptoms is key to patients achieving freedom from plaque-
psoriasis. For patients whose symptoms are not adequately controlled, switching to another therapy with a
different mechanism of action may be warranted. In the Phase 3 NAVIGATE trial, patients with moderate-to-severe
psoriasis were initially treated with ustekinumab (anti-interleukin-12/23p40 subunit antibody). Patients with
inadequate response to ustekinumab (Investigator’s Global Assessment [IGA] =2) were randomized to either
switch to guselkumab (anti-interleukin-23p19 subunit antibody) or continue ustekinumab. This post-hoc analysis
evaluated the subgroup of patients with residual psoriasis of mild severity (IGA=2) after initial ustekinumab
treatment.

Materials & Methods: Assessments included Psoriasis Area and Severity Index (PASI), Dermatology Life Quality
Index (DLQI), and Psoriasis Symptom and Sign Diary (PSSD).

Results: Initially, 871 patients received ustekinumab. At Week 16, 268 patients with IGA=2 were randomized; of
these, 161 had residual psoriasis of mild severity (IGA=2). At Week 28, among guselkumab versus ustekinumab
treated patients in this mild subgroup, 59% versus 28% achieved PASI 90; mean changes from baseline (Week 0)
in PSSD symptom and sign scores were -44 versus -28 and -50 versus -32, respectively; and DLQI was 0/1 for 50%
versus 21% (all nominal p-values <0.001). At Week 52, 54% versus 20% of patients receiving guselkumab versus
ustekinumab achieved DLQI 0/1 (nominal p value <0.001). Complete resolution of symptoms or signs based on
PSSD outcomes was more common with guselkumab versus ustekinumab, even among patients who had clear or
almost clear skin.

Conclusion: Among patients with residual psoriasis of mild severity switching to guselkumab after 16 weeks of
ustekinumab treatment had greater improvements in skin clearance and patient-reported quality of life compared
with those continuing with ustekinumab.
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Abstract N°: 1574

Psoriasis increases retinal vein occlusion risk in diabetic patients : A nationwide population-based study
So Yeon Yun*l, Young Bok Leel

1Department of Dermatology, Uijeongbu St. Mary’s Hospital, seoul, Korea, Rep. of South
Introduction & Objectives:

Recent studies have shown that approximately 10% of psoriasis patients have ophthalmic complications including
blepharitis, dry eye, conjunctivitis, and uveitis, and those with pustular psoriasis and psoriatic arthritis have the
highest risk for these complications. Retinal vein occlusion is the second most common retinal vascular disorder
after diabetic retinopathy and is an important cause of vision loss. Both psoriasis and retinal vein occlusion are
related to diabetes mellitus. To explore the association between psoriasis and retinal vein occlusion, the
researchers analyzed the association between retinal vein occlusion and psoriasis in a diabetic population to
minimize the confounding effects of diabetes mellitus. This study used a population-based cohort database of
Korean individuals with type 2 diabetes mellitus based on the Korean Health Insurance Review and Assessment
Service data from 2009 to 2018.

Materials & Methods:

This was a retrospective, nationwide, population-based, retrospective cohort study. Records from January 2009 to
December 2012 were analyzed for patients = 20 years of age who had been diagnosed with type 2 diabetes
mellitus. We compared the incidence rate of retinal vein occlusion between a group of patients with psoriasis and
a control group of patients without psoriasis until December 2018 in all subjects. Cox proportional hazards
regression analysis was used to assess the association between psoriasis and newly developed retinal vein
occlusion in diabetes mellitus patients. The incidence probability of retinal vein occlusion with the presence of
psoriasis in diabetes mellitus patients was presented using the Kaplan-Meier curve. A log-rank test was also
performed to analyze the differences between the psoriasis and control groups. Statistical significance was defined
as a two-sided P-value lesser than 0.05.

Results:

Of 2,745,689 type 2 diabetes mellitus patients, 23,725 patients were classified in the psoriasis group, and the other
2,547,121 individuals in the control group. A total of 497 retinal vein occlusion cases occurred in psoriasis group
(3.14 per 1000 person-years) and 42,388 retinal vein occlusion cases in controls (2.44 per 1000 person-years).
According to multivariable Cox proportional hazard models, individuals with psoriasis had a significantly higher
risk for retinal vein occlusion compared to controls (hazard ratio: 1.216, 95% confidence interval: 1.11-1.33) after
adjustments for covariates.

Conclusion:

This study demonstrated that psoriasis was an independent risk factor for developing retinal vein occlusion in
diabetes mellitus patients. Therefore, physicians should be alert to the development of retinal vein occlusion in
diabetes mellitus patients who also have psoriasis.
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Abstract N°: 1578

How happy are psoriasis patients in Europe? A multicenter cross-sectional study (HAPPY SKIN EUROPE)

Hannah Weckerl, Sonja Mittagl, Johanna Weisl, Linda Tizekl, Stefanie Ziehfreundl, Vitalina Verkhoturoval, Franz
Legat?, Wolfgang Weger?, Katja GroBschadl?, Urban Cerpes?, Birgit Sadoghi?, Margareta Riegler?, Anna Balato?,
Veronica DI Brizzi3, Dario Buononato3, Graziella BabinoS, Piergiacomo Calzavara-Pinton?, Maria Teresa Rossi*, Sara
Rovaris®, Alicia Dimech®, Michael John Boffa®, Pavel Chernyshov®, Tetiana Svyatenkd’, Liliia Kolodzinska, Mariusz

Sikora9, Tiago Torrest% 11, Liana Laurentia Manolachelz, Emanuele Scalal® 14, Tilo Biedermannl, Alexander Zinkl
15

ITechnical University of Munich, School of Medicine, Department of Dermatology and Allergy, Munich, Germany,
2Medical University of Graz, Department of Dermatology and Venerology, Graz, Austria,>University of Campania
“Luigi Vanvitelli”, Unit of Dermatology, Naples, Italy, #University and ASST Spedali Civili, Dermatology Department,
Brescia, Italy, >Mater Dei Hospital, Department of Dermatology, Malta,®National Medical University, Department
of Dermatology and Venereology, Kiev, Ukraine, "Dnipro State Medical University, Department of Skin and
Venereal Diseases, Dnipro, Ukraine, 8khmelnytskyi City Medical and Diagnostic Center, 2nd Polyclinic,
Khmelnytskyi, Ukraine, 9National Institute of Geriatrics, Rheumatology and Rehabilitation, Warsaw, Poland,
10Centro Hospitalar Universitario de Santo Anténio, Department of Dermatology, Porto, Portugal, Minstituto de
Ciéncias biomédicas Abel Salazar, University of Porto, Porto, Portugal, 12p;li Medical, Dermatology, Bucharest,
Romania, 13Medical Center - University of Freiburg, Faculty of Medicine, University of Freiburg, Department of
Dermatology and Venereology, Freiburg, Germany, 14Karolinska Institutet, Division of Dermatology and

Venereology, Department of Medicine Solna and Center for Molecular Medicine, Stockholm, Sweden, 1°Karolinska
Institutet, Department of Medicine Solna, Division of Dermatology and Venereology, Stockholm, Sweden

Introduction & Objectives:

Psoriasis is typically characterized by disfiguring and stigmatizing skin lesions, resulting in a high psychosocial
burden and impaired subjective well-being of affected patients. Previous studies have focused on well-being and
happiness of patients with chronic skin disease, predominantly in one country. No comparable data are available
at European level and a comparison between different European countries is still pending. The study aims to
investigate subjective well-being of psoriasis patients and the relationship between well-being and disease
characteristics in different European countries.

Materials & Methods:

Psoriasis patients were recruited for a cross-sectional study between 10/2021 and 02/2023 in eight European
countries: Austria, Germany, Italy, Malta, Poland, Portugal, Romania, and Ukraine. As part of a more
comprehensive study, patients filled in a paper-based questionnaire including age, gender, years since disease
onset, and subjective severity, as well as validated scales measuring well-being namely heuristic happiness,
satisfaction with life scale (SWLS), positive and negative affect (SPANE), and quality of life in dermatological
diseases (DLQI). The treating physician ensured the diagnosis and documented the Psoriasis Area and Severity
Index (PASI). Data were analyzed descriptively and using Kruskal-Wallis tests and Spearman’s correlation (r).

Results:

Overall, 723 psoriasis patients were included for analysis (median age of 44 years (range: 18-86), 58.8% men): 165



from Austria, 57 Germany, 79 Italy, 86 Malta, 158 Poland, 75 Portugal, 16 Romania, and 87 Ukraine. The patients
showed country-specific differences in age, years since initial psoriasis diagnosis, treatment, severity, and
happiness scales (p=0.013). For example, patients from Ukraine and Poland, also having the highest median PAS],
were unhappier, less satisfied with their lives, and had more negative emotions compared with patients from other
countries, whereas patients from Austria seemed to be the happiest, most satisfied and positive patients. The
relationship between severity and the rating of well-being was also supported by correlations in almost all
countries, particularly between severity and DLQI (0.25=r=0.65). For the majority of countries, severity also
increased with increasing disease duration (-0.02=<r=0.42), whereas the correlations between disease duration
and happiness showed country-specific differences in direction.

Conclusion:

The study highlights the differences in disease status and the impact of psoriasis on the patients’ happiness in
different European countries. Despite efficient treatment options, the study may indicate an insufficient treatment,
as several countries showed high correlation between disease duration and severity. Clinicians, researcher, and
policy makers should be aware of these country-specific differences when treating psoriasis patients, planning
studies, and implementing health policies in the future.
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Abstract N°: 1582

Bbpems ncopuasa HOrTEen Y NaAUUEeHTOB C NCOPUATUYHECKUM apPTPUTOM: 3HaYUTeJIbHOEe
yxyaweHue CoCToaHusA 0on1e3HM U KayecTBa XKXU3HU

Elena Gubar*l, Tatiana Korotaeval, Yulia Korsakoval, Elena Loginoval, Svetlana Glukhoval

1y. A. Nasonova Research Institute of Rheumatology, Moscow, Russian Federation
Introduction & Objectives:

limited data are available regarding the burden of nail disease in psoriatic arthritis (PsA). The latest data shows
that nail involvement in PsA patients (pts) is associated with significantly more severe disease status. To analyze, in
clinical practice, the association of nail psoriasis with disease activity, quality of life, and work productivity in PsA
pts.

Materials & Methods:

588 pts (M/F-277 /311) with PsA according to CASPAR criteria were included in the study. Pts” age 48.6+0.5 years
(yrs), disease duration 7.0+0.3 yrs. Pts underwent standard clinical examination of PsA activity. Pts were split into
two groups (gr.): those with nail psoriasis - gr.1, and those without it - gr.2. Demographics, disease activity, quality
of life, and work productivity were compared between pts with and without nail psoriasis using Pearson’s chi-
square test and Mann-Whitney U test.

Results:

gr.lincludes 312 (53.1%) cases, gr.2 - 276 (46.9%) cases. More pts in gr.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 pts in gr.2. Pts in gr.1 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. Gr.1
pts had higher disease activity measured by DAPSA 25 [15-39] vs 20 [12-33] (p= 0.001), higher frequency of
dactylitis (24.4% vs 16.7% p=0.022) and heel enthesitis (17.0% vs 10.1% p=0.016) respectively, higher frequency
of erosive radiographic arthritis of feet (45.0% vs 31.2% p=0.003) compared to gr.2 pts. Pts in gr.1 had worse skin
psoriasis measured by Psoriasis Area Severity Index - 6 [2-14] vs 3 [1-6] (p=0.000). Less pts in gr.1 than in gr.2
(27.0% vs 52.0% p=0.004) achieved minimal disease activity (MDA). Pts’ reported outcomes (PRO’s) in gr.1 were
worse than in gr.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 pts is associated with male gender and axial disease. PsA pts 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 achievement, and worse
quality of life and work productivity according to PRO’s. Detection of nail involvement is critical for choice of
treatment approach and better outcomes.
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Abstract N°: 1588

Nail psoriasis as a predictor of the development of erosive arthritis
Elena Gubar*l, Tatiana Korotaeval, Elena Loginoval, Yulia Korsakoval, Svetlana Glukhoval

ly. A. Nasonova Research Institute of Rheumatology, Moscow, Russian Federation
Introduction & Objectives:

it has been detected that the presence of psoriatic nail dystrophy is associated with erosive damage at distal
interphalangeal joints in psoriatic arthritis (PsA) patients (pts). Predictors of erosive arthritis hadn’t been
sufficiently studied. To identify predictors of erosive peripheral arthritis in PsA pts.

Materials & Methods:

588 pts with PsA according to CASPAR criteria were examined. Pts underwent standard clinical examination of PsA
activity including hands and feet x-ray at baseline and at end of study. Among them, 155 (26.4%) pts (M/F 73/82),
without erosive radiographic arthritis at baseline were included in the study. Pts” age 47.4+12.45 years (yrs),
disease duration 8.6+5.13 yrs. The study lasted 4.6+1.92 yrs. In order to identify predictors of erosive arthritis the
analysis included the following features: pts’ gender, age, disease duration, disability, smoking habit, tender and
swollen joint counts (SJC), disease activity measured by DAPSA, DAS, DAS 28 and BASDAI, frequency of enthesitis
and dactylitis, skin lesion severity (body surface area affected and Psoriasis Area Severity Index), presence of nail
psoriasis, CRP and ESR, patient reported outcome (PRO) measures. Descriptive statistics and logistic regression
methods were used.

Results:

among the 150 pts without erosive radiographic arthritis at baseline were 25 pts with nail psoriasis and 130 pts
without nail psoriasis. At baseline SJC, in the pts group (gr.) with nail psoriasis was 4.7+0.8, while in the pts gr.
without nail psoriasis 2.7+0.29 (p=0.025). At end of study, erosive radiographic arthritis developed in 9 of 25
(36.0%) pts with nail psoriasis and in 31 of 130 (23.8%) pts without nail psoriasis (p=0.204). In the logistic
regression model, the combination of features - nail psoriasis (p = 0.049) and the number of swollen joints (p =
0.005) - proved to be prognostically significant for the development of erosive arthritis. The area under the ROC
curve for the model is 0.65. Specificity 97%.

Conclusion:

it is a combination of features - nail psoriasis and the number of swollen joints - that constitute a clinical predictor
for the development of erosive peripheral arthritis in PsA patients.
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Abstract N°: 1610

Sex Differences in Drug Toxicity in Systemic Psoriasis Treatments: A Decade of Insights from the Swiss
Psoriasis Registry (SDNTT)
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Introduction & Objectives:

Psoriasis often requires prolonged systemic treatment, making it critical to assess the safety and efficacy of these
therapies. Understanding the sex-specific variances is essential for personalizing treatment plans.

To investigate the real-world, long-term safety of systemic psoriasis therapies with sex stratification in drug
toxicity.

Materials & Methods:

10-year data from patients with moderate-to-severe psoriasis requiring conventional systemic therapies (CSTs)
and/or biologics were obtained from the Swiss psoriasis registry SDNTT. Safety was assessed by calculating drug-
related adverse event (ADR) rates per 100 patient-years (PY). We used descriptive statistics for patient and disease
characteristics, and binomial and t-test compared treatment groups and sex.

Results:

791 patients (290 females, 501 males) with a mean age of 46 years were included. 358 (45%) received CSTs and
433 (55%) biological therapy. CSTs led to a 2.2-fold higher ADR rate (40.43/100 PY vs. 18.22/100 PY, p < 0.0001)
and 8.0-fold higher treatment discontinuation rate than biologics (0.16/PY vs 0.02/PY, p < 0.0001). Sex analysis
revealed a significantly higher cumulative ADR rate for all treatments in females (1.8-fold for CSTs [57.30/100 PY
vs 31.69/100 PY] and 2.0-fold for biologics [27.36/100 PY vs 13.9/100 PY], p < 0.0001), and drug-related
discontinuation rates for most CSTs in females.

Conclusion:

CSTs lead to significantly more ADRs than biologics. The female sex is associated with a significantly higher rate of
ADRs, except for apremilast, cyclosporine and anti-IL-17 as well as drug-related discontinuation rates. We suggest
integrating sex stratification in future therapeutic decision-making in the patient-tailored management of
psoriasis.
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Abstract N°: 1630

The burden of nail psoriasis in psoriatic arthritis patients: significantly worse disease status and quality of
life

Elena Gubar*l, Tatiana Korotaeval, Yulia Korsakoval, Elena Loginoval, Svetlana Glukhoval

1y. A. Nasonova Research Institute of Rheumatology, Moscow, Russian Federation
Introduction & Objectives:

limited data are available regarding the burden of nail disease in psoriatic arthritis (PsA). The latest data shows
that nail involvement in PsA patients (pts) is associated with significantly more severe disease status. To analyze, in
clinical practice, the association of nail psoriasis with disease activity, quality of life, and work productivity in PsA
pts.

Materials & Methods:

588 pts (M/F-277 /311) with PsA according to CASPAR criteria were included in the study. Pts” age 48.6+0.5 years
(yrs), disease duration 7.0+0.3 yrs. Pts underwent standard clinical examination of PsA activity. Pts were split into
two groups (gr.): those with nail psoriasis - gr.1, and those without it - gr.2. Demographics, disease activity, quality
of life, and work productivity were compared between pts with and without nail psoriasis using Pearson’s chi-
square test and Mann-Whitney U test.

Results:

gr.lincludes 312 (53.1%) cases, gr.2 - 276 (46.9%) cases. More pts in gr.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 pts in gr.2. Pts in gr.1 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. Gr.1
pts had higher disease activity measured by DAPSA 25 [15-39] vs 20 [12-33] (p= 0.001), higher frequency of
dactylitis (24.4% vs 16.7% p=0.022) and heel enthesitis (17.0% vs 10.1% p=0.016) respectively, higher frequency
of erosive radiographic arthritis of feet (45.0% vs 31.2% p=0.003) compared to gr.2 pts. Pts in gr.1 had worse skin
psoriasis measured by Psoriasis Area Severity Index - 6 [2-14] vs 3 [1-6] (p=0.000). Less pts in gr.1 than in gr.2
(27.0% vs 52.0% p=0.004) achieved minimal disease activity (MDA). Pts’ reported outcomes (PRO’s) in gr.1 were
worse than in gr.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 pts is associated with male gender and axial disease. PsA pts 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 achievement, and worse
quality of life and work productivity according to PRO’s. Detection of nail involvement is critical for choice of
treatment approach and better outcomes.
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Abstract N°: 1633

Effectiveness of Secukinumab in Patients With Moderate to Severe Plaque Psoriasis in Real-world Practice
in Malaysia

Peter Ch'ng Wee Beng?, Bong Jan Ling*%, Shu Kee Eng?, John Tiong?

1Gleneagles Hospital Kuala Lumpur, Malaysia, 2Sunway Medical Centre, Malaysia, >Novartis Pharmaceuticals Ltd.,
Petaling Jaya, Malaysia

Introduction & Objectives:

Psoriasis is an immune-mediated chronic inflammatory disease affecting around 125 million people worldwide.1
Secukinumab is a fully human anti-interleukin-17A monoclonal antibody approved for the treatment of moderate
to severe plaque psoriasis.2 In routine clinical care, patients with moderate to severe plaque psoriasis have shown
to have different treatment outcomes depending on their demographics and disease characteristics.3 Asian
population were underrepresented in majority of randomized controlled trials of biologic treatments for
psoriasis.4 Limited data is available on the treatment outcomes of secukinumab from Asia. This retrospective
study was conducted to assess the effectiveness of secukinumab in patients with moderate to severe plaque
psoriasis in real-world practice in Malaysia.

Materials & Methods:

Data from two dermatology centres, Cohort A and Cohort B, were extracted from the medical chart of the
patients. Adult patients who received at least 12 weeks of secukinumab between 01 June 2016 and 31 August
2020 were included in the study. The study assessed the effectiveness of secukinumab using Psoriasis Area
Severity Index (PASI) score improvement rate from baseline to Week 16 and PASI 75/90/100 response from
baseline to Week 4, 16, 24 and 52. The improvement in the mean PASI score was also analysed. Data for patients
with available PASI scores and no off-label dose who were biologic naive were presented. Due to the inherent
non-interventional nature of the study, there were some limitations, which include incomplete and missing data,
small sample size, and the generalizability of results.

Results:

This study included 48 patients from both cohorts (Cohort A, n=20; Cohort B, n=28). Here we analyse and report
38 biologic naive patients with available PASI scores and no off-label dose. The mean age was 37.3 years and
mean disease duration was 7 years. Patient demographics and baseline characteristics are presented in Table 1. At
Week 16, the mean absolute PASI score decreased from baseline (22.7) to 1.2,** demonstrating 96.8%
improvement rate in the** mean PASI score. The mean absolute PASI scores (the corresponding PASI score
improvement rate) at Weeks 4, 24 and 52 were 7.7 (75.0%), 0.4 (99.5%) and 0.3 (98.4%), respectively (Fig 1). The
proportion of patients achieving PASI 75, PASI 90 and PASI 100 responses at Week 16 were 100%, 88.0% and
59.0%, respectively (Week 4, 68.0%/36.0%/29.0%; Week 24, 100%/100%/83.0%; Week 52, 100%/100%/80.0%; Fig
2). ###### Table 1. Patient demographics and baseline characteristics of biologic-naive patients



Demographics and baseline characteristics Biologic naive (N=38)
Age (years), mean (SD) 37.3 (12.30)
Males, n (%) 23 (60.5)
Weight (kg), mean (5D) [N=35] 74.9 (17.63)
BMI (kg/m2) [N=33] 26.8(5.94)
Duration of psoriasis (years), mean (SD) [N=32] 7.0 (6.41)
Presence of psoriatic arthritis — n/N (%) 7/29 (24.1%)
Presence of scalp psoriasis — n/M (%) 13/30 (43.3%)
Presence of nail psoriasis — n/N (%) 2/28 (7.1%)

M, total no of patients in group; n, number of patients with outcome; 50, standard deviation

Figure 1. Mean absolute PASI scores over time
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Figure 2. Percentage of patients with PASI 75/90/100 over time at Week4/16/24/52
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Conclusion:

This analysis of real-world data from Malaysia showed that treatment with secukinumab demonstrated rapid
clinical improvement and sustained efficacy up to Week 52. The results complement the existing reports for the
long-term use of secukinumab in the treatment of moderate-to-severe psoriasis.
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Abstract N°: 1635

Effect of disease duration on drug survival and efficacy of guselkumab and ustekinumab in patients with
psoriasis: Week 104 results from the non-interventional, prospective, German multicentre PERSIST study
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Introduction & Objectives: PERSIST1 was a prospective, non-interventional, real-world study of guselkumab and
ustekinumab in adult patients with moderate-to-severe plaque psoriasis in Germany. In the present analysis, we
investigate drug survival and efficacy of guselkumab and ustekinumab, stratified by patients’ disease duration
(DD), over 104 weeks of treatment.

Materials & Methods: Patients (=18 years of age, with a diagnosis of psoriasis for at least 2 years) received
guselkumab or ustekinumab as per routine clinical practice. Concomitant medications other than biologics for the
treatment of psoriasis were permitted. Patient enrolment in the ustekinumab and guselkumab cohorts began in
April 2016 and January 2018, respectively, and final doses were given in February 2020 and April 2021,
respectively. Outcomes to Week 104 were examined separately for guselkumab and ustekinumab patients. A post-
hoc exploratory analysis of outcomes with guselkumab versus ustekinumab, stratified by patients’ DD (<10 years
versus =10 years since psoriasis diagnosis at the time of study initiation), was performed following propensity
score matching of guselkumab and ustekinumab patients based on their baseline characteristics.

Results: Overall, 294 patients received guselkumab (DD <10 years, n=65; =10 years, n=229) and 294 patients
received ustekinumab (DD <10 years, n=73; =210 years, n=221) at Week 0. Guselkumab patients with DD <10
years showed numerically greater drug survival than guselkumab patients with DD =10 years. However, this effect
was not seen in the ustekinumab cohort (Fig. 1). Independent of DD, higher proportions of guselkumab patients
achieved PASI90 (DD <10 years: 69%; DD =10 years: 64%) and PASI100 (DD <10 years: 51%; DD =10 years: 42%)
outcomes relative to ustekinumab patients (DD <10 years: 56%, DD =10 years: 56%; and DD <10 years: 40%, DD
=10 years: 25%, respectively); no difference in PASI75 response was observed (Fig. 2). In addition, guselkumab
patients were able to achieve responses faster than ustekinumab patients, with higher proportions of guselkumab
patients achieving PASI90 and PASI100 responses at Week 12/16. When analysing the potential effect of DD,
patients with shorter DD (<10 years), generally achieved better PASI outcomes than patients with longer DD (=10
years), for both the guselkumab and ustekinumab cohorts.

Conclusion: These real-world data are consistent with the well-established efficacy profiles for guselkumab and
ustekinumab. Relative to ustekinumab, higher proportions of guselkumab patients achieved better efficacy
outcomes (PASI90 and PASI100) among both patients with shorter (<10 years) or longer DD (=10 years). In
addition, guselkumab patients with shorter DD (<10 years) demonstrated greater drug survival and PASI response
rates, highlighting the value of early intervention with guselkumab.
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Figure 1. Treatment persistence of guselkumab and ustekinumab?® patients by disease duration.
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*A propensity-score-based method was employed to match patients in both cohorts based on their baseline characteristics. Propensity
scomres were calculated using logistic regression with treatment as the dependent variable, and sex, age, weight, disease duration, and
baseline PASI, DLQI, and psoriatic arthritis as matching covariates.

DLQI, dermatclogy life quality index; PASI, Psonasis Area and Severity Index



Figure 2. Proportion of guselkumab and ustekinumab?® patients achieving different PASI outcomes

by disease duration.
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*A propensity-score-based method was employed to match patients in both cohorts based on their baseline charactenstics. Prope nsity
scores were calculated using logistic regression with treatment as the dependent variable, and sex, age, weight, disease duration, and
baseline PASI, DLQI, and pscriatic arthritis as matching covariates.

EPAS|TSIS0M 00 represents a =75%/20%/100% improvement in PAS| score from bassline.

DLQI, dematology Iife quality index; GUS, guselkumab; PASI, Pscriasis Area and Severity Index; UST, ustekinumab
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Real-world effectiveness of risankizumab in a multi-country post-marketing observational setting: 100-
week analysis from the VALUE study
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Introduction & Objectives: Risankizumab (RZB) is an optimized IL-23 inhibitor targeting the p19 subunit with
high affinity and specificity and is approved for the treatment of moderate-to-severe plaque psoriasis (PsO),
psoriatic arthritis (PsA) and Crohn’s disease. VALUE is investigating the effectiveness of RZB per label in real world
practice with a greater proportion of RZB-treated patients (pts) achieving =90% improvement in Psoriasis Area
and Severity Index (PASI 90) compared to those treated with other approved biologics (OtherBios) [77.3% vs
67.5%; P=0.0071] at week 52 (Thaci et al. EADV 2022, Abstract #1350). Here, we assessed the long-term
effectiveness of RZB vs OtherBios in VALUE through week 100.

Materials & Methods: VALUE (NCT03982394) is an on-going, multi-country, prospective observational cohort
study evaluating the real-world durability of response and time to first treatment change for RZB compared to
OtherBios in PsO. Pts (=18 years) with confirmed PsO receiving RZB or OtherBios as prescribed by a physician per
label were enrolled in a 2:1 ratio. Effectiveness was assessed as absolute PASI and Dermatology Life Quality Index
(DLQYI), as well as proportions of pts achieving =290%/100% PASI improvement (PASI 90/100) compared to
baseline. Treatment Satisfaction Questionnaire for Medication (TSQM), and changes to treatment were collected
at baseline, week 4, and every 12 weeks. Descriptive statistics were summarized for both continuous and
categorical variables from an interim database lock on 26 September 2022. Results are reported by modified non-
responder imputation (mNRI) where pts who switched or discontinued the initiated biologic due to ineffectiveness
or intolerability were judged as treatment failure 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 comparison groups.

Results: Among 1532 (RZB) and 764 (OtherBios) pts enrolled in this study, baseline demographics and
characteristics were mostly comparable with a few exceptions. The RZB group enrolled fewer pts with a history of
PsA (224 [14.6%] vs 208 [27.2%]; P<0.0001) and more pts who were bio-experienced (729 [47.6%] vs 268 [35.1%];
P<0.0001).

At week 100, pts receiving RZB achieved a significantly lower absolute PASI (1.1 vs 2.0; P = 0.0108) and DLQI (1.9
vs 3.1; P = 0.0202) compared to OtherBios (Table). Pts treated with RZB also had significantly higher rates of PASI
90 (73.9% vs 61.6%; P = 0.0071) at week 100 and a numerically higher rate of PASI 100 (55.4% vs 48.9%; P =
0.1947). Significantly higher TSQM global satisfaction scores (87.6 vs 80.8 P = 0.0012) were reported for pts
receiving RZB at week 100. All effectiveness endpoints improved from week 16 to 52 and were sustained through
week 100 in RZB-treated pts. Additionally, significantly fewer pts receiving RZB had any change in treatment within



the first 25 months (12.8% vs 20.3%; P<0.0001) than those receiving OtherBios. PSM confirmed these results and
all effectiveness endpoints are shown (Table).

Conclusion: This longer-term analysis from the VALUE study demonstrated that pts treated with RZB in real-world
practice achieve and maintain a significant reduction in PsO symptoms compared to OtherBios. Through 100
weeks, these results demonstrated a durable response with significant improvement in health-related quality of
life, pt satisfaction and fewer treatment changes in pts treated with RZB.
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Long-term Durability of Efficacy, High Disease Control and State of Remission of Risankizumab in Patients
with Moderate to Severe Psoriasis
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Introduction & Objectives: Moderate-to-severe plaque psoriasis (PsO) is a chronic systemic inflammatory
disease which causes significant distress to those affected. Therefore, treatment goals including high levels of skin
clearance and long-term maintenance of response are critical for patients; particularly in preventing cumulative life
course impairment. Risankizumab (RZB), which is approved for the treatment of moderate-to-severe psoriasis, is
an optimized IL-23 inhibitor targeting the p19 subunit with high affinity and specificity. An ongoing phase 3 open-
label extension (OLE) study, LIMMitless (NCT03047395), is investigating the long-term safety and tolerability of
RZB in pts with PsO. This analysis was conducted within LIMMitless to evaluate the long-term durability of
response and the ability to achieve and maintain uninterrupted high disease control in pts with moderate-to-
severe PsO.

Materials & Methods: LIMMitless (NCT03047395) is a phase 3, single-arm, multicenter, OLE study investigating
the long-term safety and efficacy of RZB in adults with moderate-to-severe PsO. Pts with a history of moderate to
severe PsO who completed a preceding phase 2/3 randomized clinical trial (UitIMMal/NCT02684370,
UItIMMa2/NCT02684357, SustalMM/NCT03000075, NCT03255382, or IMMvent/NCT02694523) were enrolled and
administered RZB at 150 mg every 12 weeks (Q12W) for up to 5 years. Durability of efficacy (data cut-off date:
Nov 23, 2022) was assessed by the proportion of pts who maintained = 90% & 100% improvement in Psoriasis
Area and Severity Index (PASI 90/PASI 100) and Dermatology Life Quality Index of no effect on patient’s life (DLQI
0/1), at year 1/2/3/4 following achievement of the corresponding efficacy endpoints at week 52. The proportion of
pts who demonstrated high disease control (defined as no loss of PASI 90 and DLQIO/1 at any following visit once
achieved in year 1) and a state of remission (defined as no loss of PASI 100 at any following visit once achieved in
year 1) for >1/>2/>3/>4 years was assessed. Observed cases (OC) analysis was conducted. Safety for the RZB PsO
population was previously reported.

Results: A total of 897 pts randomized to RZB were included in this analysis. On average, pts were 46.9 years with
a majority being male (70.6%) and white (73.8%). Pts had a mean PASI of 20.5, DLQI of 13.9 and body surface
area involvement of 26.7%. 766 pts achieved PASI 90 at week 52 and 91.0% maintained PASI 90 at week 256
(Table). PASI 100 was achieved by 518 pts at week 52 with 76.9% maintaining the response at week 256 (Table).
680 pts achieved DLQI 0/1 at week 52 and 91.2% remained at DLQI 0/1 at week 256 (Table).

We further assessed high disease control in pts as no loss of PASI 90 and DLQI 0/1 (once achieved in year 1) at
any following visit. The proportion of pts maintaining high disease control for >1/>2/>3/>4 years was

89.4/80.5/74.9/72.1/% (PASI 90) and 93.8/88.5/81.8/78.4% (DLQI 0/1) [Table]. State of remission was defined as
no loss of PASI 100 at any following visit (once achieved in year 1). The proportion of pts maintaining a state of



remission for >1/>2/>3/>4 years was 71.9/55.6/47.2/42.5% (Table). Results were comparable between bio-naive
and bio-experienced pts.

Conclusion: This analysis demonstrates that pts with moderate-to-severe PsO treated with RZB who achieve
treatment goals by week 52 can maintain a high level of long-term durability, high disease control and a state of
remission for up to an additional 4 years.

Table, Long-term response rates of gatlents treated with RZE

Respanse [00] Wiesk 52 Wwieek 100 Wesk 256
PAGHE0, 1 %)
al 756 (100] G5 (93T} B30 (2.5] 264 133.8] 558 (31.0]
EBig-mxp 160 |100) 254 (025) 208 188,53 153 1810 150 85,6
Bic-nave 453 |100) 405 (0L 4) 576 (94.2) 267194 5] 5301927
PASI 100, r |5}
Al 318 (100} a11 (829 373 iEne| 274 5L 319 175.9)
Bio-mp 170|100 180 (79 3) 113 73.4] 7R (E8.4] ST
Bio-naive 311 [100) 251 (8L 3y 234(35.7] 157 (27.4] 157 120.7|
DL/, n (&)
Al 80 {100 BOZ (92 3) &0 190.9] &5 19121
Eig-ep 135 |100) 20402 3) 133 (92,7 157 (50.5]
Eio-nave 409 |100) 361 (B30} 240 (30.8] 234 132.2|
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PRSI 20, n %)
Al 513 (B34} 46D (B 5] 430745 A4 (TRL)
Big-mep LB (E7 2} 165 (78.2| 152 (725 L4S (RET)
Elo-naive 373 (90.6) 297 (818} 277 [TEH 263 (741§
PASE 100, n %}
all 74 (719 180 {472y 162 (425)
Big-p=p a5 (679 B3 (4500 G4 (ZEE)
Elo-naive 173 (743) 117 {485 108 (448§
DLZAOfL, ni%]
all 408 (93.8) 885 (B8.5] 356 |BLE) 341 (7R 4)
Big-pup 150 {U5.5) 140 (E2.2) 120 |R2 1) 13078 4)
Elo-naive 253918} 283 (82.1| 227 (8L 221 (735)

PASI, Psoriasisanenana Saver iy Inces; DLOJ, Denranciogy L feQuaity Ind=:; n, number, &xp; experiencad, OC, oosenad cases
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Abstract N°: 1696

Psoriasis And Mental Health Comorbidities: A Multinational Analysis Using the Global Healthcare Study on
Psoriasis (GHSP)

Hannah Petersonl, Edwin Korouriz, Paige Kingstona, Kathryn Lee, Margaret Huang3, Danielle Yee3, Rosario
Agiiero®, Kevin Artiga, Fernando Valenzuela® 7, Ricardo Romiti#, Johannes Didaskalu?, Alexander Egeberg!® 11,

Hazel Oon!2, Julia-Tatjana Maul*> 13, April W. Armstrong®

ILoma Linda University School of Medicine, Loma Linda, United States,’Rosalind Franklin University of Medicine
and Science, Chicago Medical School, North Chicago, United States, 3Keck School of Medicine of University of
Southern California, Los Angeles, United States, “Saint Louis University School of Medicine, Saint Louis, United
States, °Keck School of Medicine, Department of Population and Public Health Sciences, University of Southern
California, Los Angeles, United States, ®University of Chile, Dermatology, Santiago, Chile, ’Centro Internacional de
Estudios Clinicos, Probity Medical Research, Santiago, Chile, 8University of Sdo Paulo, School of Medicine,
Dermatology, S&o Paulo, Brazil, Faculty of Medicine, University of Zurich, Zurich, Switzerland,1%Bispebjerg
Hospital, Dermatology, Copenhagen, Denmark, 11University of Copenhagen, Copenhagen, Denmark, 12National

Skin Centre, Dermatology, Singapore, 13University Hospital Zurich, Dermatology, Zurich, Switzerland

Introduction & Objectives: Psoriasis is associated with psychosocial comorbidities; however, worldwide
prevalence of psychiatric disease in psoriasis patients worldwide remain unknown. This study compares the
prevalence of depression and anxiety in Brazil, Chile, China, Singapore, Switzerland, and the United States (US), as
part of the Global Healthcare Study on Psoriasis (GHSP). This study aims to compare the prevalence of psychiatric
comorbidities among psoriasis patients in different countries and to examine the association between psychiatric
comorbidities and psoriasis disease severity in different countries.

Materials & Methods: Adults with psoriasis in Brazil, Chile, China, Singapore, Switzerland, and the US completed
questionnaires including depression and anxiety queries. Multivariable logistic regression analyses adjusted for
age, sex, psoriasis severity, and treatment type.

Results: Among 2,323 psoriasis patients globally, 306 reported current/prior depression and/or anxiety.
Depression rates were: US 16.9%, Brazil 15.6%, Chile 13.9%, Switzerland 6.8%, Singapore 1.6%, China 0%. Based on
multivariable analyses evaluating depression in psoriasis patients globally, patients from the following countries
are more likely to have depression: Brazil (aOR 1.66), Chile (aOR 1.52), and the US (aOR 1.21). Compared to other
countries, patients from the following countries are less likely to have depression: Switzerland (aOR 0.47) and
Singapore (aOR 0.13). Anxiety rates were: US 12.4%, Switzerland 2.7%, Singapore 1.6%, Chile 0.2%, Brazil 0%,
China 0%. Based on multivariable analyses evaluating anxiety in psoriasis patients globally, compared to other
countries, patients from the following countries are more likely to have anxiety: US (aOR 12.01), Switzerland (aOR
2.88), and Singapore (aOR 1.14). Compared to other countries, Chilean patients are less likely to have anxiety (aOR
0.27).

Conclusion: Psychiatric comorbidity prevalence varies worldwide; the US reported the highest depression and
anxiety rates. Cultural norms may influence psychiatric comorbidity disclosure.
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Abstract N°: 1708

Severe scalp psoriasis showed increased biodiversity and relative abundance of Malassezia globosa
compared to mild scalp psoriasis

So Yeon Yun*l, Young Bok Leel

1South Korea, dermatology , seoul, Korea, Rep. of South
Introduction & Objectives:

Psoriasis is a chronic inflammatory skin disease mediated by predisposing genetic and environmental factors.
Recently, alterations in the skin microbiome have been shown to interact with host immunity, affect skin barrier
function, and play a role in the development and progression of psoriasis. The scalp is one of the most commonly
involved sites in psoriasis, yet it often shows resistance to therapy.

Materials & Methods:

We investigated the scalp microbiome of 11 patients with psoriasis who had scalp lesions and calculated Psoriasis
Area Severity Index of the scalp. Among them, sampling was repeated in 1 patient. We then analyzed the bacterial
and fungal data. For the identification of bacteria, we used the QIIME2 software. To identify bacteria, we used the

QIIME2 software, and to identify fungi, we utilized the UNITE database.

Results:

A total of 12 samples were analyzed. They were divided into mild (n=2), moderate (n=4), and severe (n=6) group.
The mean Shannon index was 0.97+0.15 in the mild group, 1.38+0.19 in the moderate group, and 1.70£0.43 in the
severe group. The relative abundance of Malassezia restricta in the mild group (0.90+0.01) was higher than the
severe group (0.73+0.13) (p=0.29).

Conclusion:

Although further studies are needed to evaluate the associations between cutaneous mycobiome and psoriasis,
this study suggests that the scalp microbiome is associated with disease severity in patients with psoriasis.
Controlling Malassezia spp., especially M. globosa, could be a new therapeutic target in managing scalp psoriasis.
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Abstract N°: 1716

Anti-interleukin biologics and tuberculosis: a narrative review
Annunziata Raimondol, Giancarmine Pastorel, Luigi Ligronez, Carlo Marinoz, Serena Lembo*!

LUniversity of Salerno, Department of Medicine, Surgery and Dentistry, “Scuola Medica Salernitana”, Salerno, Italy,
2University Hospital San Giovanni di Dio e Ruggi d’Aragona, Salerno, Italy

Introduction & Objectives:

Screening for Latent Mycobacterium Tuberculosis Infection (LTBI) is an established procedure in clinical practice
for psoriatic patients who require therapy with biological drugs. To reduce the risk of drug-induced tuberculosis
reactivation, prophylactic therapy is mandatory before the initiation of biologic therapy. The use of the most
recent anti-interleukin (IL) biological drugs, such as anti-IL-17, anti-IL-23, and anti-IL-12/23, has questioned the
need for LTBI screening and consequent prophylaxis for positive patients, given the numerous clinical trials
showing significantly lower rates of development or reactivation of active tuberculosis (aTB) than with anti-TNF-
alpha biologics. The aim of our study is to evaluate the risk of tuberculous disease in psoriatic patients treated
with anti-IL-17, anti-IL-23, and anti-IL-12/23 drugs in real-life settings, differentiating between LTBI positive and
LTBI negative patients at the biological pre-treatment screening and among patients who received or did not take
anti-tuberculosis prophylaxis before starting therapy.

Materials & Methods:

A narrative review of the scientific literature was conducted, includingreal-/ife reports of psoriatic patients treated
with one of the following drugs: Brodalumab, Ixekizumab, Secukinumab, Guselkumab, Risankizumab,
Tildrakizumab, Ustekinumab. Data were collected regarding patient demographics, positivity for LTBI at pre-
treatment screenings, and any modification of the ongoing biological treatment.

Results:

Our study includes the analysis of 24 articles, with the collection of data from 1202 psoriatic patients, of which
1065 were LTBI-negative (88.6%) and 137 were LTBI-positive (11.4 %) at pre-therapy screening. During treatment,
a seroconversion condition occurred in 33 patients (3.1%), while an aTB condition occurred in 5 patients (0.4%). In
particular, out of the 137 LTBI-positive patients, 3 developed aTB (2.19%), while out of the 1065 LTBI-negative
patients, 2 developed aTB (0.19%). In addition, of the 99 LTBI-positive patients who received tuberculosis
prophylaxis, 3 developed aTB, while of the 38 LTBI-positive patients who did not receive tuberculosis prophylaxis,
none developed aTB; the remaining 2 cases of aTB concern LTBI-negative patients of whom 50% had received
anti-tuberculosis prophylaxis.

Conclusion:

The overview offered by this literature review strengthens the safety data of anti-IL drugs for this patient
population and offers critical insights on the evaluation of the risk/benefit ratio of anti-tuberculosis prophylaxis.
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Abstract N°: 1718

Case series of bimekizumab for psoriasis treatment in real-world setting

Rodrigo Peﬁuelas-LeaI*l, Carolina Labrandero-Hoyosl, Andres Grau Echevarrial, Jorge Magdalenol, Jose Luis

Sanchez Carazo!

IHospital General De Valencia, Dermatology, Valencia, Spain
Introduction & Objectives:

Bimekizumab is the first and only dual selective inhibitor of isoforms A and F of IL-17 approved for the treatment
of moderate to severe plaque psoriasis. Its novel mechanism of action results in high levels of complete skin
clearance that have shown superiority in head-to-head clinical trials versus adalimumab, ustekinumab and
secukinumab. Besides the superiority in direct comparisons, in the network meta-analysis published by Armstrong
et al. 2022, bimekizumab was ranked as the drug with the highest probability of achieving PASI 75, PASI 90 and
PASI 100 response among all approved treatments for psoriasis. Due to the recent approval of bimekizumab by
regulatory agencies, the evidence of the drug in real-world clinical practice is limited and based on case reports.
The objective of this study is to assess the effectiveness and safety of bimekizumab in our series of psoriasis
patients from our routine clinical practice.

Materials & Methods:

Retrospective follow-up study of 6 patients treated with bimekizumab for their psoriasis in our hospital. Patients
were followed as per current clinical practice. Psoriasis activity scores were assessed at baseline, at week 4, week
16, and week 24. Safety information was reported.

Results:

We present a series of patients with moderate to severe psoriasis treated with bimekizumab in routine clinical
practice conditions. Our experience includes 6 patients that were treated according to bimekizumab summary of
product characteristics. All 6 patients showed a rapid and sustained skin clearance, with good tolerability and no
remarkable adverse events (only two of them presented mild oral candidiasis that did not lead to treatment
discontinuation and was managed with standard antifungal therapy). Resolution of psoriasis was observed in all
our patients regardless of the patient profile and psoriasis location.

Conclusion:

Bimekizumab effectiveness observed in our patients is similar to that reported in pivotal clinical trials, with no new
safety alerts. The combination of efficacy, speed, durability, convenient posology, and safety of bimekizumab
translates into better outcomes for the patient, which have been reported in clinical trials and are reproduced in
our routine clinical practice.
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Abstract N°: 1737

Early intervention with secukinumab may affect the establishment of tissue memory in psoriasis: Results
from a DNA methylation analysis

Curdin Conradl, Swann Gaulisz, Katharina Bierz, Johann Gudjonsson3, LIV Eidsmo® >, Jaanika Karner?, Lars Iversen6,

Antonio Costanzo’, Piotr Jagielloz, Frank KoIbingerz, Felix Lohmann?, Enrico Ferrero?

1Centre Hospitalier Universitaire Vaudois, Lausanne, Switzerland, 2Novartis, Basel, Switzerland, 3University of
Michigan, Michigan, United States, #Karolinska Institutet, Stockholm, Sweden, *University of Copenhagen,

Copenhagen, Denmark, 6Aarhus University Hospital, Aarhus, Denmark, “"Humanitas University, Milan, Italy
Introduction & Objectives:

Biologics targeting the interleukin (IL)-17A pathway are efficacious in the treatment of plaque psoriasis (PsO).1
However, psoriatic skin lesions often recur after treatment cessation, potentially driven by a tissue memory.2 We
hypothesize that early intervention with secukinumab (SEC) in new-onset PsO may lead to sustained skin
clearance by preventing the establishment of a tissue memory.

Materials & Methods:

The Mechanistic Sub-study of the STEPIn trial assessed molecular changes in the skin of patients with new-onset
(=1 year) and chronic (=5 years) moderate to severe plaque PsO treated with SEC 300 mg by profiling lesional
(LS) biopsies collected at baseline (BL), week (Wk) 16, and Wk 52, with non-lesional (NL) skin biopsies collected at
Wk 52 as reference.3 Previously published results showed that LS transcriptomes at BL were relatively similar
between cohorts, but SEC treatment-induced normalization to NL levels of global gene expression and IL-17
pathway signatures occurred faster in patients with new-onset vs chronic PsO.4

Results:

Epigenetic analysis now revealed that differences in DNA methylation observed in LS skin were normalized only in
the new-onset cohort at Wk 52, while in the chronic cohort, residual differential DNA methylation remained,
suggesting a “molecular scar”. Intersecting these non-resolved differentially methylated regions with gene
expression, known PsO genetic risk loci, and enrichment for transcription factor binding site motifs provided
functional annotation and first insights into the molecular mechanisms underlying the hypothesized tissue
memory.

Conclusion:

In summary, early intervention with SEC may lead to sustained skin clearance in patients with PsO by preventing
the establishment of a tissue memory in psoriatic skin.

References:

1. Nast A, et al. J Invest Dermatol. 2015;135:2641-8.

2. Puig L, et al. Br J Dermatol. 2022;186:773-81.

3. Iversen L, et al. J Eur Acad Dermatol Venereol. 2018;32:1930-9.

4. lversen L, et al. Poster presented at ESDR, Amsterdam, Sep 28-Oct 01, 2022.
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Abstract N°: 1750

Long-Term Efficacy and Safety of Risankizumab for csDMARD-IR Patients with Active Psoriatic Arthritis:
148-Week Results from the KEEPSAKE 1 Trial

Lars Erik Kristensenl, Mauro Keisermanz, Kim A. Papp3' 4 Leslie Mccasland> 6, Douglas White’: 8, Vassilis Stakiasg,
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Introduction & Objectives: Risankizumab (RZB), a humanized immunoglobulin G1 monoclonal antibody that
inhibits interleukin-23 by targeting its p19 subunit with high affinity and specificity, is approved for the treatment
of adult patients with active psoriatic arthritis (PsA). Patients in the KEEPSAKE 1 trial who received RZB 150 mg
achieved the primary efficacy endpoint at week 24. The long-term efficacy, safety and tolerability of RZB has been
previously reported through 100 weeks of treatment. Here, we report the efficacy and safety results through week
148.

Materials & Methods: KEEPSAKE 1 is an ongoing, global, phase 3, multicenter clinical trial to evaluate the efficacy
and safety of RZB versus PBO in patients with active PsA. Eligible patients were at least 18 years old and
demonstrated an inadequate response, intolerance or contraindication to =1 conventional synthetic disease
modifying antirheumatic drug (csDMARD-IR). Following a 24-week double-blind, placebo-controlled, parallel-
group treatment period (period 1), the trial is ongoing with an open-label extension treatment period from week
24 through week 316 (period 2). In period 1, patients were randomized 1:1 to receive subcutaneous RZB 150 mg
or placebo at weeks 0, 4 and 16. At week 24, patients who were randomized to RZB received blinded PBO and
patients who were randomized to PBO received the first dose of blinded RZB. Starting at week 28, all patients
continue to receive open-label RZB 150 mg every 12 weeks until week 316. Beginning at week 36, patients who
were classified as non-responders (defined as <20% improvement in tender or swollen joint count on two
consecutive visits compared with baseline) were discontinued from the study drug. Efficacy and safety analyses
were conducted in all randomized patients who received one or more doses of the study drug. Safety assessments
were based on monitoring of treatment-emergent adverse events (TEAEs).

Results: Overall efficacy results were maintained at week 148 of the KEEPSAKE 1 trial, as compared to week 52 and
100 (Table 1). At week 148, 41.1% of RZB and 41.5% of PBO/RZB patients achieved ACR50 and 38.1% of RZB and
35.5% of PBO/RZB patients achieved MDA (Figure 1). 69.3% of RZB and 67.1% of PBO/RZB patients achieved
PASI90 at week 148. mMNAPSI and PGA-F scores improved from baseline by 15.01 and 1.5 points, respectively, for
RZB patients and by 13.99 and 1.4 points for PBO/RZB patients. For patients with enthesitis at baseline, resolution
was seen in 62.6% of RZB and 62.4% of PBO/RZB patients. For patients with dactylitis at baseline, resolution was
seen in 77.5% of RZB and 74.8% of PBO/RZB patients. At week 148, the mean PSA-mTSS score increased by 0.55



from baseline for RZB and by 0.94 for PBO/RZB patients. 88.5% of RZB and 84.4% of PBO/RZB patients showed no
radiographic progression (PSA-mTSS =0 from baseline). At week 148, HAQ-DI (RZB -0.41, PBO/RZB -0.35), SF-36
PCS (RZB 8.61, PBO/RZB 7.78) and FACIT-Fatigue (RZB 7.4, PBO/RZB 6.4) scores showed consistent increase from
baseline. The overall rates of TEAEs, serious TEAEs and AEs leading to discontinuation of study drug have
remained stable and comparable to those reported in period 1 (Table 2).

Conclusion: The 148-week results of the ongoing KEEPSAKE 1 trial demonstrate the durable efficacy of RZB 150
mg in treating the clinical manifestations and improving health-related quality of life in csDMARD-IR patients with
PsA. RZB was well-tolerated, with no new safety signals.

Table 1. Efficacy Results for KEEPsAKE 1 at Week 52, Week 100 and Week 148

KEEPSAKE 1
Week 52 Week 100 Week 145
RZB 150mg PBOIRZB 150mg| RZB 150mg  PBO b RZB 18 mg RZB 150 mg FBOto RZB 150
(N=383) (N=381) (N=383) (M=481) {N=483) mg =481}
[ACRZ20. % fn)" 706 637 B4 609 58.3 07
ACRS50, % fn)" 136 383 422 441 411 M5
ACRTO, % in)" 258 205 71 269 74 ®1
) . 041 N=478] 0.3 [N=478] 041 N=478] -0.38 N=478] 041 [N=478] -0.35 N=478]
Change in HAQ-DI, mean (95% CIf* (0.46, -0.38) {037, -027) (045, -0.38) 0.41, 0.31) (046, 0.38) £0.40, 0.29)
PAS| 80, % (NJ* 68 (186273) 1.1 [168272) T23 (1871273 686 (187/272) 0.3 (180273 67.1 (183272)
SZE1[N=291] | -1134[N=311] -14.08 [N=264] -13.52 [N=291] -15.01 N=253] -13.99 [N=280]
Change in mNAPSI", mean (85% CIf* (1348, -1174) | (1218,-1050) | (1484, -1325) £14.33, 12.70) £15.81,-14.21) {1475, -13.22)
1.2[N=282 1.1 [N=311 14 [N=284] 1.3 [N=281 -1.5N=253] 1.4 [N=280
Changs in PGA-F, mean (9% CII** Sa R R iy i S
MDA, n (%" 38.3 {185) 280 (134) 385 {186) 35.1(168) 38,1184 355 (171}
. me | 842 N=4TE] 7.34 [N=473] 2.43[N=478] 747 [N=473] 851 [N=478] 7.78[N=473]
Change in SF-28 PCS score’, mean (85% Cl) 773.9.12) (664, B.05) 770, 8.18) (874, B21) (7.83,9.39) (7.00, 857)
) ) , 8.0 [N=478] 85 N=471] 77 [N=478] 8 [N=473] 7.4 [N=478] B4 [N=473]
Changs in FACIT-Fatigus score’, mean (85% c'i 72,8.8) (67.73) (6.8, 8.6) (58, 78) (6.5.82) 5.5,72)
Resclution of enthesifs, % (n/Ny*! 0.8 (1800297 B0.0 (174280} 1.8 (183/287) 3.4 {184/200) 2.8 {1861207) 8§24 {1812
Resolution of dastytis, % (r/NJ** TOZ(117/148) |  T3.5(108147) 78,8 (113/148) T7.3{1147147) T7.5(115/148) 74.8 {1107147)
s | 820 m=38g] 0.35 [N=387] 0.41[N=385] 0,87 [M=387)] 055 =355] 0.84 [N=367]
Change from baseline PsA-mT 33, mean {86% | 905 0.36) (0.19, 0.51) (008, 0.74) (0:34, 1.00) (0.12, 0.97) {0.52, 137)
917 B33/363] 28,0 [323/369] 90.0 B25361] 26.3[315365] B85 [322/364] 844 [308/365]
PsA-mTSS5< 0 % [N (85% CI) {889, 94.8) (858,922) {868, §3.1) (82.8, 80.8) {85.2,91.7) (80.7, 83.1)
s o 942 [342383] 917 33338 922 [333361] 28,0 [325385] 1.2 [332/384] 284 [118285]
PsA-mT55 5 0.5." % [whN] (85% CI) (01.8, 98 8) (880, 04 8) (895, 85.0) (858, 62.2) (823,84 1) {831, 80.1)

Al changes ars least square maan changes from baselne.

“Results for binary endpoints are based on as-observed (AQ) data with missing data imputed as nonsresponder imputation inconporating mulfiphs imputaton (MR HMI) if there are missing
data due to COVID-18 or geo-polifical conflict in Ukraine and Russia.

"Resulis for confinuous endpoints are reported by mixed-effect model mpeated measurement (MMRM). Number of unique pafents coniribating o MMRM model estimates: pafents with
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estmates for 3l visis.

“Reporied for patients with 2 3% of body surface ama (BSA) affected by psoriasis at baseline (RZB, n=273: PBORZE, n=272).
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Table 2. Safety Summary for KEEPsAKE 1 through Week 148

RZB and
RZB PBO PBO/RZB
Week 24° Week 24° Week 148
N=483 N=481 N=946
PYs=224. PYs=223. PYs=
Parameter, (Events/100PYs) 1 5 2412.2
Any TEAE B98 (177.6)387 (173.2)3005 (124.6)
Serious TEAE 15(6.7) 22(9.8) 185(7.7)
TEAE leading to discontinuation of study drug 6(2.7) 4(1.8) 45(1.9)
COVID-19 related TEAE 1(0.4) 2{0.9) 215 (8.9)
Any MACE 0 0 5(0.2)
Cardiovascular death - sudden cardiac death 0 0 2(=0.1)
Non-fatal myocardial infarction 0 0 2 (=0.1)
MNon-fatal stroke 0 0 1(=0.1)
Any senous infection 6(2.7) 8(3.6) 47(1.9)
Any senous hypersensitivity 0 0 1(=0.1)
Opportunistic infections excluding TB and herpes zosis 0 0 1(=0.1)
Active TB 0 0 0
Herpes zoster 2(09) 1(0.4) 6 (0.2)
Malignant tumors 0 2(09) 18 (0.7)
Including NMSC 0 0 3(0.1)
Excluding NMSC 0 2(09) 15 (0.6)
Any adjudicated anaphylactic reaction 0 0 0
Al Deaths 1(0.4) 0 9(04)°

Treatment-emergent adverse events (TEAE) were defined as any AE with an onset date
that was on or after the first dose of risankizumab and up to 140 days after the last dose
of risankizumab if the patient discontinued the study drug prematurely.

524 week data from KEEPsAKE 1 was previously published in Kristensen, et. al. Ann
Rheum Dis. 2022;81(2).225-231.

“There were 8 patients reparted with fatal TEAEs. 2 deaths were related to COVID 19; 1
was due to complications related to acute leukemia; 1 patient with anemia from
diverticulosis died due to multicrgan failure from septicemia as a complication from
anastomosis surgery (left hemicolectomy surgery); 1 patient, who was 81 years old with
dementia, was hospitalized for pneumonia, developed urosepsis and died from related
complications; 1 patient was hospitalized for anxiety and depression, developed
septicemia, nausea, vomiting, fever and loss of appetite a week after discharge, and died
from unknown causes aweek later; 2 patients died of unknown causes (one had a 40 year
history of smoking and died after COPD exacerbation). Additionally, 1 patient died on day
363 (166 days after last dose; non treatment emergent) from cardiorespiratory arrest.

MACE, major adverse cardiovascular events; NMSC, non-melanoma skin cancer, PBEO,
placebo; PY's, patient-years; RZB, risankizumab; TB, tuberculosis; TEAE, treatment-
emergent adverse everts.




Figure 1. Achievement of ACR 20, 50, 70 and MDA Over 148 Weeks in KEEPsAKE 1
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Abstract N°: 1755

Screening for hepatic fibrosis in psoriasis patients prescribed methotrexate: Can we make a change?
Daniel Lyons*1, Grainne Callaghan!, Gregg Murray!, John Ryan!, Muireann Rochel

1Beaumont Hospital, Dublin, Ireland
Introduction & Objectives:

Patients with psoriasis are at increased risk of developing non-alcoholic fatty liver disease (NAFLD) and
subsequent hepatic fibrosis. This risk is further increased with concomitant use of methotrexate. Procollagen III N-
terminal peptide (P3NP) levels are routinely monitored by dermatologists as a marker of hepatic fibrosis in this
cohort. It is recommended by the British Association of Dermatologists (BAD) to be monitored at least every 3
months. Time-consuming and expensive, in our institution it is outsourced to the U.K., with a delay of 12 weeks for
results and a cost of €35 per test. Depending on the value obtained, further serial testing may be required before
a test may be construed as positive, and onward referral to hepatology made for formal diagnosis with transient
elastography, which is used as the reference standard in our institution. Fibrosis-4 (Fib-4) score is a commonly
used screening tool for hepatic fibrosis in NAFLD. It is recommended by the British Society of Gastroenterology for
monitoring at 1-3-year intervals, as it is generally accepted that the rate of progression to clinically significant
fibrosis is slow and takes years to develop. Indeed, the American Academy of Dermatology now advise a Fib-4
score every 12 months in psoriasis patients prescribed methotrexate. Our main aim was to determine if correlation
existed between, (a) the two screening methods and (b) the resultant transient elastography scores, thus
potentially changing current monitoring practices for this cohort.

Materials & Methods:

Patients were identified via our institution’s laboratory database of P3NP levels between 01/01/2019-30/11/2022.

2019 was used as a cut-off, as aspartate transaminase, required for calculating Fib-4 score, was only added as part
of the liver function panel at this time in our institution. The P3NP levels were compared to the corresponding Fib-
4 scores and then both to available transient elastography results.

Results:

A total of 137 results for P3NP were identified during the period. Of the 137 P3NP results, 19 (13.87%) abnormal
corresponding Fib-4 scores were identified. Eleven (57.89%) of these had a normal corresponding P3NP level,
suggesting that elevated P3NP levels did not consistently correlate with an elevated Fib-4 score. In total, 13
patients were referred for hepatologist review and transient elastography, based on elevated P3NP levels. Four
cases (30.77%) of abnormal liver stiffness were identified. Three (75%) of these had abnormal Fib-4 scores.

Conclusion:

Based on these results, had Fib-4 score been used as the standard predictor in our institution it would have led to
the diagnosis of NAFLD or cirrhosis in 75% of the patients that had this diangosis confirmed based on the use of
P3NP. However, the small sample size means correlation of screening methods to our institution’s reference
standard could not yield statistical power. Further research is required allowing for an expanded data set to
accurately determine correlation. Nonetheless, it is hoped that the results of this observational study, along with
the validity of alternative screening tools, may act as reassurance for dermatologists, that making changes to less
time-consuming and less expensive monitoring methods may be possible. This would move our practices in line
with other dermatology organisations as well as our gastroenterology colleagues, thus, potentially improving both



patient and economic outcomes.
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Abstract N°: 1828

Infiltration of Methotrexate in Acrodermatitis Continua of Hallopeau: A Case Report

Matheus Alves Pacheco* , Marcelo Rigatti, Amanda Buratte , Athos Martini

Introduction & Objectives:

Acrodermatitis continua of Hallopeau (ACH) is a rare type of pustular psoriasis that can cause
severe nail abnormalities. Treatment options for this condition are limited, and there are no
established guidelines. However, the advent of immunobiological therapies and the use of
intralesional treatments offer new possibilities. The objective of this case report is to present a
successful case of severe ACH treated with intralesional methotrexate, highlighting the therapeutic
potential of this approach.

Materials & Methods:

A 36-year-old male patient with a 4-year history of recurrent pustules and inflammation in the right
hallux, indicative of ACH, was evaluated. After an unsuccessful trial of local treatment, the patient
received two sessions of intralesional methotrexate injections, with a 30-day interval. Clinical and
dermatoscopic photos were used for therapeutic monitoring. The response to treatment was

evaluated based on the remission of nail lesions and improvement in symptoms.

Results:

Following two sessions of intralesional methotrexate, the patient experienced complete remission of
the nail lesion, as evidenced by the resolution of erythema, scaling, pustule formation, and
hyperkeratosis. The therapeutic response was maintained for 1 year after the last injection, with no
recurrence of symptoms. The patient reported a significant improvement in quality of life and was
satisfied with the treatment outcome.

Conclusion:

Intralesional methotrexate appears to be an effective and well-tolerated treatment option for severe

ACH involving a limited number of nails. This case report highlights the potential of intralesional

therapy as an alternative for patients who are unwilling or unable to undergo systemic
immunosuppressive treatments. Further studies are needed to establish the optimal dosage and

frequency of intralesional methotrexate injections and to evaluate its long-term efficacy and safety.
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Abstract N°: 1855

Guselkumab improves psoriasis, sexuality, and stigmatization through Week 28 - Results from the real-life
G-EPOSS study

Natalia Kirstenl, Dariusch Mortazawiz, Tobias Schadecka, Simmy Jacobsen?, Judita Makuc?, Juliane Behrens?, Sarah
Tabori?, Sascha Gerdes

1University Hospital Hamburg-Eppendorf, Institute of Health Care Research in Dermatology and Nursing,
Hamburg, Germany, 2Dermatology Practice Dariusch Mortazawi, Department of Dermatology, Remscheid,
Germany, 3Dermatology Practice Tobias Schadeck, Department of Dermatology, Bogen, Germany,*Janssen-Cilag

GmbH, Dermatology/Rheumatology, Neuss, Germany, *University Medical Center Schleswig-Holstein Campus Kiel,
Psoriasis Center, Department of Dermatology, Kiel, Germany

Introduction & Objectives: Patients with psoriasis have a higher risk of stigmatization and sexual dysfunction
compared with healthy individuals. Guselkumab is an IL-23 inhibitor with proven efficacy in patients with
moderate to severe plaque psoriasis. The G-EPOSS study evaluates the long-term effectiveness of guselkumab and
its effect on patient-reported outcomes (PROs), sexual impairment, and stigmatization in clinical routine in
patients with moderate to severe psoriasis.

Materials & Methods: G-EPOSS is a prospective, non-interventional, multicenter study of adults with moderate
to severe plaque psoriasis in Germany. Patients starting treatment with guselkumab were enrolled from October
2019 until August 2021. The primary endpoint was the achievement of psoriasis area and severity index (PASI) < 3
at Week 28. The effectiveness of guselkumab on quality of life, sexuality, and stigmatization was evaluated at
Week 28 using the following questionnaires: Dermatology Life Quality Index (DLQI), anogenital Physician Global
Assessment (PGA), Relationship and Sexuality Scale (RSS), and Perceived Stigmatization Questionnaire (PSQ). The
Week 28 data of 293 patients are presented here.

Results: At baseline, the mean age was 45.6 + 14.6 years, the mean duration of psoriasis was 17.6 + 13.4 years,
the mean body mass index (BMI) was 28.9 + 6.1 kg/mz, the mean PASI was 15.3 + 8.7, and the mean DLQI was
11.3 + 6.6. Overall, 24.6% of patients had concomitant psoriatic arthritis and 25.6% had received prior biologics. At
Week 28, 83.0% of patients reached PASI = 3; 35.1% PASI = 0 and 61.1% achieved an anogenital physician global
assessment (PGA) of 0. Patient satisfaction, sexuality, and stigmatization improved overall. At Week 28, 61.4% of
patients achieved DLQI 0/1 (4.4% at baseline); 4% stated “I'm often / always afraid of sexual intercourse” (12.9%
at baseline), 3.8% stated “People feel often / always sorry for me” (30.9% at baseline). No new safety signals were
observed.

Conclusion: Previous results regarding the improvement of PASI and DLQI under guselkumab were confirmed.
However, this is the first study showing the association between disease control of psoriasis and improvements in
sexuality, stigmatization, and patient satisfaction in clinical routine until Week 28.
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Abstract N°: 1874

Significant improvements in signs and symptoms with orismilast in moderate-to-severe psoriasis: Efficacy,
safety, and subanalyses from the phase IIb IASOS trial

Richard B. Warren*l, Lars E. French® 3, Andrew Blauvelt?, Alexander Egeberg5, Hamish Hunterl, Per SoerensenG,
Philippe Andres®, Morten Oa Sommer® 7, Kim Kjoeller®, Bruce Strober®

1Dermato|ogy Centre, Salford Royal NHS Foundation Trust, Manchester NIHR Biomedical Research Centre, The
University of Manchester, Manchester, United Kingdom, 2Dr. Philip Frost, Department of Dermatology and
Cutaneous Surgery, University of Miami Miller School of Medicine,, Miami, United States, 3Department of
Dermatology and Allergy, University Hospital, Ludwig Maximilian University (LMU) Munich, Munich, Germany,

40Oregon Medical Research Center, Portland, United States,>Department of Dermatology, Bispebjerg Hospital,
University of Copenhagen, Copenhagen, Denmark, 6UNION therapeutics A/S, Hellerup, Denmark, ’DTU Biosustain,

Technical University of Denmark, Kgs. Lyngby, Denmark, 8Yale University, New Haven, CT and Central Connecticut
Dermatology, Cromwell, United States

Introduction & Objectives:

Orismilast is a potent selective phosphodiesterase 4 (PDE4)-B and -D inhibitor, having shown significant efficacy in
a previous Phase 2a psoriasis study.1,2 PDE4-B and PDE4-D isoforms are over-expressed in the skin of patients
with psoriasis and atopic dermatitis, compared to healthy individuals.3 When compared with apremilast, orismilast
inhibits PDE4-B/D isoforms up to 39 times more potently,1 with consequent suppression of Thl, Th17, and Th2
effector cytokines.1 Here, efficacy and safety of orismilast modified release tablet were evaluated versus placebo in
adults with moderate-to-severe psoriasis.

Materials & Methods:

IASOS (NCT05190419) is a 16-week, Phase 2b, double-blinded, placebo-controlled, dose-finding study assessing
efficacy and safety of orismilast modified-release (MR) tablets in adults with moderate-to-severe psoriasis.
Patients were randomized (1:1:1:1) to orismilast 20, 30, 40 mg or placebo, twice daily. Randomized and dosed
patients were included in the Intent-to-Treat Population (used for efficacy and safety). Missing data was handled
using Multiple Imputation (MI) for the analysis of primary and secondary efficacy endpoints and Non-responder
Imputation (NRI) for sensitivity analyses.

Results:

Baseline demographics and disease characteristics were generally balanced across treatment groups for the 202
dosed patients. The primary endpoint, mean percentage change in PASI at week 16, was statistically significant for
all orismilast groups compared to placebo. Orismilast 20 (n=48), 30 (n=50), 40 mg (n=53), and placebo (n=51)
groups demonstrated mean PASI improvements of 52%, 62%, 64%, and 17%, respectively (p=<0.001 vs. placebo
for all orismilast groups, (MI)).

Significantly more patients achieved PASI75 responses at week 16 in orismilast 20, 30, and 40 mg groups
compared to placebo (ML 39%, 49%, 45%, and 17%, all p<0.05 (NRI): 35%, 44%, 32%, and 16%, p<0.05 for 20 and
30 mg). PASI9O0 responses at week 16 were 24/23%, 22/20%, 28/23%, and 8/8% (MI/NRL, p<0.05 for 20 and 40
mg). In a subgroup analysis (NRI), orismilast was equally efficacious in 20 and 30 mg doses in patients weighing
<100 kg (PASI75 36%, 34 %, 32%, 15% for 20, 30, 40 mg, and placebo), whereas patients weighing =100 kg saw
additional efficacy with 30 mg (PASI75 33%, 67%, 33% 18 % for 20, 30, 40 mg, and placebo).



Through Week 16, percentages of patients experiencing =1 Treatment Emergent Adverse Event (TEAE) were as
follows: orismilast 20 mg 77%; 30 mg 84%; 40 mg 94%; placebo 45%. Infection and depression rates were similar
to placebo, and no malignancies or deaths were reported.** The most common adverse events observed were
diarrhea, nausea, and headache, which were dose-dependent, mainly seen within the first month, mostly mild in
severity, and the majority did not lead to study discontinuation.

Conclusion:

Orismilast demonstrated significant efficacy vs. placebo at week 16 for the primary endpoint, mean percentage
PASI improvement, and as early as the first measured timepoint (Week 4). Significant improvements were also
seen in PASIO0, a harder to achieve response. The overall safety profile was similar to that previously demonstrated
for PDE4 inhibitors. The most frequent TEAEs were gastrointestinal-related and headache. These data confirm high
potency PDE4-B/D inhibition with orismilast, and potentially offer a novel oral therapy for the treatment of
psoriasis.

PASI-75 and -80 Improvement Week 16 Across Doses (M, NRI, ITT)

Orismilast, PASI-TS rasponsa at Weak 16 Orismilast, PASI-80 rasponss at Weaek 16
(ITT population) {ITT population)
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1 Silverberg et al. JEADV 2022
2 Warren et al. JEADV 2022

3 Schafer et al. Cell Signal 2016
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Abstract N°: 1897

A curriculum of online education significantly improved dermatologists’ knowledge and confidence in
managing patients with psoriasis in a complex treatment landscape

Elaine Bell*l, Marinella Calle!

lWedMD Global, 14-17 Market Place, LONDON, United Kingdom
Introduction & Objectives:

In recent years, many new treatments have been developed for psoriasis (PSO), such that clinicians are now faced
with increasingly complex treatment choices for individual patients. We assessed whether a curriculum of online
educational activities could improve dermatologists’ knowledge and confidence in understanding novel therapies
and considering them for appropriate patients with PSO.

Materials & Methods:

A curriculum of 6 activities was developed on treatment of PSO in a complex and evolving treatment landscape,
including a video lecture, panel discussion, chapterized video activity, enduring version of an EADV symposium,
and interactive case-based education. Data were collected between 2020 and 2022 with n numbers for each
activity ranging from 60 to 162 completing pre- and post-activity questions. For each activity, educational effect
was assessed with a repeated-pairs pre-/post-assessment; 3 multiple-choice, knowledge questions and 1 self-
efficacy, 5-point Likert scale confidence question were analyzed. Data were subsequently combined and analyzed
by 4 themes to provide a summative overview of the effect of the education across the combined activities. A
McNemar’s test was conducted to assess statistical significance of changes from pre- to post-assessment.

Results:

® 22,007 MD learners participated in the activities including 5,843 dermatologists, 7,444 pediatricians and 6,524
primary care physicians (PCPs)

® Dermatologists (n=60 to 665) demonstrated a statistically significant improvement in knowledge or
competence across all 4 learning themes (clinical data on novel biologics, novel drugs targeting the IL-23/-17
pathway, selecting an appropriate biologic therapy, and using IL-17 inhibitor in clinical practice; all P <0.001)

® For dermatologists, the relative improvements in percentage of correct responses for each learning theme
ranged from 20%-88%

® OQverall, as a result of completing the activities, 35% of dermatologists reported increased confidence e.g. in
differentiating between IL-23 and IL-17 inhibitors to treat psoriais, and in integrating new therapies into
clinical practice: for confidence questions aligned with each individual activity, the percentage of
dermatologists who gained confidence ranged from 28% to 47%

Conclusion:

These results highlight the benefits of a curriculum of education in helping dermatologists understand novel
therapies and their use in clinical practice. As the treatment landscape continues to evolve, dermatologists will
likely benefit from further education on translating knowledge of novel treatment strategies into clinical practice
in order to optimize outcomes for patients with PSO.
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Abstract N°: 1902

Online case-based education improved dermatologists’ knowledge and confidence regarding treatment
choice for patients with psoriasis in an evolving treatment landscape

Elaine Bell*l, Marinella Callel, Melinda Gooderham?

1WedMD Global, 14-17 Market Place, LONDON, United Kingdom,2SKiN Centre for Dermatology, Peterborough,
Canada

Introduction & Objectives:

The treatment landscape for psoriasis has expanded at a rapid pace in recent years such that physicians are faced
with increasingly complex treatment choices for individual patients. We assessed whether online education could
improve dermatologists’ knowledge and confidence in selecting appropriate treatments for patients with
psoriasis.

Materials & Methods:

Dermatologists participated in an online text-based Test and Teach activity featuring two patient cases with
questions that “tested” knowledge and discussion of the main “teaching” points. Educational effect was assessed
using a repeated-pair design, pre-/post-assessment. A paired samples t-test was conducted for significance
testing on overall average number of correct responses and for confidence rating, and a McNemar's test was
conducted at the question level (5% significance level, P <.05). Cohen’s d with correction for paired samples
estimated the effect size of the education on number of correct responses (<.20 modest, .20-.49 small, .59-.79
moderate, =.80 large). Data were collected from 19th January to 31st April 2022.

Results:

e This educational activity significantly improved dermatologists’ knowledge in treatment choice for psoriasis
management (45% correct answers pre-activity, 86% post-activity; P <.001) and had a large educational
impact (Cohen’s d=1.33)

® Dermatologists (n=49) showed significant knowledge improvements in:

o treatment choice for a patient with moderate to severe psoriasis, not responding to an anti-TNF, who
needed to quickly achieve clear skin and reduce scalp involvement (63% correct answer pre-activity, 86%
post-activity; P < .01)

o metabolic comorbidities associated with psoriasis (24% correct answer pre-activity, 86% post-activity; P <
.001)

o drug class NOT recommended in the guidelines for a patient with psoriasis and suspected inflammatory
bowel disease (47% correct answer pre-activity, 86% post-activity; P < .001)

® The percentage of dermatologists answering all 3 questions correctly rose from 4% at baseline to 78% post-
activity

®  43% of dermatologists reported a measurable increase in confidence in managing patients with moderate to
severe psoriasis using anti-interleukin (IL)-17 therapies, when appropriate, with an average confidence shift
(for those who increased confidence) of 63%

Conclusion:

This interactive ‘test then teach’ activity was highly successful in educating dermatologists about treatment choice



in individual patients with psoriasis. Dermatologists would likely benefit from further education to reinforce and
embed their knowledge and to support confidence in treatment choices for psoriasis management and improved
patient outcomes.
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Abstract N°: 1906

Evaluation of the efficacy of a celastrol-containing balm as a relay for drug treatments in psoriasis: study
co-created with patients

Theunis Jenniferl, Sophie Baradatl, Christophe Lauzel, Krid Yasminez, Abdallah Khemis3, P. Reygangne4, Nathalie
Quiles-Tsimaratos®, Versapuech Julie®, Bodokh Isaac’, Chaussade Henri8, Catherine Queille-Roussel?, Valérie
Mengeaud1©

Ipierre Fabre Dermo-Cosmetique, Toulouse, France, 2Private practice, Psychotherapeutical office, Cork City,
Ireland, 3Private practice, Dermatological office, Nice, France,4H6pitaI Saint Louis, Paris, France,5H6pitaI Saint
Joseph, Marseille, France, ®Private practice, Dermatological office, Bordeaux, France, ’Private practice,
Dermatological office, Cannes, France, 8Private practice, Medical office, Saint-Orens De Gameville, France,9CHU

Hopital de Larchet, Nice, France, 1%Medical Department, Laboratoires dermatologiques Ducray, Les Cauquillous,
France

Introduction & Objectives

Psoriasis is a common chronic disease that has major impact on quality of life with the burden that goes beyond
suffering caused by the lesions.

Emollients application on the whole body is internationally acknowledged in the standard care of psoriasis.

To assess the efficacy of a celastrol-containing balm, we engaged patients suffering from psoriasis in each step of
our clinical development to understand their needs and expectations and we co-created a clinical study with them.

Materials & Methods

We listened patient’s needs during a 1-week online community and built the study design with patients during a
focus group. The patient-approved clinical study enrolled adults suffering from plaque psoriasis with severity
assessed by PASI (Psoriasis Area Severity Index) < 10 and flare frequency = 3/year in a monocentric, randomized,
open-labelled study comparative vs. Untreated Control Group. In case of psoriasis flare-up during the study,
investigators prescribed local treatment as dermocorticoid alone, vitamin D alone or combination of both and
patients in Product Group continued to apply the study product.

Patients randomized in Product Group applied the product once a day on whole body for 6 months. Five visits
were organised: after 1, 2, 4 and 6 months. At each visit, investigators assessed severity of psoriasis using PASI and
pruritus using a NRS (Numeric Rating Scale). Psoriasis flare-ups were also assessed. At each visit, patients
assessed their skin suppleness and softness using a NRS. A psychologist performed patient’s interviews at
inclusion and after 6 months.

Results

98 patients aged 19 to 85 years suffering from plaque psoriasis were included in the study: 49 patients in each
group. A significant decrease of PASI was shown in Product Group after 6 months vs. baseline (p=0.0153) with
significantly greater improvement vs. Control Group (p=0.0316). A significantly higher number of

subjects without psoriasis flare-up were observed in Product Group vs. Control Group (p=0.0433).



Significant decrease of pruritus severity was shown after first application of study product (p<0.0001).
Patients observed a significant improvement of their skin suppleness after 2 (p=0.0057) and 4 months
(p=0.0135) of product application vs. baseline. This improvement was significantly greater in the
Product Group vs. Control Group (p=0.0396 and p=0.0487 respectively). They also noticed an
improvement of skin softness after 2 (p=0.0018) and 4 months (p=0.0075) of application vs.

baseline while in Control Group, this improvement was noticed after 2 months only (p=0.0412).

Psychological analysis showed that psoriasis seniority caused resignation from patients who expressed a resistance
to change. At the end of the study, the psychologist did not observe any change in the habits and beliefs of these
patients who have been living with their psoriasis for many years. In a younger patient whose diagnosis was more
recent, the psychologist observed a greater ability to change. After changing her habits during the study, this
patient noticed an improvement in her symptoms.

Conclusion

This study, co-created with patients suffering from psoriasis, shows the efficacy of a celastrol-containing balm to
improve physical signs of psoriasis, skin suppleness and softness.

The psychological approach highlights resignation of patients who live with their disease for many years and draw
our attention to the importance of accompanying patients from the diagnosis of their dermatosis.
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Abstract N°: 1924

Trial-in-Progress - Deucravacitinib in Routine Clinical Practice: A 5-year, Multicenter, Prospective, Non-
Interventional Cohort Study to Evaluate Effectiveness and Quality of Life in Patients with Moderate-to-
Severe Plaque Psoriasis in Germany (DELPHIN)

Ralph Von Kiedrowski*l, Kamran Ghoreschiz, Alice Mueller3, Miriam Makki3, Jonas Marschall3, Matthias Augustin4

1cMSS-Selters, Verbandsgemeinde Selters, Germany, 2Charite - Universitatsmedizin Berlin, Department of
Dermatology, Venereology and Allergology, Berlin, Germany, 3Bristol Myers Squibb GmbH, Munich, Germany,

4Institute for Health Services Research in Dermatology and Nursing, University Medical Center Hamburg-
Eppendorf, Hamburg, Germany

Introduction & Objectives:

Deucravacitinib (DEUC) is a novel, oral, selective tyrosine kinase 2 (TYK2) inhibitor indicated for the treatment of
moderate-to-severe plaque psoriasis in adults who are candidates for systemic therapy. This small molecule has a
unique mechanism of action by binding to the regulatory pseudokinase domain of TYK2, resulting in a = 100-fold
greater selectivity for TYK2 vs Janus kinase (JAK) 1/3 and = 2000-fold greater selectivity for TYK2 vs JAK2. The
efficacy and safety of DEUC have been demonstrated in the 52-week, global, multicenter, randomized, double-
blind phase 3 clinical studies POETYK PSO-1 (n=666, NCT03624127) and POETYK PSO-2 (n=1020, NCT03611751),
as well as the ongoing POETYK long-term extension (LTE) study (n=1452, NCT04036435), in which patients
completing the PSO-1 or PSO-2 trial could enroll. On March 24, 2023, DEUC was approved in Germany for the
treatment of moderate-to-severe plaque psoriasis patients who are candidates for systematic therapy. The
objective of the current study is to investigate the effectiveness of DEUC and quality of life in those patients in a
real-world setting in Germany.

Materials & Methods:

The non-interventional study DELPHIN is a prospective, multi-regional, multicenter, post-authorization
observational cohort study enrolling adults with moderate-to-severe plaque psoriasis who previously initiated
treatment with commercially available DEUC 6 mg once daily according to the summary of product characteristics
in Germany over a 5-year period. Thus, long-term data on the effectiveness and quality of life in DEUC patients
under real-world conditions in routine care gathered by primary data collection methods will be generated.
Approximately 450 adults with moderate-to-severe plaque psoriasis will be enrolled in up to 70 study sites
including office-based dermatologists and clinics across Germany. The planned enrollment period is 24 months.
The primary study objective is assessment of the proportion of patients achieving an absolute Psoriasis Area
Severity Index (PASI) score < 3 at week 24. Secondary study objectives include evaluation of effectiveness during
the study, as well as evaluation of treatment modalities, patient satisfaction, and patient’s quality of life.

Results:

Enroliment began in April 2023. The first interim analysis report on baseline characteristics is planned as soon as
>25% enrollment is achieved. Long-term results are anticipated later.

Conclusion:

This study aims to address the data gap by evaluating DEUC in a real-world population and with additional real-
world treatment outcome measures in plaque psoriasis patients in Germany who have begun a systemic DEUC
therapy. The data will supplement the phase 3 clinical study results by contributing knowledge on effectiveness. It



will also yield important findings on the quality of life in patients and on the use of DEUC under everyday
conditions.
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Abstract N°: 1941

Cognition and behaviors of skin barrier repair in Chinese psoriasis patients
He Huang® 2, Jiagi Hongl 2, Yijie Zheng?, Zhong Shen3, Chunyu Zhao?, Xuejun Zhang® 2 4

Lthe First Affiliated Hospital of Anhui Medical University, Department of Dermatology, , Hefei, China?Anhui

Medical University, Institute of Dermatology, Hefei, China, 3| oreal China Co., Ltd, Shanghai, China,*Dushu Lake
Hospital Affiliated to Soochow University, Department of Dermatology, Suzhou, China

Introduction & Objectives:

Psoriasis is a chronic immune-mediated skin disease with complex pathogenesis. Guidelines and consensus on
psoriasis have recommended the use of emollients as the basic treatment method to repair the skin barrier
damage caused by psoriasis. However, studies on the status and feedback of emollient use in Chinese psoriasis
patients are limited. The objective of this study is to evaluate the current situation of the cognition and behaviors
of skin barrier repair in Chinese psoriasis patients.

Materials & Methods:

Online questionnaires were distributed to six core hospitals in China from March to May 2022. Finally, 2095
questionnaires were collected, of which 2043 were validated. All participants provided written informed consent
and were recruited according to the protocols approved by the Institutional Ethics Committee of a Hospital.
Statistical analyses were performed using SPSS 23.0 software. Descriptive statistics were calculated for each
variable using frequencies and percentages for categorical variables and means and standard deviations for
continuous variables. OR [95% confidence interval (95% CI)] was also calculated.

Results:

Emollients were the most commonly used method for improving dry skin in psoriasis patients (67.4%). Overall,
1693 (82.9%) of the respondents had a habit of using emollients, of which 61.4% had received health education
(61.4%) on their use by professional doctors. (Table 1). We analyzed the respondents’ preferences regarding the
use of emollients for improving scales (Table 2), dryness (Table S1), and pruritus (Table S2). We found that
patients with drier, more sensitive, and itchier lesions preferred using emollients. We also analyzed the survey
respondents’ preference for using emollients, including their frequency, type, time, quantity, seasons, body parts,
and sequence, in three dimensions: scale, dryness, and pruritus improvement rate. Interestingly, patients who used
emollients twice a day or more had better improvement of scales (OR 2.857, 95% CI 1.962-4.161, P<0.001) and
pruritus (OR 2.282, 95% CI 1.657-3.145, P<0.001) in the lesion area than those who used emollients once a day
or occasionally. Patients who applied the emollient to and around the lesion or the whole body showed a better
rate of improvement in dryness than those who applied the emollient only to the lesion (OR=1.593, 95% CI
1.119-2.266, P=0.01).

Conclusion:

The results revealed that emollients may reduce scale, dryness, and pruritus to some extent and that the
proportion of respondents who were able to apply emollients correctly was not ideal, suggesting that psoriasis
patients need to be further educated in this area. This study provides important insights into caring for psoriasis
patients.



Table 1 Characteristics of psoriasis patients

Characteristics Fartidpants (W=2043), No. (%)
Sex Mala 1320 (64.6)
Femalz T3 (354
Age, venr {mean = 5D} 41.35=1471
Dingnosis Age <10 135(6.8)
10-20 413 {20.2)
20-30 623 (30.5)
3040 TR
4050 264 (12.3)
5060 148072
=60 EE(43)
Duration =1 year 102 {500
1~3 years 292 (14.6)
33 years 261 (12.8)
510 years 463 (12.T)
=10 years Q18 (4.5
Type Psoriasis vulgaris 1551(758)
Psoriatic arthritis (PsA} 131464
Pustular psoriasis 55(2™
Erythrodemiic psoriasis BE(43)
Unclear 218 {10.T)
Main skin lesioms Scalp 1500(73 4
Upper extramitiss 1262 (61 .8)
Lower exmamitias 1503 (73 6)
Back 1283 (63 3)
BSA <37 1020 (42 3
%-10% 540 (26.9)
=10% 474 (232}
Comaorbidities Hyperension 297 (14.5)
Diisbatas 135(6.6)
Obeary 356 (174
hyperlipidenta 208 {102)
Current trentment Topical B93 (43T
Oral madication 280 (13.7)
Phaototherapy 207 {10.1)
Biologic drups
Adalimumab 25401
Secukinumab 682 (589)
Dekizmmab 164 (1423
Gusalkunat:
Ustekinumab
Senvory of shin lesions Drymass
Prumitus
Sensitve
Tighmess
Emollient use Yos
Mo ;
Emallient types Lotions 216 (3410
Creams TE4 (483
Gals BE(5D)
Oinmants 434 (25.6)
Unclear 0(35
Emollient dosage =<20g 29058
20-50g 558 (33)
== 50g 135 (8)
Emallient frequency =1 times/day JER (22

1 time'day or occasonally

1305 {

1




Table 2: Scale improvement rate due to different usage preferences for emollients (N=1623)

Emollients usage Options, N (%)
Preferences Positive Negative OR (5% €D P
Texture
Lotion 766 (3.6) gy TENT oou
Cream  661(843) nmigsey YIS oo
Dosage
=20 gper time 583 (84.00 - 1.348 (1.045- 0.022
=20 g/per time 795 (79.6) - 1739 e
Frequency
=2 times/day 354(91.2) - 2.857(1.962- 0001
1 time/day or occasionally 1024 (78.3) - 4.161) )
Usage scenarios
Post-bath 763 (82.00 - N
Nen 615 (80.6) - B 0449
Time
Both meming and evaning 406 (85.5) 972 (79.8) 1'4339531%13_ 0.008
Befors or mumediately after
dissase onset 470 (84.7) B 1'4{;13(__1‘366_ 0.013
Any time after disease onset 908 (79.8) - :
Seasons
Spring  844(85.4) sugsy UGS wm
Sunmuer 591 (84.8) T87 (79.00 1'4311;.}__'&43_ 0.003
Autumn 938 (33.7) mwme RIS <o
Winter 1249 (82.3) 129 (73.3) 1'6933;51.&36_ 0.004
Changs smollisnts base on == = 2706 2.012- .
ceacoms 556 (89.8) 8§22 (76.5) 3.639) 0.001
Ovrder
Drugs first 344 (92 8) - 0077
Emollients first & non-dmg 863 (89.5) - - o
Site
Lesion areas only 426 (79.8) - 0.436
Excesded lesion areas 508 (825 - - ’
Method of application
Follow the dJIg{“ﬂo_uca:t}r hawr 250 (92.3) - 3103 (1,95 _
Reverse the dirsction of the 1128 (79.3) 4937) =0 001
hair_orback and Brth i ) o
Table S1: Drvness improvement rate due to different usage preferences for emollients (N=1550)
ions, N (%0
Emollients usage Preferences Options, X () OR (95% CT) P
Positive Negative

Texture



Table S2: Pruritus improvement rate due to different usage preferences for emollients (N=1529)

Options, N (%)

Emollients usage Preferences Positive Negative OR (95% CT) r
Texture
Lotion 630 (76.8) 321 (74.7) - 0477
Creamn 362 (78.1) 308 (73.9) - 0.059
Daosage
=20 g'per tme 403 (774 - ) 0238
<20 g'per uine 667 (74.8) - -
Frequency
=2 times/day 316 (85.9) - e — -
1 time/day or occasionally S44(72.7 - 2282 (1.657-3.195) <0001
Usage scenarios
Post-bath 630 (76.4) - -
None  521(75.2) ; ; 0568
Time
Both mornmg and evenmg 373(82.3) 787 (73.1) 1.712 (1.298-2.238) =0.001
Before ormmlet_iiﬂrel}' after 408(79.1) )
disease onset ’ 1.311 (1.016-1.691) 0037
Any time after disease onset 752(74.2) -
Seasons
Spring 720(794) 440 (707 1,593 (1.258-2.017) =0.001
Suiriner 403 (78.0) 667 (74.4) - 0.101
Autuirm 789 (79.0) 3T 700y 1.610(1.266-2.047) =0.001
Winter 1052 (76.7) 108 (68.8)  1.492(1.041-2.138) 0.03
Changed emolkentsbasedon o6 s o) 674 (704)  2373(1815-3102)  <0.001
SEAS00S
Order
Drugs first 461 (79.6) - ) 41
Emolhents first and non-dmigs G99 (73.6) - 1403 (1.094-1.798) 0008
Site
Lesion areas only 367(77.3) - i 0307
Exceeded lesion areas 793(75.2) - T
Method of application
Follow the direction of the hair 220(88.4) -
Reverse the direction of the hair 031 (733) ) 2779 (1 8624 148) =0.001

or back and forth
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Abstract N°: 1954

Validation of a Dermatology-Specific Treatment Satisfaction Instrument: A Multicenter Study Evaluating
the Construct and Known-Groups Validity of the Dermatology Treatment Satisfaction Instrument in
Psoriasis Patients

Kathryn Leel, Danielle Yeez, Michael Woodbury3, Melissa Zundell?, Lourdes Perez-Chada®, Alice Gottlieb?, Joseph
F. Merola® >, April Armstrong*?

1Saint Louis University School of Medicine, 2Keck School of Medicine of University of Southern California,

3Harvard Medical School, “Icahn School of Medicine at Mount Sinai, >Brigham and Women's Hospital
Introduction & Objectives:

The Dermatology Treatment Satisfaction Instrument (DermSat) is a patient-reported treatment satisfaction
instrument specific to dermatological therapies. It measures treatment satisfaction in the categories of
effectiveness, convenience, and overall satisfaction.

Materials & Methods:

A multicenter study was conducted to evaluate the construct and known-groups validity of the 7-item DermSat
instrument (DermSat-7). A total of 142 psoriasis patients were enrolled across the University of Southern
California, Brigham and Women’s Hospital, and Mount Sinai Health System. Eligible patients were = 18 years old,
English-speaking, and receiving ongoing treatment for psoriasis. Participants completed an online survey
consisting of demographic information in addition to the 9-item Treatment Satisfaction Questionnaire for
Medication (TSQM-9), the Dermatology Life Quality Index (DLQI), a patient self-reported physician global
assessment (PGA), and the DermSat-7. Investigators reported the patient’s PGA, Body Surface area (BSA), and
Psoriasis Area and Severity Index (PASI) scores.

Results:

DermSat-7 Effectiveness and Overall Satisfaction subscores were found to be very strongly correlated with their
respective TSQM-9 subscores (Spearman’s correlation r -value between DermSat Effectiveness and TSQM-9
Effectiveness = 0.7, p<0.001; Spearman’s correlation r -value between DermSat Overall Satisfaction and TSQM-9
Overall Satisfaction = 0.7, p<0.001). The DermSat-7 Convenience subscore was strongly correlated with the
TSQM-9-Convenience score (Spearman’s correlation r -value= 0.68, p<0.001). The DermSat-7 Effectiveness and
Overall Satisfaction subscores were also found to be correlated with PASI, Investigator-reported PGA, and DLQI
scores (all Spearman’s correlation r's = 0.4, p<0.001). One-Way Analysis of Variance testing demonstrated a
statistically significant association with the Investigator-reported Physician’s Global Assessment (PGA) and all
three DermSat-7 subscores (p<0.001 for DermSat-7 Effectiveness, Convenience, and Overall Satisfaction scores). A
statistically significant association between the Psoriasis Area and Severity Index (PASI) and DermSat scores was
also observed (p<0.05 for DermSat-7 Effectiveness, Convenience, and Overall Satisfaction scores).

Conclusion:

Our results show that the DermSat-7 instrument demonstrates strong construct and known-groups validity and
validly measures patient treatment satisfaction in psoriasis patients. The instrument may be considered to evaluate
patient satisfaction in other dermatologic conditions.
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Abstract N°: 1968

Deucravacitinib, an oral, selective, allosteric tyrosine kinase 2 inhibitor, in Japanese patients with moderate
to severe plaque psoriasis: safety findings from the phase 3 POETYK PSO-4 trial

Akimichi Morital, Yukari Okuboz, Yayoi Tadaa, Mamitaro Ohtsuki®, Yangiu Shao?, Elizabeth Colston®, Andrew
Napoli®, Subhashis Banerjee®, Shinichi Imafuku®

INagoya City University Graduate School of Medical Sciences, Nagoya, Japan,2Tokyo Medical University, Tokyo,
Japan, 3Teikyo University School of Medicine, Tokyo, Japan, *Jichi Medical University, Tochigi, Japan, *Bristol Myers
Squibb, Princeton, United States, 6Fukuoka University Hospital, Fukuoka, Japan

Introduction & Objectives: Deucravacitinib, an oral, selective, allosteric tyrosine kinase 2 inhibitor, is approved in
the US, EU, and other countries for the treatment of adults with moderate-to-severe plaque psoriasis (PP) who are
candidates for systemic therapy. Deucravacitinib has a unique mechanism of action. In two multinational phase 3
trials, POETYK PSO-1 and PSO-2, deucravacitinib was not associated with an increased risk of infection,
cardiovascular events, or malignancies in patients with moderate to severe PP. This study reports safety results
from the open-label, single-arm, phase 3 POETYK PSO-4 trial of deucravacitinib in Japanese patients with psoriasis.

Materials & Methods: In POETYK PSO-4 (NCT03924427), adult patients with moderate to severe PP, generalized
pustular psoriasis (GPP), or erythrodermic psoriasis (EP) were treated with deucravacitinib 6 mg once daily. Safety
outcomes were assessed through Week 52. Adverse events (AEs) of interest included infections (influenza,
opportunistic, tuberculosis, herpes zoster), major adverse cardiovascular events (MACE; eg, cardiovascular death,
nonfatal stroke, nonfatal myocardial infarction), venous thromboembolism, and malignancies.

Results: A total of 74 patients were included in the trial (PP, n=63; GPP, n=3; EP, n=8). The total exposure
(person-years) was 60.6 (PP), 3.0 (GPP), and 6.8 (EP). Over 52 weeks, the exposure-adjusted incidence rates
(EAIRs) per 100 person-years for AEs, serious AEs, discontinuations, and deaths in groups with >5 patients
(excluding GPP) were 172.6, 6.7, 3.3, and 0 (PP) and 279.7, 14.6, 29.8, and 0 (EP), respectively. Four patients (PP,
n=2; EP, n=2) discontinued treatment due to AEs (PP, psoriasis aggravation and decreased neutrophil count; EP,
photosensitivity and Hodgkin’s disease). Two serious infections (pneumonia, COVID-19) were reported in patients
with PP. There were no deaths. Hodgkin's disease (T-cell type) was the only malignancy reported (EP patient) and
was considered unrelated to treatment. No influenza, opportunistic infection, tuberculosis, or
MACE/thromboembolic events were reported. Herpes zoster occurred in 1 patient with PP but was not considered
related to treatment.

Conclusion: Deucravacitinib was generally safe and well tolerated over 52 weeks in Japanese patients with PP,
GPP, or EP.
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Abstract N°: 1970

Deucravacitinib, an oral, selective, allosteric tyrosine kinase 2 inhibitor, in Japanese patients with moderate
to severe plaque psoriasis: laboratory parameters in the phase 3 POETYK PSO-4 trial

Shinichi Imafukul, Yukari Okuboz, Yayoi Tada3, Mamitaro Ohtsuki?, Yangqiu Shao®, Elizabeth Colstson®, Andrew
Napoli®, Subhashis Banerjee®, Akimichi Morita®

1Fukuoka University Faculty of Medicine, Fukuoka, Japan,2Tokyo Medical University, Tokyo, Japan, 3Teikyo
University School of Medicine, Tokyo, Japan, #Jichi Medical University, Tochigi, Japan, *Bristol Myers Squibb,
Princeton, United States, °Nagoya City University Graduate School of Medical Sciences, Nagoya, Japan

Introduction & Objectives: Deucravacitinib, an oral, selective, allosteric tyrosine kinase 2 inhibitor, is approved in
the US, EU, and other countries for the treatment of adults with moderate-to-severe plaque psoriasis (PP) who are
candidates for systemic therapy. Deucravacitinib uniquely binds to the regulatory domain. In two phase 3 trials,
POETYK PSO-1 (NCT03624127) and PSO-2 (NCT03611751), deucravacitinib was significantly more efficacious
than placebo or apremilast and was well tolerated in patients with moderate to severe PP. This study evaluated the
effects of deucravacitinib on multiple laboratory parameters in Japanese patients with stable moderate to severe
psoriasis.

Materials & Methods: Patients =20 years of age with moderate to severe PP, generalized pustular psoriasis
(GPP), or erythrodermic psoriasis (EP) (baseline Psoriasis Area and Severity Index =12, static Physician’s Global
Assessment =3, body surface area involvement =10%) received deucravacitinib 6 mg once daily in the 52-week,
open-label, single-arm, phase 3 POETYK PSO-4 trial (NCT03924427). Changes from baseline levels of standard
hematologic (lymphocytes, neutrophils, platelets, hemoglobin) and chemistry parameters, including lipids (total
cholesterol, high- and low-density lipoprotein cholesterol, triglycerides) and creatine phosphokinase in the blood,
were evaluated. Shifts in Common Terminology Criteria for Adverse Events (CTCAE; version 5.0) severity grade of
laboratory parameter abnormalities between baseline and Week 52 were assessed

Results: A total of 74 patients were enrolled (PP, n=63; GPP, n=3; EP, n=8). No clinically meaningful changes or
trends from baseline levels were observed in any laboratory parameter up to Week 52. The majority of patients
remained within the normal range throughout the trial, and shifts of =2 CTCAE grades from baseline were

infrequent across all psoriasis groups. One patient with PP discontinued treatment due to grade 3 neutropenia.

Conclusion: Deucravacitinib treatment did not result in clinically significant laboratory parameter abnormalities in
adult Japanese patients with psoriasis.
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Abstract N°: 2002

Demographics and baseline characteristics of Canadian patients with pediatric-onset psoriasis: Real-world
data from the Psoriasis Longitudinal Assessment and Registry (PSOLAR)

Vimal H. Prajapati*l, Lyn Guentherz, Irina Turchina, Robert Gniadecki*, Debra Seminowich®, Nastaran Abbarin®,
Kimberley Parnell®, Wayne Langholff’, Wayne Gulliver®

1Univeristy of Calgary , Division of Dermatology, Department of Medicine, Calgary, Canada2Guenther Research
Inc., London, Canada, 3Probity Medical Research and Alliance Clinical Trials, Fredericton, Canada,*University of
Alberta, Division of Dermatology, Department of Medicine and Dentistry, Edmonton, Canada, 5Janssen Inc.,

Toronto, Canada, éJanssen Scientific Affairs, LLC, Horsham, United States, Janssen Research and Development,

LLC, Horsham, United States, 8Memorial University of Newfoundland, St. John's, Canada
Introduction & Objectives:

The PSOriasis Longitudinal Assessment and Registry (PSOLAR) was initiated in 2007 to assess long-term safety
and improve understanding of real-world biologic use. This analysis describes the demographics and baseline [BL]
characteristics of Canadian patients with pediatric-onset psoriasis [PsO] relative to patients with adult-onset PsO
enrolled in PSOLAR.

Materials & Methods:

PSOLAR is an international, prospective, longitudinal, disease-based registry that collects data on patients =18
years of age with a confirmed diagnosis of PsO, who are receiving, or are eligible to receive, systemic non-biologic
or biologic therapies for PsO (ClinicalTrials.gov NCT00508547). Demographics and BL characteristics collected at
the time of enrollment are described for Canadian patients enrolled in PSOLAR from June 2007 to June 2013, then
followed for up to 8 years. Patients were grouped by age of PsO onset: <18 years, 18-25 years, or >25 years.

Results:

Approximately 12,000 PsO patients were enrolled in PSOLAR globally; of these, 1891 patients were Canadian,
including 552 (29.2%) with age of onset <18 years, 428 (22.6%) with 18-25 years age of onset, and 911 (48.2%)
with age of onset >25 years.

Most patients were male, white, and either overweight or obese (Table 1). Patients <18 years of age at PsO onset
were more likely to be female compared to patients with older age of PsO onset (47% vs 35.5% vs 35%,
respectively). Fewer patients aged =55 at enrollment were 25 years of age or younger at PsO onset. The
distribution by race and Fitzpatrick skin type [FST] were similar across age of onset groupings. All three groups had
similar mean body weight (91.7 kg vs 91.5 kg vs 91.2 kg), mean body mass index [BMI] (31.5 kg/m2 vs 31.1 kg/m2
vs 31.2 kg/m2), and obesity class distribution at BL.

Most patients had moderate-to-severe plaque PsO (mean BL body surface area [BSA]: 8.7% vs 7.0% vs 6.8%; mean
peak activity BSA: 27.1% vs 22.8% vs 20.4%). The self-reported prevalence of psoriatic arthritis [PsA] and
Dermatology Life Quality Index [DLQI] scores were similar among the three categories (32.8% vs 34.8% vs 32.8%
and 5.4 vs 5.0 vs 5.3). A greater proportion of patients <18 years of age at onset reported prior treatment with
phototherapy (81.7% vs 76.2% vs 66.1%), systemic corticosteroids (11.8% vs 7.5% vs 9.7%), and systemic
immunomodulators (61.2% vs 59.3% vs 50.9%). Prior biologic use was similar (87.7% vs 86.9% vs 84.6%) across
groups.



A history of cardiovascular disease (i.e., hypertension, hyperlipidemia, atherosclerosis) was more prevalent among
patients with older age of PsO onset. A history of pulmonary or psychiatric illnesses were balanced across groups,
but higher proportions of patients with onset of PsO >25 years of age had a history of skin cancer, other types of
cancer, and diabetes mellitus type Il compared to patients with younger age of PsO onset.

Conclusion:

In this real-world cohort of Canadian patients, race and FST distribution, BL body weight, BMI, prevalence of PSA,
and DLQI scores were generally balanced across the three groups designated by age of PsO onset. Patients with
PsO onset <18 years of age reported a higher mean BL and peak activity BSA with greater use of phototherapy
and systemic non-biologic therapy. Generally, higher proportions of patients with PsO onset >25 years of age had
a history of comorbidities. This descriptive analysis should provide meaningful insights into patients with pediatric-
onset PsO and improve patient management.
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Abstract N°: 2029

Effectiveness and safety of guselkumab in patients with facial and/or genital psoriasis: interim results up
to week 28 from the GULLIVER Study

Claudio Bonifatil, Marco Romanelliz, Monica Corazza3, Claudia Lasagn|4, Paola Savoia®, Vito DI Lernia6, Gabiriella
Fabbrocini’, Leonardo Zichichi®, Sabatino Pallotta’, Francesco Loconsolel®, Aurora Parodill, Ketty Perisl2, Carlo

Giovanni Carrera13, Gabriele Cantini14, Talia Gramiccia14, Giuseppe Argenziano15

Iistituto Dermatologico San Gallicano IRCCS, Unit of Dermatology, Roma, Italy,2University of Pisa, Department of
Dermatology, Pisa, Italy, 3University of Ferrara, Section of Dermatology, Department of Medical Sciences, Ferrara,
Italy, *AOU Policlinico di Modena, Dermatology, Department of Specialized Medicine, Modena, Italy,>Universita
del Piemonte Orientale, Department of Health Science, Novara, Italy, 6Arcispedale S. Maria Nuova, Azienda USL-
IRCCS, Dermatology Unit, Reggio Emilia, Italy, University of Naples Federico II, Section of Dermatology,
Department of Clinical Medicine and Surgery, Napoli, Italy, 85an Antonio Abate Hospital, Unit of Dermatology,
Trapani, Italy, 9IDI-IRCCS, Fondazione Luigi M. Monti, V Dermatology Division, Roma, Italy, 10University of Bari,
Department of Dermatology, Bari, Italy, 11University of Genoa, San Martino Policlinic Hospital - IRCCS, DiSSal,
Dermatology Clinic, Genova, Italy, 12IRCCS A. Gemelli, Sacred Heart Catholic University, Department of
Translational Medicine and Surgery, Roma, Italy, 13Fondazione IRCCS Ca’Granda Ospedale Maggiore Policlinico,

Dermatology, Milano, Italy, 14Janssen-Cilag SpA, Medical Affairs Department, Cologno Monzese, Italy,°University
of Campania Luigi Vanvitelli, Unit of Dermatology, Napoli, Italy

Introduction & Objectives:

Psoriasis is a chronic immune mediated systemic inflammatory disease that mainly affects the skin and joints, and
that has a strong negative influence on the patient’s quality of life (QoL). Hard-to-treat facial (FP) and genital
(GP) psoriasis significantly contributes to the burden of the disease and has a detrimental impact on patient’s life
when compared to psoriasis localized in other parts of the body. Guselkumab is an interleukin-23 pathway
inhibitors with proven efficacy in patients with moderate to severe plaque psoriasis. The ongoing GULLIVER study
is aimed to investigate the effects of guselkumab in patients with FP and/or GP psoriasis in a real-life setting.

Materials & Methods:

The study includes adult patients with psoriasis requiring a systemic treatment with a significant involvement
(defined as a static physician global assessment (sPGA) score = 3) of the genitals and/or facial area and having
started a treatment with guselkumab according to the approved indications in Italy. Treatment effectiveness is
assessed using the sPGA score. An interim analysis has been conducted to evaluate the baseline characteristics
(n=351) and the results (separately in the two predominant areas) at week 12 (n=348) and week 28 (n=331) in
patients who reached 28 weeks of treatment as of 31 Dec 2022.

Results:

Overall, 147 patients (56.5% men, mean age 41.9 years) had predominantly FP and 204 (59.3% men, mean age
47 4 years) had predominantly GP. Mean BMI at baseline was 27.5 and 26.8 kg/m2, respectively in the two
subgroups. 10.9% and 10.8% of FP and GP patients respectively, had a diagnosis of psoriasis < 3 years. Moreover,
the percentage of patients naive to biologic agents was 60.7%. The mean (+SD) time from diagnosis to first dose
of guselkumab was 17.0+13.0 years in FP patients and 15.0+11.7 years in GP patients. The percentage of FP and
GP patients who achieved sPGA score 0/1 and =2 grade improvement at week 12 was 83.3% and 76.5%,



respectively (79.4% total patients); rates at week 28 were 90.2% and 93.1%, respectively (91, 8 % total patients).
Improvements from baseline up week 28 in thickness, scaling and erythema were observed in both subgroups:
88.2%, 92.3% and 83.5% of patients with FP, and 82.1%, 84.6% and 78.0% of patients with GP, having a moderate
to severe score at baseline achieved a score of 0/1 (clear/almost clear) for thickness, scaling and erythema at
week 12, respectively. The corresponding rates at week 28 were 91.0%, 93.5% and 91.4% in patients with FP, and
94.0%, 96.7% and 93.7% in patients with GP, respectively for thickness, scaling and erythema.

Conclusion:

The results of this interim analysis have shown that treatment with guselkumab is effective, and it is associated
with an improvement of the sPGA score both for hard-to-treat facial and genital psoriasis. Particularly, the
effectiveness of guselkumab was evident at week 12 and was sustained and enhanced up to week 28. Final data at
one year will evaluate if benefits are sustained over time and will assess the long-term impact of treatment on
quality of life and on living with facial and/or genital psoriasis.
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Abstract N°: 2041

A curriculum of online education significantly improved dermatologists’ knowledge, competence and
confidence in managing patients with generalized pustular psoriasis (GPP)

Elaine Bell*l, Marinella Callel, Jonathan Barker?

1WedMD Global, 14-17 Market Place, LONDON, United Kingdom,2St John’s Institute of Dermatology, LONDON,
United Kingdom

Introduction & Objectives:

Generalized pustular psoriasis (GPP) is a rare, chronic autoinflammatory skin condition that causes widespread
skin lesions and fever, and which can have a serious impact on patients’ quality of life. Some cases may result in
organ failure and severe infections that require emergency care. We assessed whether an online curriculum of
activities could improve dermatologists’ understanding of GPP, and their competence and confidence in GPP
management.

Materials & Methods:

A curriculum of 5 activities was developed on GPP, including video activities featuring discussion between 2 expert
faculty, and an interactive video case-based activity. Data were collected from 2021 to 2022 for learners
completing pre- and post-activity questions. For each activity, educational effect was assessed with a repeated-
pairs pre-/post-assessment; 3 multiple-choice, knowledge questions and 1 self-efficacy, 5-point Likert scale
confidence question were analyzed. A McNemar’s test was conducted to assess statistical significance of changes
from pre- to post-assessment. Data were subsequently combined and analyzed by 5 key themes to provide a
summative overview of the effect of the education across the combined activities, with n numbers ranging from 52
to 443 by theme.

Results:

® 12,520 dermatologist learners participated in this activity; of these, 3,569 were from Asia, 3,772 from Europe
and 2,347 from the Middle East and North Africa

® Dermatologists (n ranged from 52 to 443 for each theme) demonstrated a statistically significant
improvement in knowledge or competence across 4 of the 5 learning themes (3 knowledge themes: new &
emerging treatment options, diagnosing GPP, burden of GPP; and for the competence theme, optimizing
management of GPP, all £ <0.001)

® There was a numerical improvement in knowledge, from a high baseline, regarding GPP as a neutrophilic
disease

® The relative improvements in % of correct responses for 4 of the 5 learning themes ranged from 10%-109%

® 46% dermatologists reported increased confidence in managing people with GPP
Conclusion:

The success of this educational curriculum highlights the benefits of delivering education in this way, with
dermatologists demonstrating significant gains in knowledge, competence and confidence. Given the challenges
in treating patients with GPP, dermatologists would benefit from further education to enhance their knowledge of
novel treatment strategies and translate this knowledge into improved outcomes for patients.
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Abstract N°: 2042

Treatment-free period of more than 1 year in guselkumab super responders with short disease duration of
psoriasis: withdrawal data from the GUIDE trial

Knut Schékel*l, Khusru Asadullah? 3, Andreas Pinter?, Peter Weisenseel®, Carle Paul6, Sven Wegner7, Friedemann
Taut8, Judita Makuc’, Nenja Kriiger’, Sarah Tabori’, Kilian Eyerich?

1Department of Dermatology, and Interdisciplinary Center for Inflammatory Diseases, Heidelberg University
Hospital, Heidelberg, Germany, Department of Dermatology, Venereology and Allergology, Charité -
Universitatsmedizin Berlin, Berlin, Germany, 3Dermatology Potsdam MVZ, Potsdam, Germany,4University Hospital
Frankfurt am Main, Frankfurt, Germany, >Dermatologikum Hamburg, Hamburg, Germany, ®Toulouse University,
Toulouse, France, 7Janssen—CiIag GmbH, Neuss, Germany, 8Taut Science and Service GmbH, Konstanz, Germany,

9Department of Dermatology and Venereology, Medical Center, University of Freiburg, Freiburg, Germany
Introduction & Objectives:

GUIDE is an ongoing Phase 3b, randomized, double-blind trial for guselkumab (GUS) in patients (pts) with
moderate-to-severe psoriasis. Previously, we demonstrated the benefit of early intervention with GUS for achieving
super responder (SRe; defined as PASI=0 at Week [W] 20+28) status, and showed non-inferiority of GUS every 16-
week (q16w) vs g8w dosing in SRes for maintenance of disease control (PASI <3) at W68, meeting the primary
endpoint. Here, we report data from part 3 of GUIDE, assessing maintenance of response in SRes after withdrawal
from GUS at W60 (g8w) or W52 (ql6w) through W116, to evaluate the impact of early intervention on the
treatment-free period.

Materials & Methods:

In part 1 of GUIDE (W0-28), pts received GUS 100 mg at WO, 4, 12, and 20. In part 2 (W28-68), SRes were
randomized to GUS 100 mg g8w or ql6w, stratified by short disease duration (SDD; <2 years) or long disease
duration (LDD; >2 years). In part 3 (W68-220), SRes with PASI <3 at W68 were withdrawn from GUS. Loss of
maintenance of response was defined as PASI >5, which made pts eligible for re-treatment. We report outcomes
for the ITT set; Pvalues are nominal.

Results:

A total of 273 SRes entered study part 3, including 138 (50.5%) and 135 (49.5%) pts with SDD and LDD,
respectively, and 136 (group 3a) and 137 (group 3b) pts who received GUS g8w and ql6w, respectively, in part 2.
In total, 68.5% of pts in part 3 were male, and median baseline values were 38.0 years for age, 2.1 years for disease
duration, 26.2 kg/m? for BMI, and 16.5 for PASI, and 7.7% of pts had received prior biologics.

Overall, the median treatment-free time was 302 days, and it was substantially longer in SDD vs LDD pts (378 vs
259 days; P<0.001; Fig 1). Of all pts who entered the withdrawal phase, at W116, 20.9% had PASI <3, 13.2% PASI
<1 and 8.4% PASI=0 (NRI). Importantly, SDD pts showed greater responses than LDD pts at W116 (PASI <3:
30.4% vs 11.1%, P<0.001; PASI <1: 21.7% vs 4.4%, P<0.001; PASI=0: 13.8% vs 3.0%, P=0.001, respectively; Fig 2).
Of pts who remained re-treatment-free until W116 (n=74), 79.7% had PASI <3, 48.6% PASI <1 and 31.1% PASI=0.
Again, SDD pts (n=49) better maintained responses than LDD pts (n=25) at W116 (PASI <3: 87.8% vs 64.0%; PASI
<1:61.2% vs 24.0%; PASI=0: 38.8% vs 16.0%, respectively). Of pts with PASI=0 at W116, most (14/23; 60.9%) had
a disease duration =15 months at baseline.



No significant differences were observed between groups 3a (prior GUS q8w) and 3b (prior GUS q16w). Median
treatment-free time was 301 vs 310 days, and PASI response rates at W116 were similar (NRI, PASI <3: 22.8% vs
19.0%; PASI <1: 15.4% vs 10.9%; PASI=0: 9.6% vs 7.3%; Fig 2; observed cases, PASI <3: 76.7% vs 83.9%; PASI <1:

48.8% vs 48.4%; PASI=0: 30.2% vs 32.3%) in groups 3a vs 3b, respectively.
Figure 1. Proportion of patients who remain treatment-free
by short (€2 years) or long (>2 years) disease duration
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Figure 2. Absolute PASI <3, PASI 21 and PASI=0 response rates at W116, overall, by disease duration, and
by dosing interval received in study part 2, among all patients withdrawn from guselkumab (NRI)
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Conclusion:

In the withdrawal phase of GUIDE, overall maintenance of response remained high in SRes to W116. Furthermore,
SRes with SDD had a greater median treatment-free time (378 days; 119 days [46%)] longer), and substantially
higher PASI response rates at W116 than those with LDD. These data suggest that the benefits derived by SRes go
beyond greater PASI responses and may also allow for tailored treatment strategies to address individual patient
needs. Combined with earlier findings demonstrating that SDD increases the likelihood of achieving SRe status,
our data emphasize the relevance of early intervention with GUS and its potential for modifying the disease
course. Ongoing clinical and biomarker analyses will further examine this concept.
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Abstract N°: 2048

Overexpression and Potential Roles of Midkine via Regulation of Vascular Endothelial Growth Factor A in
Psoriasis

Lin LIl, Huidi Shucheng*l, Xian Jiang1
lwest China Hospital, Sichuan University, Department of Dermatology and Venereology, Chengdu, China
Introduction & Objectives:

Psoriasis is a chronic inflammatory skin disease that affects approximately 2-3% of the world population. The
pathogenesis of psoriasis is complex and involves genetic, environmental, and immune factors. Angiogenesis, the
formation of new blood vessels, is a critical process in psoriasis pathogenesis. Vascular endothelial growth factor
(VEGF) is a key angiogenic factor that is overexpressed in psoriatic skin lesions. Midkine is a heparin-binding
growth factor that has been shown to play a critical role in angiogenesis by regulating the VEGF signaling
pathway. Despite the growing evidence of the involvement of midkine in angiogenesis, its role in psoriasis
pathogenesis remains unclear. Therefore, this study aimed to investigate the potential role of midkine in psoriasis
pathogenesis. The objective of this study was to measure midkine expression in psoriasis and investigate its
potential role in the disease. The study aimed to assess the effect of midkine on HaCaT cell proliferation, VEGF-A
production, and signaling pathways. In addition, the study aimed to evaluate the effect of midkine on the
migration and tube formation of human dermal microvascular endothelial cells. Furthermore, the study aimed to
investigate the effect of midkine on murine psoriasiform models.

Materials & Methods:

The study included patients diagnosed with psoriasis, and midkine expression was measured using
immunohistochemistry and ELISA. HaCaT cell proliferation, VEGF-A production, and signaling pathways were
assessed using CCK8, RT-PCR, and WB. Scratch and in vitro tube formation tests were used to evaluate the effect
of HaCaT-cell-activated midkine on the migration and tube formation of human dermal microvascular endothelial
cells. Murine psoriasiform models were injected with midkine recombinant protein and midkine monoclonal
antibody to investigate skin lesions, tissue sections, and dermal microvessel density.

Results:

The results showed that levels of midkine significantly increased in both lesions and serum of patients with
psoriasis. Serum expression of midkine decreased after treatment, and a positive correlation was found between
midkine and disease severity. Midkine promoted HaCaT cell proliferation and VEGF-A production. The
Notch2/HES1/JAK2-STATSA pathway expression increased after midkine treatment of HaCaT cells. The
supernatant of HaCaT cells treated with midkine promoted HMEC-1 migration and angiogenesis in vitro.
Recombinant midkine protein exacerbated psoriasiform lesions with increased expressions of VEGF-A and
microvessel density, while midkine monoclonal antibody alleviated psoriasis lesions.

Conclusion:

In conclusion, midkine may have a significant impact on psoriasis angiogenesis by regulating VEGF-A expression
through the Notch2/HES1/JAK2-STATSA pathway. The study findings suggest that midkine could be a potential
therapeutic target for psoriasis treatment. Further studies are needed to explore the potential of midkine as a
therapeutic target for psoriasis and to evaluate the safety and efficacy of midkine-based therapies.
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Abstract N°: 2049

The Efficacy of Turmeric-Based Therapies in Treating Psoriasis: a Systematic Review of Clinical Evidence
Firas Haddad*!, Karim Besir!, Rita El Khazen?, Celine TouficZ, Aneese Jaffal, Bachir Bachirt

1 American University of Beirut, Beirut, Lebanon,2Lebanese American University, Byblos Campus, Blat, Lebanon

Introduction & Objectives: Psoriasis is a chronic, inflammatory, and papulosquamous skin disease that affects
approximately 2% of the population. Different biologic agents which target different components of the
pathophysiology of psoriasis are considered among the first-line treatment agents. Curcumin is a natural
ingredient which has been proven to be effective in various chronic diseases. Curcumin interacts and inhibits
different components implicated in the pathophysiology of psoriasis such as Tumor Necrosis Factor Alpha (TNF-
a). Curcumin’s efficacy in treating psoriasis has been put to test in several clinical trials. The aim of this study is to
conduct a systematic review of the clinical evidence of curcumin’s efficacy in treating psoriasis.

Materials & Methods: A search strategy was written and run for six different databases, which yielded many
articles that were exported to EndNote®, combined, and deduplicated. Article screening was conducted on Rayan,
an intelligent systematic review web tool, where inclusion and exclusion criteria were applied. All articles that met
the inclusion criteria were selected. Data was then extracted from the remaining articles and risk of bias
assessment was conducted.

Results: Six studies were included out of 24204 screened by the two reviewers. Three of the six articles assessed
the use of topical curcumin formulations, and three assessed the use of oral curcumin formulations. Of the topical
treatments, one used a turmeric tonic, one used a starch fortified turmeric bath, and one used a turmeric
microemulgel. Of the oral treatments, one used Meriva (lecithin based delivery system of curcumin) and topical
corticosteroids, one used oral curcumin and a retinoid (acitretin), and one used oral curcumin alone. In the control
groups, two were placebo controlled, one used retinoids alone, one used corticosteroids alone, one used
naturopathy alone, and one study was not controlled. All three of the topical curcumin studies found a significant
improvement in PASI scores between treatment and control groups, two of the studies assessed the DLQI and
found a significant increase in the score and hence an improvement in the quality of life in the treatment group
compared to the control. Of the three oral studies, three assessed the PASI score and two of them found a
significant improvement in PASI score in the treatment group compared to control. One study reported a
significant improvement in PASI score in patients who completed the treatment but not when intention to treat
analysis was considered. In addition, one study found a decrease in Interleukin 22 (IL-22) levels upon oral
curcumin administration. One study found no difference in serum lipid levels in both groups. Adverse effects were
rare and are presented in Table 1. Risk of bias assessment is presented in table 2.

Conclusion: All in all,** curcumin was efficacious in treating psoriasis in a variety of topical and oral administration
methods. More studies that are of better design and on a larger scale are needed to further solidify the current
evidence. To add, more studies are needed to assess how curcumin-based therapies can be incorporated into
treatment regimens to further decrease the burden of disease and improve quality of life.

Table 1: Data extracted from the articles
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Random participants Blinding of Incomplete
Sequence  Allocation and outcome outcome Selective
Generation concealemn personnel assessment data reporting
(selection t(selection (performan (detection (attrition (reporting
Studly bias) bias) ce bias) bias) bias) bias) Other bias
Bahraini et
al., 2008 Low Unclear Low Low High Low low
Antiga et
al., 2015 Lows Unclear Low Low High Low low
Anna Rita
Bilia et al.,
2018 Low Low Low Low Low Low low
Sarafian et
al., 2015 Low Unclear Low Low High Low low
Shathirapat
hiy et al.,
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Kurd et al.,, MNot Mot
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Abstract N°: 2080

Gender-differences in psoriasis severity and other clinical characteristics in psoriatic arthritis patients. Data
from clinical practice

Yulia Korsakoval, Elena Gubarl, Elena Loginoval, Tatiana Korotaeva*l, Lyubov Vorobyoval

1y.A. Nasonova Research Institute of Rheumatology, psoriatic arthritis laboratory, Moscow, Russian Federation
Introduction & Objectives:

The prevalence of psoriatic arthritis (PsA) is similar in men and women, gener-related differeces hadn’t been
sufficiently studied. To analyze, in clinical practice, gender influences on psoriasis and other characteristics of PsA.

Materials & Methods:

956 patients (M/F=411 (43%)/545 (57%) with PsA according to CASPAR criteria were included in this
observational cohort. Mean age M/F 48.4+12.6/ 53,3+12.7 years (p<0.001). All patients underwent standard
clinical examination. Skin lesion severity was evaluated in terms of body surface area (BSA) affected.

BSA (%), obesity (BMI), Pain (VAS, mm), Health Assessment Questionnaire-Disability Index (HAQ-DI) were
compared between male and female patients at baseline.

M1SD, %, t-test, Pearson-x2 were calculated. All p<0.05 were considered to indicate statistical significance.
Results:

The following differences were found between males and females with PsA: severe psoriasis (BSA>10%) was
found in 54 (13%) versus 102 (18.7%) (p=0.021), obesity (BMI>30 kg /m2) was detected in 87 (21.2%) versus 205
(37.6%) (p<0.001), Pain was 48.5+22.6 mm VAS versus 51.5£22.8 mm (p=0.043), moderate functional impairment
(HAQ-DI scores from 1.1 to 2.0) - in 112 (28.5%) versus 202 (38.5%) (p=0.002), severe functional impairment
(HAQ-DI scores from 2.1 to 3.0) - in 8 (2.0%) versus 36 (6.9%) ( p<0.001), respectively.

Conclusion:

The comparative analysis of** gender differences in PsA patients showed that females were older and had
significantly worse disease status as measured by psoriasis severity, more often obesity, higher pain intensity and
reduction of pts’ functional capacity.
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Abstract N°: 2085

Diagnostic and therapeutic approach of Crohn’s-like ileitis in a patient with chronic plaque psoriasis

Ana Iont 2, Cristian Tieranul' 3, Alexandra Dorobantuz, Anca Cojocaruz, Mara Mihait 2, Liliana Popal' 2, Calin

Giurcaneanul- 2, Olguta Orzant 2

1Carol Davila University of Medicine and Pharmacy, Bucharest, Romania,2Elias Emergency University Hospital,

Dermatology, Bucharest, Romania, 3Elias Emergency University Hospital, Gastroenterology, Bucharest, Romania
Introduction & Objectives:

Psoriasis is a chronic, inflammatory, multisystemic disease whose onset is triggered by genetic and environmental
factors. Psoriasis is associated with comorbid inflammatory conditions, which may influence the decision-making
process regarding the most suitable therapeutic option in controlling psoriasis and the potentially concomitant
diseases. Because psoriasis patients are predisposed to concurrent inflammatory diseases, our aim was to shed
light on the importance of careful monitoring and multidisciplinary approach for a complete, unitary management
for each case.

Materials & Methods:

We documented the case of a 33-years-old Male patient with a long-standing history of psoriasis who was treated
with Methotrexate for six years. During therapy with Methotrexate, the patient acknowledged mild, unspecified
gastrointestinal symptoms, consisting mainly in an accelerated intestinal transit. Eventually, treatment with
Methotrexate became inefficient leading, also, to altered hepatic laboratory tests. Consequently, a change in the
therapeutic approach was required. The patient did not have a personal or family history of inflammatory bowel
disease, therefore, he was initiated on biologic therapy with an IL-17 inhibitor. During biologic therapy for
psoriasis, the patient pointed out that he still presented those mild gastrointestinal symptoms, which he correlated
with poor dietary habits. A multidisciplinary approach between the Dermatology and Gastroenterology
Departments was made for further investigations. Among the laboratory tests performed there was fecal
calprotectin, which, initially, had slightly increased values. At the following evaluation, in the context of a
significant increase in the calprotectin levels, it was decided to perform a colonoscopy with endoscopic biopsies.

Results:

The colonoscopy and the histopathology report of the endoscopic biopsies from the terminal ileum yielded the
diagnosis of Crohn’s-like ileitis. The gastroenterology report stated that taking into consideration the patient’s
personal history of long-standing psoriasis, as well as the results from the laboratory, endoscopic and
histopathologic examinations, the final diagnosis was Crohn’s-like ileitis possibly in the context of biologic
therapy.

The therapeutic approach consisted in corticosteroid therapy tapered over a three-months course which
successfully led to the remission of the intestinal symptoms without causing a flare-up of the cutaneous disease.
The patient was switched to an IL-23 inhibitor, namely Risankizumab, which has proven to be efficacious in
inducing and maintaining clinical remission of inflammatory bowel diseases, while being an excellent therapeutic
option for psoriasis, with an optimal administration - subcutaneously, every twelve weeks.

Conclusion:

It is well-known that psoriasis predisposes to a variety of concomitant disorders, inflammatory bowel diseases



included. Our case report aids in increasing awareness on the importance of closely monitoring psoriasis patients
for the appearance of additional symptoms, as well as on the necessity of a multidisciplinary approach, thus
ensuring a personalized medical care for each case.
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Abstract N°: 2094

Impact of Treatment With Guselkumab on Skin-related Quality of Life in Male and Female Patients with
Moderate-to-severe Psoriasis: Results from the VOYAGE 1 and 2 Trials

April W. Armstrong?, Lluis Puig?, Kim A. Papp® #, Marcie Strauss®, Ya-Wen YancP, Ru-Fong Cheng’, Megan Miller®,
Jenny Murase® 10, Pablo Fernandez Pefas!!, Chenglong Han'?

IKeck School of Medicine of USC, Los Angeles, United States,zHospitaI de la Santa Creu i Sant Pau, Barcelona,
Spain, 3K. Papp Clinical Research, Waterloo, Canada, “Probity Medical Research, Waterloo, Canada, >Medasource,
Indianapolis, United States, ®Janssen Pharmaceutical Companies of Johnson & Johnson, Immunology Global
Medical Affairs, Hopewell Township, United States, “Johnson & Johnson WHQ, Women'’s Health, Office of the
Chief Medical Officer, New Brunswick, United States, 8Janssen Research and Development, Wayne, United States,
9UCSF Medical Center, San Francisco, United States, 10Sutter Health Palo Alto Medical Foundation - Mountain

View Center, Mountain View, United States, 115ydney Medical School Nepean, Kingswood, Australia, 12janssen
Global Services, Raritan, United States

Introduction & Objectives: The team evaluated the impact of treatment with guselkumab (GUS) on health-
related quality of life due to psoriasis (PsO-HRQoL) in males and females with moderate-to-severe disease in the
pooled VOYAGE 1 and VOYAGE 2 trials.

Materials & Methods: In total, 1810 males (n=1289) and females (n=521) receiving GUS (Week [W]0, W4, then
every 8W); placebo (PBO: W16aGUS); or adalimumab (ADA) had baseline and W16 Dermatology Life Quality
Index (DLQI). The DLQI evaluated PsO-HRQoL (score range 0-30, where <1 represented no impact and =5-point
reduction defined clinically meaningful improvement). The Psoriasis Area and Severity Index (PASI) evaluated
disease severity (range 0-72, 3 baseline severity groups: =12-<20/=20-<30/=30). Descriptive post-hoc analyses
were performed for male and female subgroups.

Results: At baseline, a very large effect of psoriasis on PsO-HRQoL was found in males and females, (mean DLQI
13.90 and 15.85, respectively). Both groups reported increasing PsO-HRQoL impact with increasing PASI severity
(males/baseline:12.3/14.7/17.5; females/baseline:14.5/17.7/17.8); greater impact was shown in females vs males
with PASI=12 through PASI<30. At W16, GUS-treated patients achieved greater improvements from baseline vs
PBO (males/GUS:13.832.8, PBO:14.2a12.2; females/GUS:16.0a3.2, PBO:14.7a13.1). Percent patients achieving DLQI
=<1 at W16 who had DLQI >1 at baseline was greater for GUS vs PBO patients: males/W16:55.3% vs 3.3%;
females/W16:55.5% vs 5.0%. A minimal 5-point meaningful improvement was reported at W16 for GUS vs PBO
males (90.7% vs 33.5%) and females (92.9% vs 30.8%).

Conclusion: In the VOYAGE trials, females reported a higher impact in PsO-HRQoL at baseline. After treatment
with GUS, meaningful improvements in PsO-HRQoL were seen in both groups despite baseline differences
between sexes.
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Abstract N°: 2146

Palmoplantar pustulosis and Acrodermatitis continua of Hallopeau successfully treated with Risankizumab:
a case series

Paolo Antonetti*l, Maria Espositol, Maria Concetta Fargnolil, Andrea De Berardinisl, Emanuele Vagnozzil
LUniversity of L’Aquila, Department of Biotechnological and Applied Clinical Sciences, University of L'Aquila,
L'Aquila, Italy, L'Aquila, Italy

Introduction & Objectives: Palmoplantar pustulosis (PPP) is a variant of pustular psoriasis, distinguished in two
clinical subtypes: localized disease with palmoplantar involvement, and acrodermatitis continua of Hallopeau
(ACH), a peculiar subset involving the nail apparatus. These conditions can be painful and disabling, with a
strongly negative impact on patients’ quality of life. Moreover, treatment of PPP is challenging since the disease is
often refractory to conventional therapies. Although it is well established that IL-36 plays a pivotal role in the
development of pustular psoriasis, IL-36 and IL-23 pathways closely interact and extensively crosstalk, so
dysregulation of either pathway can sustain inflammatory cycle and pustular manifestations. Risankizumab is a
humanized IgG monoclonal antibody that targets the p19 subunit of IL-23, but literature data on its use in PPP
and ACH are extremely scarce. We report 2 cases of PPP and 1 case of ACH successfully treated with
Risankizumab.

Materials & Methods: The assessment tools used were PPPASI (Palmoplantar Pustular Psoriasis Area and Severity
Index); sPGA (static Physician’s Global Assessment) and DLQI (Daily Life Quality Index).

Results: Case 1: 44-year-old woman with moderate-to-severe plaque psoriasis resistant to treatment with
cyclosporine and methotrexate (MTX) started therapy with Ixekizumab, showing complete remission of plaque
psoriasis but developing PPP manifestations as a paradoxical reaction at week 16. We decided a switch to
Risankizumab. The patient reached complete remission of PPP at week 56 of treatment, maintained at week 156.
Case 2: A 65-year-old woman with a history of PPP for 7 years, resistant to cyclosporine, and psoriatic arthropathy
for 5 years, unsuccessfully treated with Adalimumab, started therapy with ixekizumab + MTX 10 mg weekly. She
persisted on therapy for more than two years, with partial remission of PPP and sufficient benefit on the joint
component, until the development of Herpes Zoster Virus reactivation that led to discontinuation of both
treatments. The 3-month discontinuation of treatment resulted in reactivation of the palmoplantar manifestations.
Therapy with ixekizumab + MTX was resumed, this time without efficacy and with progressive worsening of PPP
manifestations. We decided to switch to risankizumab, maintaining MTX 10 mg weekly, observing a complete
palmoplantar resolution at week 24, maintained at week 52, and good control of joint symptoms. Case 3: A 33-
year-old male with ACH of the toes and plantar pustulosis, resistant to treatment with cyclosporine and acitretin,
started Risankizumab therapy with improvement of the pustular component since week 20; by week 64, plantar
remission was complete, with only nail involvement persisting, until complete plantar and nail remission was
achieved at week 92 and maintained at week 128.

Conclusion: PPP and ACH often represent a therapeutic challenge; Risankizumab in our experience demonstrated
to be an effective and safe option in the short and long-term management.**
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Abstract N°: 2164

Bimekizumab in severe refractory psoriasis in special locations and psoriatic arthritis.

Belen Romero Jimenezl, Fernando Gruberl, Catalina Axpe Gill, Jorge Roman Sainzl, Nicolas SiIvestre-Tornerl,
Sergio Tabbara-Carrascosal, Maria Dorado-FernandeZ, Elena Vargas-Lagunal, Marcela Martinez-Pérez, Adrian

Imbernén-Moyal

IHospital Universitario Severo Ochoa, Dermatology, Leganés
Introduction & Objectives:

Materials & Methods:

Results:

Case 1. 61-year-old woman with severe plaque psoriasis with nails, folds and scalp involvement, peripheral
psoriatic arthritis, and several episodes of erythroderma. She has been treated with phototeraphy PUVA and
UVBBE; methotrexate (chronic hepatotoxicity); cyclosporine (acute nephrotoxicity), acitretin, etanercept,
adalimumab, infliximab, ustekinumab, ixekizumab, secukinumab, brodalumab, risankizumab and guselkumab. All
discontinued due to primary or secondary therapeutic failure. She started bimekizumab with PASI (Psoriasis Area
and Severity Index) 19.8, BSA (Body Surface Area) 23 and DLQI (Dermatology Life Quality Index) 2. After 4 weeks
she had almost complete clearance of all lesions with adequate control of the arthritis. At 16 weeks she continued
with PASI 1, BSA 1 and DLQI 0, without adverse effects.

Case 2: 33-year-old woman with obesity, chronic hepatitis B virus infection under treatment with tenofovir. She
had severe plaque psoriasis with nail, fold, palmoplantar and scalp involvement and peripheral psoriatic arthritis.
She has been treated with adalimumab, secukinumab, ixekizumab and guselkumab, with poor primary response.
Bimekizumab was started with PASI 26 and BSA 29. After 6 weeks she presented complete response, remaining
stable and without adverse effects at 16 weeks.

Case 3: 59-year-old male with a personal history of overweight, arterial hypertension, dyslipidemia and severe
plaque psoriasis predominantly on elbows, arms, legs and nails since he was 25 years old, without arthritis. He has
been treated with phototeraphy; cyclosporine (discontinued due to elevated blood pressure) and adalimumab
(secondary failure). Bimekizumab was started with PASI 16, BSA 33 and DLQI 2. He had complete clearance of all
lesions after 3 weeks and he continued with complete response without adverse effects after 16 weeks.

Bimekizumab is a biologic agent recently approved for moderate-severe plaque psoriasis. It has a novel
mechanism of action with dual inhibition of IL-17A and IL-17F. It is postulated that IL-17F is involved in the
pathogenesis of psoriasis, being found at high levels in plaques. Most of the available data on bimekizumab are
from clinical trials, where superior efficacy has been observed with a similar safety profile compared to other
biologics like ustekinumab, adalimumab and secukinumab (BE VIVID, BE SURE, BE RADIANT). However, the clinical
trials do not reflect patients in daily practice as the inclusion and exclusion criteria are more restrictive.

Conclusion:

We present our experience with bimekizumab in 3 patients with different comorbidities, involvement of special
locations such as folds, palms, soles, scalp and nails and psoriatic arthritis. In addition, two of these patients had
presented failure to different classes of biologics. In all of them there was an excellent response with
bimekizumab, maintained at 16 weeks, as well as a rapid onset of action that begins in the first 3-4 weeks.
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Abstract N°: 2213

Ixekizumab and brodalumab indirect comparison for the treatment of moderate-to-severe psoriasis: a
single-center real-life retrospective study

Luca Potestio*!, Angelo Ruggierol, Elisa Camela?, Matteo Megnat

LUniversity of Naples Federico II, Department of Clinical Medicine and Surgery, ZIstituto Dermopatico
Dell'Immacolata IDI-IRCCS, Dermatology Unit

Introduction & Objectives: Eleven different biologic drugs are currently approved for psoriasis management.
Even if several data have been reported in clinical trials, real-life studies are required to guide clinicians in
choosing a tailored-tail therapy in order to reach the goal of the right treatment for the right patient at the right
moment. The aim of our retrospective real-life study is to indirectly compare the effectiveness and safety of
ixekizumab and brodalumab in patients affected by moderate-to-severe psoriasis.

Materials & Methods: A retrospective study was carried out enrolling moderate-to-severe psoriatic patients
receiving biologic treatment with brodalumab or ixekizumab. For each patient, clinical and demographic data
were collected, and the efficacy and safety of the investigated drugs were evaluated at weeks 4, 12, and 24.
Psoriasis Area Severity Index (PASI) and Body Surface Area (BSA) were used to assess psoriasis severity.

Results: Globally, 139 patients were enrolled in the study. Among these, 98 (70.5%) and 41 (29.5%) patients
received ixekizumab and brodalumab, respectively. Mean PASI and BSA significantly reduced at each follow up for
both groups. Ixekizumab reached higher rates of PASI90 and PASI100 than brodalumab (PASI90: 43.8% vs. 39.0%
PASI100: 20.4% vs. 17.1% at week4 and PASI90: 83.6% vs. 75.6% PASI100: 71.5% vs. 60.9% at week24), without
statistically significance. Adverse events, mainly mild, were registered in 25.5% of ixekizumab and 26.8% of
brodalumab group, respectively. Discontinuation rate was higher for brodalumab (17.1% vs. 9.1%), without
statistical significance.

Conclusion: Our study showed a comparable profile in terms of effectiveness and safety for ixekizumab and
brodalumab.
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Abstract N°: 2233

UBE2L3 reduces interleukin-1f secretion in epidermal keratinocytes and deficiency of UBE2L3 results in
spontaneous psoriasis-like dermatitis

Xue-Yan Chen*1, Xiaoyong Mant

1Second Affiliated Hospital, Zhejiang University School of Medicine, Hangzhou,, Dermatology , Hangzhou, China
Introduction & Objectives:

Psoriasis is a chronic, complex immune-mediated inflammatory disorder with cutaneous and systemic
manifestations in which keratinocytes, dendritic cells and T cells have central roles.** Proinflammatory cytokines,
such as interleukin-1 beta (IL-1), are important mediators of psoriasis. Ubiquitin conjugating enzyme E2 L3
(UBE2L3), an E2 enzyme, is thought to be an indirect target of IL-1B secretion by binding to ubiquitin ligases (E3s)
such as tripartite motif-containing protein 21 (TRIM21). However, its role in the psoriasis remains unknown.

Materials & Methods:

Multi-color flow cytometry, immunochemistry, immunofluorescence, western blot, Elisa and si-RNA was used to
analyze the relationship between UBE2L3 and IL-1f in the epidermis of psoriasis. Ube2/3 conditional knockout
mouse models were established to found the role of Ube2I3 in epidermis of psoriasis.

Results:

In this study, we found that UBE2L3 expression was decreased in psoriatic epidermis, while cysteine-aspartic acid
protease 1 (Caspl) and IL-1PB signaling were strongly activated. When normal human epidermal keratinocytes
(NHEKs) were stimulated with nigericin, adenosine triphosphate (ATP) and poly(dA:dT), downregulation of
UBE2L3 and increased secretion of IL-13 were observed. Treatment with a Caspl inhibitor reversed the decrease in
the level of UBE2L3. In addition, UBE2L3 overexpression reduced its binding with TRIM21, decreased STAT3
pathway activity and reduced the level of the IL-1B precursor (pro-IL-1B). Consistently, silencing UBE2L3 enhanced
TRIM21 expression, STAT3 activation and pro-IL-1B production. Finally, in an imiquimod-induced mouse model,
UBE2L3 reduction and Caspl activation were localized in the epidermis, while overexpression of UBE2L3
ameliorated psoriasis-like lesions, reduced pro-IL-1B and mature IL-1f3 levels in the epidermis. Mice with
epidermal deficiency of Ube2I3 results in spontaneous psoriasis-like skin disease.

Conclusion:

Thus, UBE2L3 may be a protective biomarker that regulates IL-1 and inhibits TRIM21 in the epidermis of
psoriasis.
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Abstract N°: 2254

Characteristic of clinical and dermoscopic features in nail psoriasis patients
Abdul Arif*L, Irma Damayanti Roesyanto-Mahadi?, Ariyati Yosi?

1Universitas Islam Kebangsaan Indonesia (UNIKI), Bireuen - Aceh, Indonesia,?University of Sumatera Utara,
Department of Dermatology and Venereology, Faculty of Medicine, Medan, Indonesia

Introduction: Nail psoriasis is one of the clinical manifestations of psoriasis besides the skin. Skin manifestations
are the most characteristic findings of psoriasis. However, nail involvement is an often-overlooked clinical
symptom of the diseases. While the prevalence of nail psoriasis is high, data on the basic epidemiology and
clinical characteristics of nail psoriasis are scarce. Nail involvement includes that nail bed and nail matrix changes.
Nail bed changes include oil drops (salmon patch), onycholysis, subungual hyperkeratosis, and splinter
hemorrhage. Nail matrix changes are pitting, leukonychia, red spots in the lunula, and crumbling. Recently,
dermoscopy has been recognized as an effective tool in the diagnosis and a helpful tool for better visualization of
nail diseases. In this study, we investigated detailed nail features and dermoscopic features among patients with
nail psoriasis.

Materials & Methods: This was a descriptive study with a cross-sectional approach that involved 207 nail
psoriasis subjects. This study was conducted in the Polyclinic of Dermatology and Venereology Department of Haji
Adam Malik General Hospital and Universitas Sumatera Utara Hospital Medan. It included a consecutive sampling
method involving psoriasis patients who have nail disorders. Only the clinically visible psoriatic fingernails were
selected, and toenails were excluded because of anticipated gross nail dystrophies due to trauma and other causes
that could interpret with clinical and dermoscopic evaluation. All the participants gave written informed consent.
Psoriasis patients who had nail disorders caused by dermatological diseases and systemic diseases were excluded
from the study. Demographic variables (age and sex) were recorded. All samples were obtained by examining
subjects, which included assessing clinical features of nail psoriasis and dermoscopic features of nail psoriasis. The
collected data were tabulated descriptively to see the frequency distribution of the characteristics based on the
manifestations of nail psoriasis by clinical features and dermoscopic features.

Results: There was a total of 207 nail psoriasis, including 156 (75.4%) male and 51 (24.6%) female. The mean age
of subjects was 43.87+13.98 years, ranged from 19 to 76 years. The most common nail change in our study was
nail pitting (69.1%), followed by onycholysis (60.9%), splinter hemorrhage (17.9%), leukonychia (15.5%),
crumbling (11.1%), and oil drops (salmon patch) (7.2%). The least nail changes included a red spot in the lunula
and subungual hyperkeratosis (1.4%). The most common dermoscopic findings of nail psoriasis in our study
included onycholysis (78.3%), pitting (77.8%), splinter hemorrhage (27.5%), leukonychia (16.4%), crumbling
(13.5%), oil drops (salmon patch) (13.5%), red spot in the lunula (2.4%), and subungual hyperkeratosis (1.9%).

Conclusion: We observed psoriasis patients who have nail disorders.** Nail pitting, onycholysis, and splinter
hemorrhage occupied the top three common nail changes in psoriatic patients in our study. The most common
dermoscopic findings included onycholysis, pitting, and splinter hemorrhage. Dermoscopy in nail psoriasis can be
a helpful guide to assess nail abnormalities, there are several clinical nail psoriasis that can visualize the subtle
changes in the nail plate such as onycholysis. This study presents preliminary evidence for the use of dermoscopy
as a first step in the diagnosis of nail psoriasis.
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Abstract N°: 2294

HB0034, a novel anti-IL-36R inhibitor, showed a promising efficacy in controlling acute GPP flare

Baoqji Yang!, Jiaqi Chen?, Zhaoxia Zhang!, Christian Schwabe?, Qian Qiaoxia® ®, Guodong Zhou?, Jingjing Wang?,
Wenjing Ruan?, Xiaolu Situ®, Jiayu Zhang®, Le Dai*, Yongming Yang®, Qian Chen?, Xiaoyi Man?, Furen Zhang*

1Shandong Provincial Hospital for Skin Diseases, Shandong First Medical University, Shandong, China.,
2Department of Dermatology, Second Affiliated Hospital, Zhejiang University School of Medicine, Hangzhou,
China., 3New Zealand Clinical Research, Auckland, New Zealand,4Drug Discovery, Shanghai Huaota

Biopharmaceutical Co. Ltd., Shanghai, China, >School of Life Sciences and Human Phenome Institute, Fudan
University, Shanghai, China.

Introduction & Objectives:

Generalized pustular psoriasis (GPP) is a potentially life-threatening rare skin disease with significant unmet
clinical needs. With an understanding of its pathogenesis, abnormal IL-36/neutrophil axis has been identified as a
central driver of GPP. Our novel anti-IL-36R antibody, also known as HB0034, was being developed to treat GPP
and showed a favorable safety and promising efficacy in early clinical studies.

Materials & Methods:

HB0034 was studied in a first-in-human, single dose-escalation study to evaluate the safety, tolerability, and
pharmacokinetic (PK) in healthy volunteers. HB0034 was further evaluated in a multicenter, single-arm, open-label,
phase Ib study to evaluate the safety and efficacy in controlling the moderate-to-severe acute GPP flare patients
who received single dose of HB0034. Up to Apir 28th 2023, three patients were dosed and completed week 4 visit.

Phase Ia in healthy volunteers (NCTO5064345): Completed in New Zealand

Cobort 2 Cohert 3 [ Cohort § Cobori &
. 3mple 1 mg/kg Imgkg & mglkg 10 me'kg

Cobort 7
15 mpkg

HRB: 2 HESI4: & HRO034: § HBMIY4: § HROO3: &
Placebo: 1 Placebo: 1 Placebo: 2 Placeba: 2 Piaceba: 2

HB0034: 8
Placebo: 2

Phase Ib in GPP Patients (NCT05512598)
On-gomg in China

Figure 1. The design of Phase Ia and Phase Ib study of HB0034
Results:
Safety and Pharmacokinetics: Phase Ia study

44 subjects were administered HB0034 and 12 subjects were administered matching placebo. A total of 95 TEAEs
were reported by 44 (78.6%) subjects who received any dose of HB0034 or placebo. Almost all TEAEs are mild,
with the exception of two cases. No discernible correlation was observed between the incidence of TEAEs and the
dosage administered. No deaths, serious, or severe TEAEs were reported during the study (Table 1). The clearance
of HB0034 at all dose levels exhibited linear PK properties and the effective half-life of HB0O034 is approximately



21-day (Figure 2).

All Placebo HB0034 HBOO34  HBOO34  HBOO34  HBOO34  HBOO34  HBOO3
(N=12) ﬂ.ﬂl] mg'kg 0.3 mg'kg 1 rr.Lg."kg 3 m.g."kg i mg'kg 10 mg'kg 15 mg'kg (N=56)
-l N=1) (N=3) (NB) (NB) (NR) (ONR) (N .
n(%)E n (%) E nC9E  n(9E nCHE  nP)E n(9E nCpE  "CWE
TEAEs 9 (75.0) 25 1(100)2  3(100)4  E(100)20 7T(87.5)14 4(50.0)7 5(62.5)10 7(E7.5)13 44(78.6)95
Drug-related TEAEs 2(16.7)2 0 0 11251 2(250)3  1{125)1 1{125)1 0 T(125)8
Severe TEAEs 0 0 0 0 0 0 0 0 0
Serious TEAEs 0 0 0 0 0 0 0 0 0
Lﬂ'ﬁ":l’:ﬁ[’“zﬂ:: to Stady 0 0 0 ] 0 0 0 0 0
TEAEs Leading to Death 0 0 0 0 0 0 0 0 0

Table

1. Summary of Treatment Emergent Adverse Events in Phase Ia Study

N: Number of subjects dosed; n (%): Number and percent of subjects with TEAEs;

TEAE: Treatment-emergent adverse event; E: Event.
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Figure 2. Mean HB0034 Serum Concentrations by Treatment (Semi-Log Scale)

Preliminary Clinical Efficacy: Phase Ib study

2(66.7%) patients achieved GPPGA 0/1(clear or almost clear) at week 1. 2(66.7%) patients achieved GPPGA
pustulation subscore 0 (no visible pustules) at week 2 and week 4. GPPASI, BSA, JDA index score, PSS, DLQI and
CRP were all significantly improved (Table 2). In addition,the safety was acceptable in GPP patients.

Table 2. Preliminary Efficacy of HB0034 in managing GPP flare

Week | Week 2 Week 4
GPPGA V", n (%) 2{66,7) 1{33.3) 1(33.3)
GPPGA pustulation subscore 07, n (%) 1{33.3) 2{66.7) 266.7)
GPPAS] percentage change from baseline, mean % - 7517 -74.42 -72.12
Improvement in BSA of eryvihema with pustules, mean % 98.68 100 100
JDA index score Change from bascline, mean -4.5 - -6.5
PSS seore change from baseline, mean -6.5 -3 -6.3
DLOQI score change from baseline, mean -7 -19.5 20.5
CRP percentage change from baseline, mean % -T2.68 -94.70 -89.55

GPPGA: Generalized Pustular Psoriasis Area and Severity Index; GPPGA: Generalized Pustular Psoriasis Physician
Global Assessment; JDA: Japanese Dermatological Association; PSS: Psoriasis Symptom Scale; DLQL Dermatology

Life Quality Index.

*Patient 2 was classified as non-responsive since he received rescue treatment on Day 4 and declined to undergo

disease assessments from Day 6.

Conclusion:



HB0034 demonstrated favorable safety, and PK properties in Phase Ia study. Preliminary results from on-going
Phase Ib study showed promising efficacy in controlling the GPP flare and improving quality of life. However,
further studies are required to determine the clinical efficacy, duration of effect, and adverse events associated

with the drug.
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Abstract N°: 2312

Characteristic of clinical and dermoscopic features in nail psoriasis patients
Abdul Arif*L, Irma Damayanti Roesyanto-Mahadi?, Ariyati Yosi?

1Universitas Islam Kebangsaan Indonesia (UNIKI), Bireuen - Aceh, Indonesia,?University of Sumatera Utara,
Department of Dermatology and Venereology, Faculty of Medicine, Medan, Indonesia

Introduction: Nail psoriasis is one of the clinical manifestations of psoriasis besides the skin. Skin manifestations
are the most characteristic findings of psoriasis. However, nail involvement is an often-overlooked clinical
symptom of the disease. While the prevalence of nail psoriasis is high, data on the basic epidemiology and clinical
characteristics of nail psoriasis are scarce. Nail involvement includes that nail bed and nail matrix changes. Nail bed
changes include oil drops (salmon patch), onycholysis, subungual hyperkeratosis, and splinter hemorrhage. Nail
matrix changes are pitting, leukonychia, red spots in the lunula, and crumbling. Recently, dermoscopy has been
recognized as an effective tool in the diagnosis and a helpful tool for better visualization of nail diseases. In this
study, we investigated detailed nail features and dermoscopic features among patients with nail psoriasis.

Materials & Methods: This was a descriptive study with a cross-sectional approach that involved 207 nail
psoriasis subjects. This study was conducted in the Polyclinic of Dermatology and Venereology Department of two
Hospitals. It included a consecutive sampling method involving psoriasis patients who have nail disorders. Only
the clinically visible psoriatic fingernails were selected, and toenails were excluded because of anticipated gross
nail dystrophies due to trauma and other causes that could interpret with clinical and dermoscopic evaluation. All
the participants gave written informed consent. Psoriasis patients who had nail disorders caused by
dermatological diseases and systemic diseases were excluded from the study. Demographic variables (age and
sex) were recorded. All samples were obtained by examining subjects, which included assessing clinical features of
nail psoriasis and dermoscopic features of nail psoriasis. The collected data were tabulated descriptively to see the
frequency distribution of the characteristics based on the manifestations of nail psoriasis by clinical features and
dermoscopic features.

Results: There was a total of 207 nail psoriasis, including 156 (75.4%) male and 51 (24.6%) female. The mean age
of subjects was 43.87+13.98 years, ranging from 19 to 76 years. The most common nail change in our study was
nail pitting (69.1%), followed by onycholysis (60.9%), splinter hemorrhage (17.9%), leukonychia (15.5%),
crumbling (11.1%), and oil drops (salmon patch) (7.2%). The least nail changes included a red spot in the lunula
and subungual hyperkeratosis (1.4%). The most common dermoscopic findings of nail psoriasis in our study
included onycholysis (78.3%), pitting (77.8%), splinter hemorrhage (27.5%), leukonychia (16.4%), crumbling
(13.5%), oil drops (salmon patch) (13.5%), red spot in the lunula (2.4%), and subungual hyperkeratosis (1.9%).

Conclusion: We observed psoriasis patients who have nail disorders.** Nail pitting, onycholysis, and splinter
hemorrhage occupied the top three common nail changes in psoriatic patients in our study. The most common
dermoscopic findings included onycholysis, pitting, and splinter hemorrhage. Dermoscopy in nail psoriasis can be
a helpful guide to assess nail abnormalities, there are several clinical nail psoriasis that can visualize the subtle
changes in the nail plate such as onycholysis. This study presents preliminary evidence for the use of dermoscopy
as a first step in the diagnosis of nail psoriasis.
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Abstract N°: 2332

Efficacy and safety of a small molecule with innovative inhibition of TNFR1 signalling in plaque psoriasis: A
double-blind, randomized, placebo-controlled study

Tiago R Matos*L 2, Markus Kohlmanna, Mai Anh Nguyen3, Ohn A Chow?, Anna Fishbein®, Wagner Frank—DietrichG,
Laurent Perrin7, Nassr Nassr

IAmsterdam University Medical Centers, University of Amsterdam, Amsterdam, Netherlands,ZSanofi, Amsterdam,
Netherlands, 3Sanofi, Frankfurt, Germany, #Sanofi, Cambridge, United States, >Sanofi, Bridgewater, United States,

6Charité Research Organisation, Berlin, Germany,7Sanofi, Montpellier, France

Introduction & Objectives: Tumor necrosis factor (TNF) is an inflammatory cytokine involved in the
pathogenesis of psoriasis. SAR441566 is an orally administrated small molecule that selectively inhibits TNF
signaling through the TNF receptor 1 (TNFR1). In contrast to injectable TNF inhibitors, SAR441566 preserves
signalling through TNF receptor 2 (TNFR2), a pathway that plays a role in immune homeostasis, regulatory T- cell
expansion and function, tissue regeneration, and host defence against pathogens. This proof of mechanism study
in adults with mild-to-moderate plaque psoriasis evaluated the safety, tolerability, and clinical response of
SAR441566 compared to placebo through 4-weeks of treatment.

Materials & Methods: This phase 1, double-blind, placebo-controlled study evaluated male participants with
chronic mild-to-moderate plaque psoriasis with at least two lesions of a Target Lesion Severity Score (TLSS) >4 at
baseline. Patients were randomized 2:1 to SAR441566 200 mg twice a day (BID) or placebo for 4 weeks. Clinical
efficacy was evaluated using the percent change from baseline to Week 4 in Psoriasis Area and Severity Index
(PASI) and TLSS.

Results: A total of 38 male participants with comparable demographic characteristics were randomized; 26
participants received oral SAR441566 and 12 received placebo (Table 1). Patients who received SAR441566 had a
statistically significant improvement from baseline in PASI compared to those who received placebo at Week 2
(17.73% versus 4.12%, p= 0.005) and Week 4 (35.09% versus 15.71%, p=0.009) (adjusted mean % improvement
from baseline, p-value for one-sided test at 5% significance level) (Figure 1). Consistent with these findings,
patients who had received SAR441566 also had a significant improvement in TLSS compared to placebo at Week 2
(17.06% versus 6.29%, p= 0.032) and Week 4 (38.18% versus 20.44%, p= 0.012) (Figure 1). Furthermore, separate
analyses of patients with mild (PASI<10) or moderate psoriasis (PASI=10 and <16) at baseline demonstrated
improvement for SAR441566 versus placebo at Week 2 (mild: 20.9% vs 8.5%; moderate: 10.9% vs 0%) and Week 4
(mild: 37.0% vs 22.3%; moderate: 39.7% vs 15.0%), despite disease severity. Treatment with 200 mg BID of
SAR441566 over 28 days was safe and well-tolerated, with no serious adverse events (AEs), severe treatment
emergent AEs or AE of special interest (AESI) being reported.

Conclusion: SAR441566, a specific inhibitor of TNFR1 signalling, demonstrated clinical efficacy in mild-to-
moderate psoriasis over a 4-week treatment period. This novel oral therapy was safe and well-tolerated. The
results support the mechanism of action of SAR441566, a small molecule inhibitor of TNFR1 signalling and
warrants further clinical evaluation in psoriasis. Keywords: psoriasis, TNF inhibitor, TNF, Clinical trial



Table 1: Demographics and Baseline Characteristics

Baseline Characteristics Placebo (n=12) I SAR441566 [n=26)
Age, mean (£5D), years 40,5 {12.5) 44,2 (9.7)
BMI, mean (£5D), kg/m* 25.98 (2.92) | 26.45 (2.97)
TLSS, mean (+50) 7.42 (1.40) 6.83 (1.60)
PASI, mean (+5D) 7.86 (2.53) £.91 (3.73)
PASI score, n (%)

= 10 (mild psoriasis) 8(66.7) 17 (65.4)

2 10 and <16 (moderate psoriasis) 4133.3) 9 (34.5)

Figure 1: PASI and TLSS improvement from baseline to week 2 and 4.

Adjusted mean % improvement from baseline using a Mixed Model with Repeated Measurement with SE and p-value. p-

value for one sided test comparing the adjusted means of the two groups, SE=standard error, PASI=Psoriasis Area and
Severity Index, TLSS=Target Lesion Severity score
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Abstract N°: 2354

Ixekizumab Trough Concentrations in Psoriasis: Paving the Way towards Personalized Therapy - A Cohort
Study

Lisa Schots*l, Rani Soenenl, Debby Thomasz, Annelies Stockman3, Erwin Dreesenz, Jo Lw Lambert!

1Ghent University Hospital, Dermatology, Ghent, 2KU Leuven, Pharmaceutical and Pharmacological Sciences,3AZ
Delta Torhout

Introduction & Objectives: biologics for psoriasis demonstrate varying clinical outcome in daily practice,
implying potential under- and over exposure.

In this study, we aimed to: 1) develop and validate an IXE in-house sandwich-type enzyme-linked immunosorbent
assay (ELISA), 2) explore whether there is an exposure-response relationship for ixekizumab (IXE) in psoriasis
patients, and 3) to evaluate whether patient factors influence IXE exposure and clinical outcome.

Materials & Methods: this was a prospective, multicentric, real-world cohort study (BIOLOPTIM-IXE) that
included adult psoriasis patients treated with IXE according to standard dosing regimen (80 mg every 4 weeks).
Blood samples were collected right before the next scheduled drug administration to measure the IXE trough
concentration (TC). Disease activity was assessed at the same day as the blood sampling by Psoriasis Area and
Severity Index (PASI). Optimal and suboptimal clinical response were defined as an absolute PASI < 2 and > 2,
respectively. Scatterplots, Spearman rank correlations, boxplots, and Mann-Whitney U tests were used for
exploratory analysis. Receiver operator characteristic analysis and index of union were used to determine an
optimal threshold IXE TC at steady-state.

Results: using MA-IXE117E12 and MA-IXE100F5-biotin as the capture and detection antibodies, respectively, an
ELISA was developed with an exposure-response curve ranging from 10 ng/mL to 0.16525 ng/mL. One hundred
fifteen serum samples collected throughout steady-state (= 22 weeks of treatment) from 48 patients (17 [35.4%)]
bio-experienced; median body weight, 81.5 [range, 70.0-92.8] kg) were included. Median cohort IXE TC was 4.1
[2.8-6.1] pg/mL. Patients with optimal response (PASI < 2) had significantly higher TCs than subjects with
suboptimal response (PASI > 2) (median TCs, 4.4 ug/mL and 3.0 pg/mL, respectively; P = 0.026). An optimal
effective steady-state IXE TC of 3.4 ug/mL was identified for clinical outcome defined by absolute PASI. Median
TCs and absolute PASI were significantly lower and worse, respectively, in patients weighing = 90 kg (P < 0.001
and P = 0.013, respectively) and in biologic experienced subjects (P < 0.001 and P = 0.029, respectively).

Conclusion: These results suggest an exposure-response relationship for IXE in standard maintenance dose in
real-world, adult psoriasis patients, and propose an optimal effective steady-state TC of 3.4 ug/mL, revealing the
potential role of therapeutic drug monitoring in optimizing IXE use.
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Abstract N°: 2360

Healthcare Resource Utilization and Costs Among Patients with Generalized Pustular Psoriasis: A US Claims
Analysis

Alice Gottliebl, Thomas Zimmermann*z, Layla Lavasaniz, Juan Semecoz, Bruce Strober3

licahn School of Medicine at Mount Sinai, NY, Department of Dermatology, United States,2Boehringer Ingelheim

International GmbH, Ingelheim, Germany, 3vale University School of Medicine, Dermatology, Cromwell, CT, United
States

Introduction & Objectives: Generalised pustular psoriasis (GPP) is a rare, chronic, neutrophilic skin disease that
is clinically and genetically distinct from plaque psoriasis (PsO). GPP is characterised by recurring flares of
widespread erythema, oedema, coalescing pustules, and possible systemic symptoms. GPP flares recur throughout
a patient’s lifetime, may require hospitalisation, and can be life-threatening. There are limited data to describe the
healthcare resource utilisation (HCRU) and costs incurred by patients with GPP. This analysis compared all-cause
HCRU and all-cause cost between patients with GPP, patients with PsO, and patients with co-morbid GPP+PsO.

Materials & Methods: Inovalon Insights real-world claims data was used to identify four cohorts (All GPP, GPP
with comorbid PsO [GPP+PsO], GPP Only, and PsO) based on the International Classification of Diseases, Tenth
Revision (ICD-10) codes over a 4-year period (Jan 1, 2016 to Dec 31, 2019). GPP Only, GPP+PsO, and PsO were
mutually exclusive cohorts. All GPP was defined as GPP Only (excluding PsO) and GPP+PsO cohorts together. After
index, patients were followed until censoring or the end of the study period. Greedy propensity score matching
was used to match cohorts 2:1 (PsO:GPP). All-cause HCRU and all-cause cost outcomes were split into 4
categories each: inpatient, emergency room (ER), office, and outpatient visits; and total cost, inpatient/ER costs,
outpatient/office costs, and prescription costs. Adjusted mean all-cause HCRU and all-cause costs were calculated
using a binomial regression model adjusted for index year, age, sex, payer type, region, and Charlson Comorbidity
Index (CCI). Adjusted mean difference was calculated by subtracting adjusted means.

Results: The GPP cohort had higher CCI scores compared to the PsO cohort (Table 1). The All GPP and GPP+PsO
cohorts had significantly more all-cause inpatient stays, ER visits, office visits, and outpatient visits over the study
period compared to the PsO cohort. While the GPP Only cohort had significantly more all-cause inpatient stays, ER
visits, and outpatient visits over the study period compared to the PsO cohort, there was no significant difference
in the mean number of office visits (Table 2). The All GPP and GPP+PsO cohorts had significantly higher
inpatient/ER costs and outpatient/office costs compared to the PsO cohort; however, prescription costs were not
significantly different. Total all-cause costs were significantly higher for the GPP+PsO cohort than the PsO cohort.
All-cause outpatient/office costs were significantly higher for GPP Only compared to the PsO cohort, however, all-
cause total costs and all-cause prescription costs were significantly lower. There was no significant difference in
all-cause inpatient/ER costs for the GPP Only cohort compared to PsO only (Table 3).

Conclusion: The GPP cohorts in this analysis experienced higher all-cause HCRU compared to the PsO cohort.
Relative to the PsO cohort, the All GPP and GPP+PsO cohorts had higher inpatient/ER costs. However, the GPP
Only cohort had lower all-cause total costs, primarily driven by lower all-cause prescription costs. This is possibly
due to a lack of approved GPP treatments and use of older generic drugs to treat GPP in the US during the study
period and limitations of the dataset in capturing discharge diagnoses. Nonetheless, this analysis fills an important
gap in the existing literature, highlighting the unmet need and economic burden among GPP cohorts.



Table 1. Unmatched Cohort Demographics

. Comorbid

Variable GPP Only GPP+PsO All GPP PsO Only

N 1,246 1,384 2,630 127,540
Index Year

2016 520 (41.7%) 618 (44.7%) 1,138 (43.3%) 57,234 (44.9%)

2017 259 (20.8%) 333 (24.1%) 592 (22.5%) 30,043 (23.6%)

2018 260 (20.9%) 233 (16.8%) 493 (18.7%) 22,926 (18.0%)

2019 207 (16.6%) 200 (14.5%) 407 (15.5%) 17,337 (13.6%)
Gender; n (%)

Female 776 (62.3%) 867 (62.6%) 1,643 (62.5%) 67,548 (53.0%)

Male 470 (37.7%) 517 (37.4%) 987 (37.5%) 59,992 (47.0%)
Insurance Type; n (%)

Commercial 683 (54.8%) 795 (57.4%) 1,478 (56.2%) 93,308 (73.2%)

Medicaid 376 (30.2%) 430 (31.1%) B0O6 (30.6%) 21,910 (17.2%)

Medicare Advantage 187 (15.0%) 159 (11.5%) 346 (13.2%) 12,322 (9.7%)
Region; n (%)

Midwest 334 (26.8%) 337 (24.3%) 671 (25.5%) 36,928 (29.0%)

Northeast 256 (20.5%) 279 (20.2%) 535 (20.3%) 27,179 (21.3%)

South 457 (36.7%) 533 (38.5%) 990 (37.6%) 38,963 (30.5%)

West 199 (16.0%) 235 (17.0%) 434 (16.5%) 24,470 (19.2%)
Age at Index

Mean (5D} 53.9(17.4) 52.9(16.4) 53.3(16.9) 50.8 (16.6)

Age Group; n (%)

18-24 28 (2.2%) 38 (2.7%) 66 (2.5%) 6,923 (5.4%)

25-34 99 (7.9%) 115 (8.3%) 214 (8.1%) 13,114 (10.3%)

35-44 177 (14.2%) 226 (16.3%) 403 (15.3%) 21,330 (16.7%)

4554 288 (23.1%) 326 (23.6%) 614 (23.3%) | 30,512 (23.9%)

55-64 446 (35.8%) 464 (33.5%) 910 (34.6%) 37,761 (29.6%)

65-74 139 (11.2%) 166 (12.0%) 305 (11.6%) 12,641 (9.9%)

75+ 69 (5.5%) 49 (3.5%) 118 (4.5%) 5,259 (4.1%)
CCl (Total)

Mean (5D) 1.48 (2.18}) 1.53(2.16) 1.51(2.17) 0.94 (1.71)

Abbreviations: CCl: Charlson Comorbidity Index; GPP: generalised pustular psoriasis; PsO: plague
psoriasis; SD: standard deviation

Table 2. All-Cause Health Care Resource Utilization [Maximum Follow-up)

Comparison N Mean Difference Per IRR p-Value
Populations Patient* (95% Cl)
All GPP vs PsD
Inpatient Stays 7,890 0.26 1.63 (1.45, 1.84) <0.001
ER Visits 0.82 1.48 (1.36, 1.60) <0.001
Office Visits 4.36 1.12(1.06, 1.16) <0.001
Outpatient Visits 4.74 1.51(1.42, 1.62) <0.001
| Comorbid GPP+Ps0 vs PsO
Inpatient Stays 4,152 0.25 1.65(1.40, 1.93) <0.001
ER Visits 0.87 1.54 {1.36, 1.72) <0.001
Office Visits 11.13 1.28(1.22, 1.36) <0.001
Outpatient Visits _ 5.96 1.63(1.49, 1.79) <0.001
[ GPP Only vs PsO
Inpatient Stays 3,738 0.29 1,72 (1.45, 2.05) <0.001
ER Visits 0.65 1.36(1.21, 1.54) <0.001
Office Visits -1.99 0.95 (0.90, 1.01) 0.090
Outpatient Visits 3.95 1.43(1.30, 1.58) <0.001

*Negative binomial regression controlled for index year, age, sex, insurance type, region, and CCl
Abbreviations: CCl: Charlson Comorbidity Index; Cl: confidence interval; ER: emergency room; GPP:
generalised pustular psoriasis; IRR: incidence rate ratio; PsO: plague psoriasis




Table 3. All-Cause Cost

. 5 Mean Difference Per
Comparison Populations N Member Per Month* P-Value

All GPP vs PsO

Total Costs 7,890 -556 0.09

Inpatient/ER Costs | 1682 5278 <0.001

Outpatient/Office Visit Costs 7.812 567 <0.001

Prescription Costs 3,345 5171 0.12
Comorbid GPP+Ps0 vs PsO

Total Costs 4,152 5117 0.02

Inpatient/ER Costs 383 5429 <0.001

Outpatient/Office Visit Costs | 4,119 5111 <0.001

Prescription Costs 1,730 5126 0.47
GPP Only vs PsO

Total Costs 3,783 -5310 <0.001

Inpatient/ER Costs 779 $22 0.551

Outpatient/Office Visit Costs 3,695 833 0.008

Prescription Costs 1,605 -5609 <0.001

*Negative binomial regression controlled for index year, age, sex, insurance type, region, and CCI
Abbreviations; CCl: Charlson Comorbidity Index; ER: emergency room; GPP: generalised pustular
psoriasis; PsO: plague psoriasis
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Abstract N°: 2364

Single-cell RNA-seq reveals increased and activated post-capillary venule endothelial cells in
erythrodermic psoriasis

Xiaoyan Wul, Pengfei Song!, Yuhua Lit?, Yu Lanl, Leying Liul, Changxu Han?, Tianmeng Yan?, Jing Wang?,
Zhenying Zhang*!

IThe Eighth Affliated Hospital of Sun Yat-sen University, Dermatology, 2The University of Hong Kong-Shenzhen
Hospital

Introduction & Objectives:

Erythrodermic psoriasis (EP) is a life-threatening variant of psoriasis and vascular endothelial cells (ECs) is active
participants in intercellular crosstalk of cutaneous inflammation. The study aimed to figure out the role of ECs in
developing EP and provide promising targets for its therapy.

Materials & Methods:

Here, taking psoriasis vulgaris (PV) as a control, we explore vascular ECs characteristics in EP lesions by single-cell
RNA-seq and immunofluorescence.

Results:

We exhibit single-cell transcriptional atlas of skin samples from 4 patients with EP and 2 with PV. Our results
verified increased and activated ECs in EP, especially post-capillary venules (PCV) subpopulation with abundant
gene expression relative to angiogenesis, leukocyte adhesion and antigen presentation. Functional analysis
revealed that up-regulated genes in EP PCV involved in response to cytokine or hypoxia and cell growth.
Trajectory analysis of ECs from EP indicated a more differentiated status dominated by PCV and CAP.1.
Communication analysis identified more intensified interactions between PCV and other cells through VEGF and
Notch signaling in EP. Both elevated and activated PCVs with intensified EGR1 were identified in biopsies from EP
or PV with EP history.

Conclusion:

We provided a systematic analysis of EC heterogeneity in EP at single-cell resolution. In addition, we identified an
increased and activated PCV subpopulation with rising EGR1 involved in adhesion molecules over-expression and
angiogenesis in EP or PV with EP history.
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Abstract N°: 2369

Roflumilast foam 0.3% in patients with scalp and body psoriasis in the phase 3 ARRECTOR trial: Efficacy,
patient-reported outcomes, and safety

Melinda Gooderham*l, Javier AIonso—LIamazaresz, Jerry Bagel3, Neal D Bhatia®, Michael Bukhalo®, Janet DuboisG,
Laura Ferris’, Lawrence Green?, Leon H Kircil®, Benjamin Lockshin®, Wei Jing Loo, Kim A. Papp!?, Jennifer
SoungB, Scott Snyder14, Saori Kat014, David Krupa14, Patrick Burnett14, David R. Berk14, David H. Chu!*

ISKiN Centre for Dermatology, Probity Medical Research and Queen’s University, Peterborough, Canada,?Driven
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States, 4Therapeutics Clinical Research, San Diego, United States, ®Arlington Dermatology, Rolling Meadows,
United States, 6DermResearch, Inc., Austin, United States, 7University of Pittsburgh, Department of Dermatology,
Pittsburgh, United States, 8George Washington University School of Medicine, Rockville, United States,’Icahn
School of Medicine at Mount Sinai, New York, United States, 10DermAssociates, LLC, Rockville, United States,
HpermeEffects, Probity Medical Research, and Western University, London, United States,12Probity Medical
Research and Alliance Clinical Research, Waterloo, and University of Toronto, Toronto, Canada, 13southern

California Dermatology, Santa Ana, United States, 1#Arcutis Biotherapeutics, Inc., Westlake Village, United States

Roflumilast foam 0.3% in patients with scalp and body psoriasis in the phase 3 ARRECTOR trial: Efficacy,
patient-reported outcomes, and safety

Introduction & Objectives: Roflumilast is a nonsteroidal, highly potent phosphodiesterase 4 inhibitor under
investigation as a once-daily foam formulation for treatment of scalp and body psoriasis. A phase 3 randomized
controlled trial (NCT05028582) was conducted in patients =12 years old with scalp and body psoriasis, minimum
Scalp-Investigator Global Assessment (S-IGA) score of Moderate, and minimum Body-IGA (B-IGA) of Mild.

Materials & Methods: Eligible patients had an overall body surface area affected by psoriasis of =25% (including
=<20% for non-scalp areas, not including palms/soles). Patients were randomized 2:1 to apply roflumilast foam
0.3% (n=281) or vehicle (n=151) once-daily for 8 weeks. All affected body locations (and any new areas that
developed during the study) were treated, including the scalp, face, trunk, and intertriginous areas. The co-primary
efficacy endpoints were S-IGA and B-IGA Success (S-IGA/B-IGA of Clear [0] or Almost Clear [1] plus =2-grade
improvement from baseline) at Week 8. Secondary endpoints included improvements in Psoriasis Area and
Severity Index (PASI) and patient-reported outcomes including Scalp Itch-Numerical Rating Score (SI-NRS), Worst
Itch-NRS (WI-NRS), and Psoriasis Symptom Diary (PSD).

Results: At Week 8, significantly more roflumilast- than vehicle-treated patients achieved S-IGA Success (66.4% vs
27.8%; P<0.0001), B-IGA Success (45.5% vs. 20.1%; P<0.0001), and PASI-75 (50.1% vs 16.8%; P<0.0001).
Additionally, 40.0% and 27.8% of roflumilast-treated patients achieved S-IGA and B-IGA of Clear, respectively
(P<0.0001; nominal for B-IGA). At Week 8, more patients treated with roflumilast than vehicle achieved WI-NRS
Success, a =4 grade improvement in patients with baseline score =4 (63.1% vs 30.1%; P<0.0001), and SI-NRS
Success (65.3% vs 30.3%; P<0.0001). Significant improvement in Least Squares (LS) mean change from baseline in
SI-NRS was demonstrated at 24 hours after the first application (P=0.0164). More roflumilast- than vehicle-treated
patients reported a PSD total score of 0 at Week 8 (19.6% vs 7.1%; P=0.0012) and a score of 0 for PSD items of
severity of psoriasis-related scaling (41.5% vs 13.6%; P<0.0001), itch (31.7% vs 10.0%; P<0.0001), and pain (64.9%
vs 40.3%; P<0.0001). A statistically significant greater reduction from baseline at Week 8 was observed for
roflumilast- than vehicle-treated patients in the LS mean aggregate score of PSD items relating to



itch/pain/scaling severity (-10.87 vs -5.75; P<0.0001). Safety and local tolerability were favorable and rates of
discontinuation of study drug due to adverse events were low and similar among patients treated with roflumilast
(2.5%) and vehicle (1.3%).

Conclusion: Once-daily, nonsteroidal roflumilast foam 0.3% provided improvement across multiple efficacy
endpoints, including patient-reported outcomes, while demonstrating favorable safety and local tolerability in
patients with scalp and body psoriasis. Sponsored by Arcutis Biotherapeutics, Inc.
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Abstract N°: 2379

Successful treatment with bimekizumab of a psoriatic patient undergoing hemodialysis

Luca Ambrosio*l, Ersilia Tolinoz, Nicoletta Bernardini3, Ilaria Proiettiz, Nevena Skrozaz, Concetta Potenza®
1Department of Clinical Internal Anesthesiologic Cardiovascular Sciences, Sapienza Universtity of Rome, Rome,
2Faculty of Pharmacy and Medicine Sapienza University of Rome - Polo Pontino, Latina,3Ospedale Fiorini di
Terracina, Terracina, “Department of Medical and Surgical Sciences and Biotechnologies, Division of Dermatology
“Daniele Innocenzi”, University of Rome “La Sapienza”, Polo Pontino, Rome

Successful treatment with bimekizumab of a psoriatic patient undergoing hemodialysis
Introduction & Objectives:

In the treatment of psoriasis patients, it is crucial to consider potential underlying complications/comorbidities as
they could impact the selection of appropriate therapy. In this case, we present a patient with end-stage kidney
disease (ESKD) who is undergoing hemodialysis (HD) and was effectively and safely treated with Bimekizumab. As
far as we are aware, this is the first documented case of successful treatment with an anti-IL-17A/IL-17F antibody
in a psoriasis patient undergoing HD.

Materials & Methods:

A 43-year-old man with a history of psoriasis presented to our outpatient clinic with a widespread rash that was
unresponsive to topical treatment. The patient had been diagnosed with end-stage kidney disease due to
hypertensive nephropathy about four years prior and was currently undergoing hemodialysis treatment three
times per week at a separate facility and was awaiting organ transplantation. Physical examination revealed
erythematous desquamative plaques on the upper and lower limbs with smaller lesions located on the trunk and
back; the patient reported itching, while joint pain was not present (PASL: 11; BSA: 30; NRS pruritus: 6; NRS pain: 0;
DLQL 18). After ruling out infections and organ abnormalities through screening and consulting with the patient’s
nephrologist colleagues Bimekizumab a monoclonal antibody targeting IL-17A and IL-17F was prescribed. This
decision was based on existing literature on other drugs in the same class, which showed positive outcomes and
efficacy in treating psoriasis patients with similar comorbidities1,2,3,4.

Results:

Following the initial administration of the drug, the patient reported a significant improvement in pruritus (pNRS:
2) and a minor improvement in skin lesions (PASL 4.4) after one week. One month later the patient achieved
complete clearance of skin lesions and improvement in overall quality of life (PASL: O; BSA: 0; NRS pruritus: 3; DLQL
4). The patient’s positive response to Bimekizumab therapy was sustained for eight months following the start of
treatment, with no significant changes observed in renal function as assessed by regular evaluations performed by
the patient’s HD center. Studies show that drugs used to treat psoriasis have similar efficacy and safety in patients
with chronic kidney disease compared to those with normal kidney function. Pharmacokinetics are also
comparable. Furthermore, hemodialysis does not appear to significantly impact drug clearance in these patients5.
Antibody-based drugs, such as Bimekizumab, are not expected to be cleared by hemodialysis or affected by renal
impairment because these drugs are typically broken down through intracellular catabolism, which means their
biological half-life is around 14 to 21 days, and they are not cleared through the kidney or liver. Secondly,
biological agents are large, high molecular weight proteins that are unlikely to be cleared by HD due to their size3.

Conclusion:



This appears to be the first reported case of using Bimekizumab to treat psoriasis in patients undergoing dialysis.
The results indicate that Bimekizumab may be effective for treating severe psoriasis in this population. However,
additional cases and studies are needed to better understand the drug’s safety and efficacy in this context.
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Abstract N°: 2409

Patient preference for cream or foam fixed-dose combination of calcipotriene (a vitamin D analog) and
betamethasone dipropionate: Results of a split body and scalp study in patients with mild to moderate
plaque psoriasis.

Leon H Kircik*L

Hcahn School of Medicine at Mount Sinai, New York, United States
Introduction & Objectives:

A topical fixed combination cream formulation of calcipotriene 0.005% (Cal) and betamethasone dipropionate
0.064% (BDP) is now available. Previously, only fixed combination ointment, foam and topical suspension/gel were
available. The cream features a moisturizing aqueous base and a specialized multimolecular technology that
encapsulates the active ingredients in oil droplets designed to allow efficient drug delivery.

This randomized, split-body study, in which subjects were blinded to brand names, was undertaken in 150 patients
with mild to moderate plaque psoriasis to investigate comparative patient satisfaction between Cal/BDP foam and
Cal/BDP cream formulations.

Materials & Methods:

Study cream was dispensed in measured fashion, and subjects applied it to an area on one side of the body
and/or scalp. The study foam was similarly applied to the contralateral side.

Results:

Mean overall Vehicle Preference Measure (VPM) scores were higher for the cream than the foam (p = 0.0043), as
were individual scores for ease of application, feeling to the touch, smell, and feeling on the skin (p < 0.03). With
respect to overall satisfaction, the majority of subjects preferred the cream (55%), while 8% scored the cream and
foam equally, and 37% preferred the foam.

Conclusion:

Results of this study suggest that patients may prefer Cal/BDP cream over Cal/BDP foam for the management of
plaque psoriasis on the body and on the scalp. Cal/BDP cream outperformed Cal/BDP foam on mean overall and
several individual scores of vehicle preference, and in overall satisfaction measures.
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Abstract N°: 2445

Secukinumab in treatment of moderate to severe psoriasis: skin condition and nail dystrophy within 12
weeks.

Iryna Blaha*l, Oleksandr Aleksandruk!

lvano-Frankivsk National Medical University, Dermatology and Venereology, Ivano-Frankivsk, Ukraine

Secukinumab in treatment of moderate to severe psoriasis: skin condition and nail dystrophy within 12
weeks.

I.Blaha, O.Aleksandruk

Introduction & Objectives: Psoriasis remains one of the most widespread diseases among chronic dermatoses.
Chronic relapsing course of the disease, produced damage to the skin, nails, and joints require further
investigations for treatment approach. In fact, immunobiological therapy allows obtaining significant and stable
clinical results in patients with moderate and severe psoriasis. Different targets for immunobiological treatments
seem to produce different treatment results.

The aim of our observation was to investigate the efficacy of 12 weeks of treatment with secukinumab, a
monoclonal antibody that inhibits interleukin (IL)-17A, on the course of psoriatic onychodystrophy in patients with
moderate to severe psoriasis.

Materials & Methods: Overall, we monitored 23 patients with moderate to severe psoriasis and accompanying
psoriatic onychodystrophy. 9 of them were receiving 150 mg of secukinumab once per week weekly and then
onceonl, 2, 3,4, 8, and 12 weeks. The rest 14 patients were receiving 300 mg of secukinumab with the same
intervals. To assess the Severity of psoriasis and psoriatic onychodystrophy were assessed Psoriasis Area and
Severity Index (PASI) and Nail Psoriasis Severity Index (NAPSI) values at the beginning and at the 12th week of
treatment.

Results: at the beginning of treatment, in 9 patients the PASI index was 5-10 (corresponding to the moderate
degree of severity), the NAPSI scale was in the range of 30-51, and in 14 patients, the PASI index was above 10
(severe course of psoriasis), the NAPSI scale was in the range of 48- 92. At the 12th week of treatment with
secukinumab, a significant skin improvement was observed, which was reflected in a reliable decrease in the PASI
scale (p<0,001) by 67.1% in patients receiving 300 mg of secukinumab and by 53.1% in those receiving 150 mg of
the drug. Patients demonstrated pronounced positive changes of the nail plates condition, a significant decrease
in the NAPSI scale (p<0,05) by 63.8% and 50.5% when using secukinumab at a dose of 300 mg and 150 mg,
respectively.

Conclusion: 12 weeks treatment of psoriasis with secukinumab produces significant improvement in skin and nail
condition. We observed significantly more evident results of the treatment in patients with severe psoriasis than in
patients with moderate course of the disease, that was reflected in PASI and NAPSI scales regression.
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Abstract N°: 2490

Molecular effects in the skin of psoriasis patients after oral treatment with orismilast

James Kruegerl, Kilian Eyerichz' 3, Emma Guttman-Yassky4, Jakob Felding5, Anne Weiss™ 6, Morten Oa Sommer 6,
Richard B. Warren’

The Laboratory for Investigative Dermatology, The Rockefeller University, New York, NY, USA,ZDivision of
Dermatology and Venerology, Department of Medicine, Karolinska Institutet, Stockholm, Sweden, 3Department of
Dermatology and Venerology, Medical Center, University of Freiburg, Freiburg, Germany, *Department of
Dermatology, Icahn School of Medicine at Mount Sinai, New York, NY, USA, >UNION therapeutics, A/S, Hellerup,
Denmark, ®Novo Nordisk Foundation Center for Biosustainability, Technical University of Denmark (DTU), Kongens

Lyngby, Denmark, ’Dermatology Centre, Salford Royal NHS Foundation Trust, Manchester NIHR Biomedical
Research Centre, The University of Manchester, Manchester, UK

Introduction & Objectives:

Orismilast is a potent phosphodiesterase-4B and -4D inhibitor.1 Efficacy and safety of orismilast modified-release
tablets were demonstrated in a 16-week, phase 2b, double-blinded, placebo-controlled, dose-finding study
(20mg, 30mg and 40mg BID) in patients with moderate-to-severe psoriasis (IASOS).2 Here, we report skin
biomarker data based on tape strip samples from patients in the IASOS study. The primary objective of the
biomarker study was to evaluate the effect of orismilast on a broad spectrum of inflammatory markers in psoriatic
skin lesions and constitutes the first report of measuring skin protein levels of psoriasis patients using tape strips
as a non-invasive sampling technology combined with the Olink® technology. The biomarker data and
conclusions will be presented and discussed.

Materials & Methods:

Tape strips were collected from lesional and nonlesional skin at baseline and lesional skin at week 16 of each
patient. The biomarker population is a subpopulation of the ITT population. Protein extracts from patients treated
with 20mg orismilast BID (N=22/48) and 30mg orismilast BID (N=27/50) were analyzed using the Olink®
technology (Target 96 Inflammation panel) and IL-23 ELISA (V-Plex MSD).

Results:

The focus of the analysis has been on comparing change in biomarker levels in the psoriatic lesions (baseline vs
week 16) after treatment with oral orismilast (20 or 30 mg BID). In short, a broad immunomodulatory effect was
observed for patients treated with orismilast as demonstrated by a significant reduction in key proteins related to:

e Thl7 (e.g.IL-23, IL-17A, CCL20 and IL-12B)
e Thl (e.g. TNFa, IFNg, CXCL9 and CXCL10)
® Innate immunity (e.g. IL-6 and IL-17C)

Furthermore, several risk proteins associated with subclinical atherosclerosis (CCL4, CDCP1 and VEFG-A) were also
significantly reduced at week 16.

Conclusion:

This biomarker evaluation, based on tape strip skin samples from psoriasis patients in the Ph2b IASOS study,
clearly demonstrate a reduced level of several key disease driving biomarkers of psoriasis and supports the clinical



efficacy observed for orismilast. In addition, markers related to the increased risk of atherosclerotic cardiovascular
disease are also reduced. Finally, the study underlines tape strip sampling of the skin as a powerful, non-invasive
technology to obtain data on protein changes using the Olink® technology.

References

\1) Silverberg et al. Pharmacology of orismilast, a potent and selective PDE4 inhibitor. J Eur Acad Dermatol
Venereol. 2023;37(4):721-729. doi: 10.1111/jdv.18818.

\2) IASOS study: NCT05190419. Presented as an oral late breaker at AAD 2023 by Prof. Lars E. French.Manuscript
in preparation.
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Abstract N°: 2494

Patient-reported outcomes in the randomized, double-blind, placebo-controlled phase 2b trial of the oral
TYK2 inhibitor TAK-279 in moderate-to-severe psoriasis

Lawrence Greenl, Vivian Laquerz, Esha Gangollia, Bhaskar Srivastava3, Muna Tahir*, Wenwen Zhang4, Xinyan

Zhang3, Jessamyn Blau**

1George Washington University School of Medicine, Rockville, MD, United States,zFirst OC Dermatology Research,

Fountain Valley, CA, United States, 3Nimbus Discovery, Inc,, Boston, MA, United States, *Takeda Development
Center Americas, Inc.,, Cambridge, MA, United States

Introduction & Objectives:

TAK-279 is a highly selective, oral, allosteric inhibitor of tyrosine kinase 2 (TYK2). Increased activation of
proinflammatory enzymes in the Janus kinase-signal transducer and activator of transcription pathway (including
TYK2) is associated with several autoimmune diseases, including psoriasis. The phase 2b study of TAK-279 in
psoriasis met its primary efficacy endpoint, with 67% of patients achieving a Psoriasis Area and Severity Index
(PASI) 75 response at the highest dose (30 mg). Here, we report patient-reported outcomes (PROs) from this
study.

Materials & Methods:

In this randomized, double-blind, placebo-controlled study (NCT04999839), patients with moderate-to-severe
plaque psoriasis were randomly assigned (1:1:1:1:1) to one of four doses of TAK-279 (2 mg, 5 mg, 15 mg, 30 mg)
or placebo, administered orally once daily for 12 weeks. PRO endpoints included: change from baseline in
Dermatology Life Quality Index (DLQI) score; change from baseline in pruritus numeric rating scale (NRS);
proportion of patients with a baseline pruritus NRS score = 4 achieving at least a 4-point reduction from baseline.
Changes from baseline in DLQI and pruritus NRS were analysed using a mixed model with repeated measures,
which included treatment, visit, treatment-by-visit interaction and prior biologic treatment as fixed effects, and
baseline score as a covariate.

Results:

In total, 259 patients were randomized and treated, with ~50 patients per arm (mean [standard deviation] baseline
DLQI and pruritus NRS scores: 12.0 [6.95] and 6.5 [2.57], respectively). At Week 12, DLQI scores had decreased in
all TAK-279 groups, with significant differences versus placebo for all doses except 2 mg, and evidence of a dose-
response at the 15 mg and 30 mg doses (Table 1). Reductions in pruritus NRS were also observed at Week 12,
with significantly greater reductions in all TAK-279 groups versus placebo, except for the 2 mg dose (Table 1). The
proportion of patients with a baseline pruritus NRS score = 4 (n=219) achieving a = 4-point improvement in
pruritus NRS was also greater in the TAK-279 groups: 34.8%, 48.8% (non-significant [NS] versus placebo), 54.5%
(NS), 66.0% (p=0.003) and 68.3% (p=0.002) for placebo, 2 mg, 5 mg, 15 mg and 30 mg, respectively.

Conclusion:

TAK-279 treatment was associated with significant improvements in patient-reported quality of life (DLQI) and
signs/symptoms of psoriasis (pruritus NRS) compared with placebo at doses = 5 mg over 12 weeks, with the
greatest responses seen in the higher dose groups. These significant and positive PRO findings, together with the
previously reported efficacy of TAK-279 on skin responses (where TAK-279 doses = 5 mg were all associated with
significantly higher PASI 75/90/100 responses compared with placebo), provide evidence of investigator and



patient satisfaction in reducing the signs and symptoms of psoriasis.
Study/writing funding:
Nimbus Discovery, Inc./Takeda Development Center Americas, Inc.

Table 1. Least-squares (LS) mean change from baseline at Week 12 in Dermatology Life
Quality Index and pruritus numeric rating scale scores for TAK-279 versus placebo

Placebo TAK-279
2mg 5mg 15 mg 30mg |
Dermatology Life Quality Index
LS mean change from baseline -4.9 -5.3 -T.9 -8.5 -8.9
{SE) (0.75) (0.78) (0.75) (0.74) (0.75)
| p-value versus placebo - 0.693 0.003 <0.001 <0.001
Pruritus numeric rating scale
LS mean change from baseline =-2.0 -3.0 -3.1 -4.4 -4.3
(SE) {0.38) (0.39) (0.38) {0.37) (0.38)
p-value versus placebo - 0.065 0.039 <0.001 =0.001

Analysed using a mixed model with repeated measures (MMRM). The model included treatment, visit
(Weeks 4, 8 and 12), treatment-by-visit interaction and prior treatment with biologics as fixed effects,
and baseline score as covariate. p-values were nominal and were based on the comparison of each
dose of TAK-279 versus placebo. SE, standard error.
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Abstract N°: 2505

Efficacy and safety results from the randomized, double-blind, placebo-controlled phase 2b trial of the oral
TYK2 inhibitor TAK-279 in moderate-to-severe psoriasis

April Armstrongl, Charles Lyndez, Seth Forman3, Melinda Gooderham?, Xinyan Zhang5, Esha Gangolli5, Nathalie
Franchimont?, Bhaskar Srivastava®, Kim A. Papp*®

1University of Southern California, Los Angeles, CA, United States,zLynde Institute for Dermatology, Markham, ON,
Canada, 3ForCare Medical Center, Tampa, FL, United States,*SKiN Centre for Dermatology, Peterborough, ON,
Canada, °Nimbus Discovery Inc., Boston, MA, United States,6Probity Medical Research, Waterloo, ON, Canada

Introduction & Objectives:

TAK-279 is a highly selective, oral, allosteric inhibitor of tyrosine kinase 2 (TYK2) that mediates signaling from
cytokines involved in the pathology of psoriasis and other immune-mediated diseases.

Materials & Methods:

In this phase 2b, randomized, double-blind, placebo-controlled study (NCT04999839), adult patients with
moderate-to-severe plaque psoriasis were randomly assigned (1:1:1:1:1) to receive one of four doses of TAK-279
(2 mg, 5 mg, 15 mg, 30 mg) or placebo, all administered orally once daily for 12 weeks. The primary endpoint was
the proportion of patients achieving Psoriasis Area and Severity Index (PASI) 75 (75% improvement in PASI score
from baseline) at Week 12. Secondary endpoints included PASI 90 and 100 responses. All analyses were conducted
in the modified intent-to-treat analysis set (all patients randomized who received at least one dose of study
treatment), with non-response imputed for missing data. The proportion of patients achieving PASI responses was
compared between treatment groups using a Cochran-Mantel-Haenszel test, with prior biologic treatment
included as a stratification factor.

Results:

In total, 259 patients were randomized and received treatment. At Week 12, a significantly greater proportion of
patients achieved PASI 75 at doses = 5 mg (44%, 68%, 67% for 5 mg, 15 mg, 30 mg, respectively) versus placebo
(6%; p<0.001). Consistent with the primary endpoint, secondary endpoints were also successfully achieved at TAK-
279 doses = 5 mg at Week 12, with the PASI 100 response not plateauing at the highest dose (PASI 90: 21%, 45%,
46% for 5 mg, 15 mg, 30 mg, respectively, versus 0% for placebo [p<0.001]; PASI 100: 10%, 15%, 33% for 5 mg, 15
mg, 30 mg, respectively, versus 0% for placebo [p<0.001 at 30 mg]). Adverse event (AE) frequency was 53-62% in
TAK-279 treatment arms with no clear dose dependence, and 44% in the placebo group. The most common AEs
(= 5% and higher than placebo) were infections, acne/acneiform dermatitis and diarrhoea. One patient in the 30
mg group experienced two serious adverse events (SAEs) (pleural effusion and pericardial effusion) that were
considered unrelated to treatment; there were no other SAEs and no deaths. Changes in laboratory parameters
were consistent with TYK2 inhibition, including creatine kinase increases, although they were not dose dependent.
There was no imbalance in the occurrence of cytopenia across groups.

Conclusion:

TAK-279 demonstrated significantly greater skin clearance versus placebo at oral doses = 5 mg once daily with
PASI 100 reaching 33% at Week 12 at the highest dose. The safety profile of TAK-279 was acceptable at all doses,
supporting further studies in psoriasis.



Study/writing funding:
Nimbus Discovery, Inc./Takeda Development Center Americas, Inc.
Previous abstract submission:

Annual Meeting of the American Academy of Dermatology 2023.
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Abstract N°: 2519

The Registry of Psoriasis Health Outcomes: A Longitudinal Real-World Collaboration Study (RePhlect) -
North American Registry Design

Mark Lebwohll, April W. Armstrongz, Adam P. Sima3, Melinda Gooderham?, Robert R. Mclean3, Kim A. Papp5,
Joseph F. Merola®, Alice B. Gottliebl, Renata M. Kisa’, Andrew Napoli’, Joe Zhuo/, Stefan Varga’, Bruce Strober®

Hcahn School of Medicine at Mount Sinai, 2Keck School of Medicine, University of Southern California,3CorEvitas,
LLC, 4SKiN Centre for Dermatology, *Probity Medical Research and Alliance Clinical Trials,®Harvard Medical

School, Brigham and Women’s Hospital, ’Bristol Myers Squibb, 8Yale School of Medicine and Central Connecticut
Dermatology

Introduction & Objectives: Deucravacitinib is an oral, selective inhibitor of tyrosine kinase 2 (TYK2) approved in
the US, EU, and other countries for treatment of adults with moderate-to-severe plaque psoriasis who are
candidates for systemic therapy. In pivotal phase 3 randomized trials, deucravacitinib demonstrated superiority
over placebo and apremilast for multiple efficacy endpoints and patient reported outcome measures, as well as a
well-tolerated safety profile. The Registry of Psoriasis Health Outcomes: A Longitudinal Real-world Collaboration
Study (RePhlect) assesses the use of deucravacitinib in a diverse, real-world, global population of patients with
psoriasis. The North American registry will determine the comparative effectiveness of deucravacitinib versus
apremilast over 5 years in adult patients in clinical practices in the US and Canada.

Materials & Methods: Data for the North American cohort of RePhlect will be collected through the CorEvitas
Psoriasis Registry, a prospective, observational, real-world study of adult patients with dermatologist-diagnosed
psoriasis who started or switched to an approved systemic therapy for the treatment of psoriasis. Data on socio-
demographics and lifestyle factors, psoriasis disease characteristics, current and prior psoriasis treatments, disease
activity, and patient reported outcome measures are collected from both patients and their dermatology providers
during routine dermatology visits occurring approximately every 6-months. Currently the CorEvitas Registry enrolls
psoriasis patients across 263 private and academic clinical sites from 596 physicians in 40 US states and 7
Canadian provinces (Figure). The RePhlect cohort will enroll and prospectively follow patients diagnosed with
plaque psoriasis who initiate deucravacitinib or apremilast. The target enrollment over 4 years for deucravacitinib
and apremilast initiators is 1000 and 500 patients, respectively. Under the guidance of the North American
RePhlect Steering Committee, a comprehensive statistical analysis plan to compare the effectiveness of
deucravacitinib and apremilast over up to 5 years was developed based on the following primary outcomes:
change in BSA, IGA 0/1, DLQI 0/1, and drug survival. Additional outcomes will include PASI 75, achievement of
PASI <5, PASI =3 and NPF target/acceptable response, change in IGA, change in DLQI, achievement of DLQI <5,
and change in itch and other patient-reported measures.

Results: The first RePhlect patient was enrolled in September 2022, and, as of April 2023, 148 deucravacitinib and
84 apremilast initiations are included.

Conclusion: RePhlect is a global, collaborative effort to understand the real-world evidence of the effectiveness of
deucravacitinib in comparison to other systemic treatment options among patients with psoriasis, complementing
the existing deucravacitinib clinical trials evidence. This abstract showcases the design and approach for the
RePhlect North American region.
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Abstract N°: 2524

Efficacy of deucravacitinib, an oral, selective tyrosine kinase 2 inhibitor, in Asian patients with moderate to
severe plaque psoriasis: findings from the phase 3 POETYK PSO-1 trial

Min Zhengl, Shinichi Imafukuz, Seong Jun Seo3, Chien-Hui Hong4, Tae Yoon Kim®, Linfeng LIG, Yun-Ting Chang7,
Yayoi Tada®, Lauren Hippeli®, Siyun Zhul®, Akimichi Moritall

1Second Affiliated Hospital, Zhejiang University School of Medicine, Zhejiang, China,2Fukuoka University Hospital,
Fukuoka, Japan, 3Chung-Ang University Hospital, Seoul, Korea, Rep. of South, “Kaohsiung Veterans General
Hospital, Kaohsiung City, Taiwan, °Seoul St. Mary’s Hospital, The Catholic University of Korea College of Medicine,
Seoul, Korea, Rep. of South, ®Beijing Friendship Hospital, Capital Medical University, Beijing, China, ’Taipei
Veterans General Hospital, Taipei, Taiwan, &Teikyo University Hospital, Tokyo, Japan, ?Bristol Myers Squibb,

Princeton, United States, 19Bristol Myers Squibb, Shanghai, China, 11Nagoya City University Graduate School of
Medical Sciences, Nagoya, Japan

Introduction & Objectives: Deucravacitinib, an oral, selective tyrosine kinase 2 inhibitor, is approved in the US,
EU, and other countries for the treatment of adults with moderate-to-severe plaque psoriasis who are candidates
for systemic therapy. In the global phase 3 POETYK PSO-1 trial (NCT03624127), deucravacitinib was superior to
placebo and to apremilast in patients with moderate to severe plaque psoriasis on multiple clinical endpoints,
including the coprimary endpoints, =75% reduction from baseline in Psoriasis Area and Severity Index (PASI 75)
and static Physician’s Global Assessment score of 0 (clear) or 1 (almost clear) with a =2-point improvement from
baseline (sPGA 0/1) at Week 16. This subanalysis evaluated the efficacy of deucravacitinib in Asian patients who
participated in the POETYK PSO-1 trial.

Materials & Methods: POETYK PSO-1 was a 52-week, double-blind, active- and placebo-controlled trial in
patients with moderate to severe plaque psoriasis. Patients were randomized 1:2:1 to oral placebo, deucravacitinib
6 mg once daily, or apremilast 30 mg twice daily. Patients receiving placebo switched to deucravacitinib at Week
16. Patients receiving apremilast who did not achieve PASI 50 by Week 24 switched to deucravacitinib. Primary
clinical endpoints were PASI 75 and sPGA 0/1. Efficacy outcomes in the deucravacitinib group were compared with
those in the placebo and apremilast groups at Week 16 and the apremilast group at Week 24; additional findings
through Week 52 are reported for deucravacitinib-treated patients only. Adverse events (AEs) were reported for
all treatment groups. This subanalysis includes participants from mainland China, Taiwan, South Korea, and Japan.

Results: The POETYK PSO-1 trial enrolled 666 patients, including 106 Asian patients (mean [SD] age 46.1 [12.8]
years; 25.5% female). Overall, baseline characteristics were balanced across treatment groups and consistent with
the full PSO-1 population, with the exception of weight (mean [SD], 74.7 [17.8] kg in Asians vs 88.1 [21.7] kg in the
full population). PASI 75 rates were numerically higher among patients treated with deucravacitinib versus
placebo and apremilast at Week 16 (74.0% vs 9.7% and 28.0%, respectively) and versus apremilast at Week 24
(74.0% vs 32.0%). At Week 52, 76.0% of patients in the deucravacitinib group achieved PASI 75, including 33
(89.2%) of 37 patients who had PASI 75 at Week 24. For context, in the full PSO-1 population, PASI 75 rates with
deucravacitinib at Weeks 16, 24, and 52 were 58.4%, 69.3%, and 65.1%, respectively. A greater proportion of
patients achieved sPGA 0/1 with deucravacitinib versus placebo and apremilast at Week 16 (72.0% vs 6.5% and
40.0%, respectively) and versus apremilast at Week 24 (72.0% vs 36.0%); 62% of patients in the deucravacitinib
group had sPGA 0/1 at Week 52. At Week 16, AEs occurred in 70.0%, 56.7%, and 64.0% of patients receiving
deucravacitinib, placebo, and apremilast, respectively, and serious AEs occurred in 6.0%, 6.7%, and 4.0%. AEs
leading to treatment discontinuations were reported in 3.4% of deucravacitinib patients by Week 52. No deaths
were reported. Additional findings from secondary efficacy endpoints, patient-reported outcomes, and safety



through Week 52 will be presented.

Conclusion: Deucravacitinib was effective and safe in Asian patients with moderate to severe plaque psoriasis

through 52 weeks. Findings in the Asian subgroup were consistent with results in the overall POETYK PSO-1
population.
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Abstract N°: 2525

Association Between Disease Duration and Treatment Response in Patients With Moderate-to-Severe
Plaque Psoriasis Treated With Biologics in a Real-world Setting: Results at Week 12 From the Psoriasis
Study of Health Outcomes (PSoHO)
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9HaaPACS GmbH, Schriesheim, Germany, 10A[liance Clinical Trials and Probity Medical Research, Waterloo, ON,

Canada, MUniversity of Toronto, Toronto, ON, Canada
Introduction & Objectives:

Patient demographics and disease characteristics may influence clinical response to biologic treatment in patients
with moderate-to-severe plaque psoriasis (PsO). Previous studies show no effect of longer disease duration on
treatment response yet do not evaluate patients with a shorter disease duration (Lynde C, 2023). This analysis
addresses this gap by comparing the association between shorter or longer disease duration and effectiveness of
a range of approved biologics at Week 12 in a real-world setting.

Materials & Methods:

Psoriasis Study of Health Outcomes (PSoHOQ) is an ongoing 3-year, international, prospective, noninterventional
study comparing the effectiveness of anti-interleukin (IL)-17A biologics (ixekizumab [IXE] and secukinumab)
relative to other approved biologics, as well as IXE versus other individual biologics. Patients were categorized into
subgroups according to shorter (<2, <5 and <10 years) or longer (=2, =5 or =10 years) PsO disease duration.
The primary endpoint was the proportion of patients who achieved =90% improvement in Psoriasis Area Severity
Index score (PASI 90) and/or a static Physician Global Assessment score of 0/1. Other outcomes were PASI 90 and
PASI 100. Unadjusted PASI 100 response rates were reported descriptively. Patients with missing outcomes were
imputed as non-responder imputation (NRI). Adjusted pairwise treatment comparisons were performed using
frequentist model averaging (FMA) for each disease duration subgroup.

Results:

Of 1981 patients, 39.0% (n=773) received anti-IL-17A biologics and 61.0% (n=1208) received other biologics.
More than 90% of patients had a disease duration of =2 years. Patient baseline characteristics across the 2
cohorts stratified by disease duration of <2 and =2 years were similar, with few exceptions such as frequency of
comorbid psoriatic arthritis or prior exposure to biologics (Table 1).

At Week 12, unadjusted response rates were numerically higher for the anti-IL-17A cohort than for the other
biologics cohort, irrespective of a disease duration of <2 or =2 years. The PASI 100 response rate was 36.7% (<2
years subgroup) and 35.8% (=2 years subgroup) for the anti-IL-17A cohort versus 21.8% (<2 years subgroup)
and 21.9% (=2 years subgroups) for the other biologics cohort. Among individual biologics, IXE showed the



highest numerical response rate for PASI 100 at Week 12 in patients with a disease duration of <2 years (42.1%)
and =2 years (38.3%) (Fig. 1a). In patients with a disease duration of <2 years, the adjusted odds ratios (95% CI)
of achieving a PASI 100 response at Week 12 in the anti-IL-17A cohort versus the other biologics cohort was 2.0
(1.0, 4.1) (Fig. 1b). Similar results were observed for other study endpoints and disease duration subgroups.

Conclusion:

Disease duration does not impact response rates regardless of the treatment at Week 12. Patients across most
disease duration subgroups in the anti-IL-17A cohort had higher odds of achieving high level skin clearance at
Week 12 versus the other biologics cohort in a real-world setting. Irrespective of disease duration, patients treated
with IXE showed numerically higher response rates relative to other individual biologics.

Table 1. Demographics and baseline disease characteristics of patients in the anti-IL-17A and the other biologics cohorts
stratified by disease duration (<2 and 22 years).

Anti-IL-17A biologics [N=773) Other {N=1208)

<2 years 22 years <2 years 22 years

|n=60]) (n=713) [n=78) (n=1130)
Age, years 42,0 (13.7) 47.2 (13.6) 41.5 (14.7) 44,6 (13.4)
Male, n (%] 32 (53.3) 410 (57.5) 43 |55.1) 658 (58.2)
Weight, kg 82.2 (21.7) B5.B {20.7) 81.7 (24.5) B4.8 (21.0)
Disease duration, median years 1.0 15.8 1.1 15.0
PASI 17.6 (10.2) 14.4 [8.3) 15.1 (8.4) 14.4 (8.6)
Percentage of BSA 23.5(22.2) 20.9 {16.8) 21.1(17.5) 215(17.7)
oLar 13.8 (8.1) 12,9 {7.6) 12.9 (7.9) 12.6 (7.5]
Any comorbidities reported, n (%) 34 (56.7) 385 (54.0) 43 (55.1) 578 (51.2)
Psoriatic arthritis, n (%) 13 (21.7) 214 (30.0) 6(7.7) 228 (20.2)
Nail psoriasis, n (%4 22 (36.7) 283 (39.7) 20 (25.6) 425 (37.6)
Wny previous conventional therapy, n (%) 51 (85.0) 522 (73.2) 57(73.1) 935 (82.7)
Prior treatment with biologics, n (%) 5(8.3) 286 (40.1) 14 (17.9) 401 (35.5)

Data are expressed as mean (standard deviation), unless otherwise indicated. The n (%) may not equal the group total due to missing patient data,
BSA = body surface area: DLOI = Dermatology Life Quality Index; IL = interleukin; PASI = Psoriasis Area and Severity Index

DLAN was measured on a 0 to 30 scale, higher scores denote greater impalrment of gquality of life,

*Comarbidities were captured based on a predefined list,

*h diagnosis of psoriatic arthritis was recorded by dermatologists based on the medical history and/or information provided by the patient.
“Recorded as a yes/no guestion (investigator assessed).
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Figure 1a. PASI 100 unadjusted response rates across different treatment cohorts (anti-IL-17A, other biologics, and
individual biologics) at Week 12 among patients with psoriasis stratified by <2 years and 22 years disease duration.
(Percentages were calculated as n/N*100). Error bars represent the upper limit of the 95% confidence interval.
ADA = adalimumab; CI = confidence interval; GUS = guselkumab; IL = interleukin; IXE = ixekizumab; PASI = Psoriasis Area and
Severity Index; RIS = risankizumab; SEC = secukinumab; UST = ustekinumab; y = years,



Adjusted Odds Ratio (95% CI)
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Figure 1b. Comparative adjusted analysis of PASI 100 response rates in the anti-IL-17A biologics cohort versus the
other biologics cohort across patients with psoriasis categorized based on disease duration. The results show
adjusted odds ratio (95% CI) at Week 12,

Cl = confidence interval; IL = interleukin; PASI = Psoriasis Area and Severity Index; y = years.
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Abstract N°: 2528

Deucravacitinib, an oral, selective, allosteric tyrosine kinase 2 inhibitor, in Asian patients with moderate to
severe plaque psoriasis: absolute Psoriasis Area and Severity Index outcomes in the phase 3 POETYK PSO-3
trial

Jianzhong Zhangl, Yangfeng Dingz, Ping Wanga, Linfeng LI, Weili Pan®, Yan Lu6, Leona Liu/, Renata M. Kisa’, Kim
Hoyt’, Subhashis Banerjee’

peking University People’s Hospital, Beijing, China, 2Shanghai Skin Disease Hospital, Shanghai, China, 3The First
Affiliated Hospital of Chongging Medical University, Chongging, China, “Beijing Friendship Hospital, Beijing, China,
>People’s Hospital of Zhejiang Province, Hangzhau, China,®Jiangsu Province Hospital, Nanjing, China, ’Bristol
Myers Squibb, Princeton, United States

Introduction & Objectives: Deucravacitinib, an oral, selective, allosteric tyrosine kinase 2 inhibitor, is approved in
the US, EU, and other countries for the treatment of adults with moderate-to-severe plaque psoriasis who are
candidates for systemic therapy. The phase 3 POETYK PSO-3 trial (NCT04167462) demonstrated the superiority of
deucravacitinib versus placebo at Week 16 in =75% reduction from baseline in PASI (PASI 75; 68.8% vs 8.1%,
respectively) and static Physicians Global Assessment score of 0 (clear) or 1 (almost clear) with a =2-point
improvement from baseline (sPGA 0/1; 55.6% vs 6.8%, respectively). This study further examined PASI
improvements with deucravacitinib treatment in the POETYK PSO-3 trial.

Materials & Methods: The 52-week, phase 3, double-blind POETYK PSO-3 trial evaluated deucravacitinib in
patients with moderate to severe plaque psoriasis in mainland China, Taiwan, and South Korea. Eligible adult
patients were randomized 1:2 to oral placebo or deucravacitinib 6 mg once daily. Patients randomized to placebo
crossed over to deucravacitinib at Week 16; all patients then continued treatment through 52 weeks. Mean change
and mean percentage change from baseline in PASI were assessed through Week 52. Proportions of patients
achieving treat-to-target outcomes of absolute PASI scores of <1, =3, and <5 through Week 52 were evaluated.
An analysis of covariance model was used with stratification factors of country and prior biologic use as fixed
effects and the baseline value as a covariate.

Results: A total of 220 patients were randomized to deucravacitinib (n=146) and placebo (n=74). Mean baseline
PASI was similar in patients receiving deucravacitinib (24.6) and placebo (24.4). Adjusted mean change in PASI
from baseline at Week 16 was significantly greater with deucravacitinib versus placebo (—16.8 vs —0.4,
respectively; P<0.0001). Improvements in PASI were maintained through Week 52 in patients initially randomized
to deucravacitinib. Higher proportions of patients receiving deucravacitinib versus placebo achieved clinically
meaningful outcomes of absolute PASI <1 (17.1% vs 0%), <2 (35.6% vs 0%), <3 (49.3% vs 1.4%), <4 (59.6% vs
5.4%), and <5 (64.4% vs 6.8%) at Week 16; improvements were maintained through Week 52. Patients who
crossed over to deucravacitinib from placebo after Week 16 showed similar improvements at Week 52 as those
treated with deucravacitinib from Day 1.

Conclusion: These results show that Asian patients with moderate to severe plaque psoriasis treated with
deucravacitinib achieved clinically meaningful absolute PASI outcomes that were superior to placebo.
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Real-life experience on effectiveness and safety of Risankizumab in psoriasis.
Elisabeth VanreII—BUse*l, Aina Rosa Millan Ponsz, Juan Escalast

IHospital Universitari Son Espases, Dermatology, Palma, Spain,2Fundacién Instituto de Investigacion Sanitaria Islas
Baleares (IdISBa), Statistic and Methodological Support, Palma, Spain

Introduction & Objectives: Risankizumab, an IL-23 inhibitor, has been approved for the treatment of moderate-
to-severe plaque psoriasis. The long-term efficacy and safety has been demonstrated in clinical trials, but only in a
few real-world studies.

We report our experience on effectiveness of Risankizumab on psoriasis characteristics after 4-, 12- and 24-week
treatment in 64 patients. Drug survival rate and safety data were also collected.

Materials & Methods: We retrospectively analysed 64 patients from Son Espases Hospital who received
treatment with biologic therapy with Risankizumab for moderate-to-severe plaque psoriasis. We included baseline
characteristics, comorbidities, previous therapies and Psoriasis Area and Severity Index (PASI) score. The
proportion of patients achieving a 75%, 90% and complete resolution (PASI 75, PASI 90, PASI 100) after 4, 12 and
24 weeks was analysed.

Results: A total of 40 men and 24 women were enrolled in our analysis. The mean age of onset of psoriasis was
35 years, and the mean absolute PASI score was 15. Of our patients, 85,9% were previously treated with classic
systemic agents, and 76,5% had received at least 1 biologic treatment previously. After 24 weeks, 98,2% of
patients achieved PASI 75, 89,3% achieved PASI 90 and 55,4% achieved PASI 100. Only 3 patients discontinued
treatment, all of them due to inefficacy, no severe adverse events were identified.

Conclusion: In our experience, Risankizumab was effective and safe in a real-world setting, even in a population
who failed to multiple previous treatments.
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Long-term Safety and Efficacy of Risankizumab for the Treatment of Moderate-to-Severe Plaque Psoriasis:
Interim Analysis of the LIMMitless Open-label Extension Trial Beyond 5.5 Years of Follow-up

Kim A. Papp*l' 2, Mark Lebwohl3, Lluis Puig4, Mamitaro Ohtsuki®, Stefan Beisserts, Sven Richter’, Tianshuang WU/,
Ranjeeta Sinvhal’, Ahmed M Soliman’, Michael Chen/, Andrew Blauvelt®

IAlliance Clinical Trials and Probity Medical Research, Waterloo, Canada,ZUniversity of Toronto, Division of
Dermatology, Toronto, Canada, 3Icahn School of Medicine at Mount Sinai, Department of Dermatology, New York,
United States, 4Hospital de la Santa Creu i Sant Pau, Department of Dermatology, Barcelona, Spain,5Jichi Medical
University, Department of Dermatology, Tochigi, Japan, ®University Hospital Carl Gustav Carus, TU Dresden,

Department of Dermatology, Dresden, Germany, 7AbbVie Inc., North Chicago, United States,SOregon Medical
Research Center, Portland, United States

Introduction & Objectives:

Psoriasis is a chronic, inflammatory skin disease that often requires long-term management for optimal disease
control. Risankizumab (RZB) is a humanized IgG1 monoclonal antibody that specifically inhibits interleukin 23 by
binding to its p19 subunit and is approved for the treatment of moderate-to-severe plaque psoriasis in adults.
Here, long-term safety and efficacy of RZB treatment beyond 5.5 years were evaluated.

Materials & Methods:

In the ongoing LIMMitless study (open-Label extension study to assess the safety and efficacy of dIsankizuMab for
MalnTenance in moderate-to-severe pLaquE type pSoriaSis; NCT03047395), patients initially randomized to
receive RZB 150 mg and who completed a double-blind, phase 2/3 base study (UItIMMal/NCT02684370,
UItIMMa2/NCT02684357, SustaIMM/NCT03000075, NCT03255382, or IMMvent/NCT02694523) were eligible to
continue open-label RZB 150 mg every 12 weeks for up to 5 additional years. This interim analysis evaluated safety
through the data cutoff date (March 08, 2023, up to 324 weeks of treatment) and efficacy through 304 weeks of
continuous RZB therapy. Safety was assessed by monitoring adverse events (AEs), which are reported as the
number of events per 100 patient-years. Efficacy was assessed by the proportion of patients who achieved

= 90%/100% improvement from baseline in Psoriasis Area and Severity Index (PASI 90/PASI 100), static
Physician’s Global Assessment of clear or almost clear (sPGA 0/1), Dermatology Life Quality Index of no effect on
patient’s life (DLQI 0/1), and mean improvement in PASI from baseline. Efficacy was analyzed using 3 methods to
impute missing data (modified nonresponder imputation [mMNRI], last observation carried forward [LOCF], and
observed cases).

Results:

Of the 955 patients randomized to receive RZB 150 mg in the base studies, 897 continued into the LIMMitless
study; 644 were still ongoing at the time of data cutoff. Through week 324, rates of AEs, AEs leading to
discontinuation, and AEs of safety interest were low (Table 1) and consistent with those observed in the 16-week
short-term safety analyses (primary psoriasis safety pool). Patients experienced rapid improvements in efficacy
outcomes within 12—28 weeks of the base studies, which were maintained long-term with continuous RZB
therapy; at week 304, 86.0% of patients achieved PASI 90, 54.3% achieved PASI 100, and 84.7% achieved sPGA 0/1
(mNRL Table 2). Patients also experienced substantial improvements in health-related quality of life with
continuous RZB therapy; 76.1% of patients achieved DLQI 0/1 (mNRI) at week 304. Starting at week 28 of the base
studies, mean improvement in PASI from baseline was 95.6% through week 304 (LOCF).



Conclusion:

Long-term continuous treatment with RZB was well tolerated beyond 5.5 years, with a safety profile consistent
with that observed in previous short-term studies; no new safety findings were reported. RZB consistently
demonstrated high durable efficacy and health-related quality-of-life improvements for up to 5.5 years of
continuous therapy.

Table 1. Treatment-Emergent Adverse Event Summary

Primary Psoriasis Safety Pool LIMMitless Study
16 weeks” = 324 weeks
RZB 150 mg Placebo Continuous RZB 150 mg
N = 1306 N = 300 N = 897
Events (E/100 PYs) PYs = 402.2 PYs =92.0 PYs = 4891.9
Any AE 1279 (318.0) 261 (283.7) 6960 (142.3)
Serious AE 40 (9.9) 16 (17.4) 3311(6.8)
AE leading to
discontinuation of RZB 1(27) 2(2.8) 86 (1.8)
Deaths 2(0.5) 1] a2y
TEAES of safety interest
Adjudicated MACE 1(0.2) 1(1.1) 23 (0.5)°
Serious infections 7(1.7) 1{1.1) 52 (1.1)¢
Systemic
Candidiasis 0 0 0
Active tuberculosis 0 1(1.1) 0
Malignant tumors
(including NMSC) 6{15) 1(1.1) 46 (0.9)¢
NMSC 3(0.7) 1{1.1) 19 (0.4)
Excluding NMSC 3(0.7) 0 27 (0.6)°
Sarious
hypersensitivity 1] 1] 4(=0.1p
reactions
Inflammatory bowel
disease
Crohn's disease 0 0 0
Ulcerative colitis 0 0 1(=0.1)

Primary psoriasis safety pool includes UlIMMa-1, UitMMa-2, IMMhance, and IMMvent, and NCTO205448110
studies.

“Due to natural causes (n = 1), accident {n = 1), cardiopulmonary event (n = 1), cardiac arest (n = 1), sudden
cardiac death (n = 1), cause unknown (n = 3), and COVID-19 infection {n = 1); no deaths were related to study
drug.

“Rates were consistent with previously published benchmarks in the Psoriasis Longitudinal Assessment and
Registry.

“Malignancy types excluding NMSC were colorectal {n = T), skin (n = 5), breast (n = 4), prostate (n = 3), urothelial
(n = 3), utering (n = 2), brain (n = 1), gastric (n = 1), and hoad and neck (n=1).

*Serious hypersensitivity reacticns (all considered unrelated to study drug) were paraphenylenediamine allergy
(n =1, mild, atiributed to hair dye application), generalized microbial eczema (n = 1, moderale, atirbuted to
pralonged duration of generalized eczema and lack of response to treatment with hydrocortisone), Stevens-
Johnson syndrome (n = 2; severe, atftributed to addition of chlorpromazine [n = 1] and attributed to addition of
Bactrim [n = 1]

AE, adverse event, E, event, NMSC, nonmelanoma skin cancer, PYs, patient-years, RZB, nsankizumab.



Table 2: Long-term Efficacy of Continuous RZB 150-mg Treatment

Continuous RZB (N = 897)

Key Efficacy
Outcomes Week 16 Week52  Week148  Week232  Week 304
75.8 86.3 83.8 85.2 86.0
PASI Iy
SI90.% @S%C*  (730,786) (840,885) (814,862) (828,675 (83.7,88.2)
411 56.2 58.1 56.4 54.3

PASI 100, % (95% CI
o ¥ (37.9,44.4) (55.0,614) (54.9,61.3) (53.2,59.7) (51.0, 57.6)

Improvement in PASI,

mean, % (SE)* 92.2 (0.5) 95.3(0.4) 85.5(0.3) 95.5(0.3) 95.6 (0.3)

874(852, 88.7(867, 843(819, 839(815 847 (824,
89.6) 90.8) 86.7) 86.3) 87.1)

66.3 778 774 796 76.1
(63.2, 69.4) (75.1,80.5) (74.6,801) (7V7.0,822) (73.4, 78.9)

SPGA 0/1, % (95% CI)?

DLQI 01, % (95% CIF

*Results were computed using the mNR| methaod for missing data imputation.
*Resulls were compulted using the LOCF method for missing data imputation.
DLQI 01, Dermatology Life Quality Index of clear (0) or aimost clear (1); LOCF, lasi observation carried forward;

mNRI, modified nonresponder imputation; PAS|, Psoriasis Area and Severity Index; RZB, risankizumab;
sPGA 0/1, static Physician's Global Assessment of clear (0) or almost clear (1).
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Abstract N°: 2556

Impact of oral, selective, allosteric tyrosine kinase 2 (TYK2) inhibitor, deucravacitinib, on psoriasis in
patients with active psoriatic arthritis: results from a phase 2 trial

Alice B. Gottliebl, April W. Armstrongz, Joseph F. Merola3, Andrew Napoli4, Miroslawa Nowak? Subhashis
Banerjee?, Thomas Lehman?, Philip J. Mease®

Hcahn School of Medicine at Mount Sinai, New York, United States,ZUniversity of Southern California, Los
Angeles, United States, 3Brigham and Women'’s Hospital, Brigham Dermatology Associates, and Harvard Medical

School, Boston, United States, 4Bristol Myers Squibb, Princeton, United States, 5Swedish Medical
Center/Providence St. Joseph Health and University of Washington, Seattle, United States

Introduction & Objectives: Tyrosine kinase 2 (TYK2) mediates signaling of cytokines (eg, IL-23) involved in
plaque psoriasis (PsO) and psoriatic arthritis (PsA) pathogenesis. Deucravacitinib (DEUC), an oral, selective,
allosteric TYK2 inhibitor, is approved in the US, EU, and other countries for the treatment of adults with moderate-
to-severe PsO who are candidates for systemic therapy. The approval was based on the superiority of DEUC to
apremilast and placebo (PBO) in a variety of PsO disease activity measures in two phase 3 trials in patients with
moderate to severe PsO. In addition, DEUC was efficacious on multiple measures of arthritis severity compared
with PBO in a phase 2 trial in patients with active PsA who had =1 PsO lesion (=2 cm). In patients with body
surface area (BSA) involvement =3% at baseline (80% of patients in this trial), a greater proportion of patients
achieved a =75% reduction in Psoriasis Area and Severity Index (PASI 75) with DEUC treatment (6 mg QD: 42.4%,
P=0.01; 12 mg QD: 59.6%, P<0.0001) vs PBO (20.4%) at week 16. This analysis further evaluated the impact of
DEUC on PsO in patients with PsA in the phase 2 trial (NCT03881059).

Materials & Methods: The phase 2 double-blind PsA trial randomized patients (N=203) 1:1:1 to PBO, DEUC 6 mg
once daily (QD), or DEUC 12 mg QD. After week 16 (Part A), patients could enroll in an optional, double-blind
period until week 52 (Part B). In Part B, patients receiving DEUC who achieved minimal disease activity at week 16
continued DEUC treatment to week 52. Measurements of PsO disease activity, including mean BSA, mean PASI
score, and achievement of BSA and PASI thresholds, were assessed.

Results: At baseline, PsO characteristics were generally comparable across treatment groups, with most patients
(=74%) having BSA =3% to <10% or PASI <12 (Table). At week 16, significant decreases from baseline in mean
PASI score were observed with DEUC treatment vs PBO both in patients with baseline BSA =3% to <10% or PASI
<12 as well as in those with baseline BSA =10% and PASI >12 (Figure). These significant changes in PASI were
observed in the baseline BSA =3% to <10% or PASI <12 population even with very low baseline PASI scores.
Significant decreases in PASI from baseline were observed with DEUC treatment vs PBO in both patients with
background conventional synthetic disease-modifying antirheumatic drug (csDMARD) use (DEUC 6 mg, -4.0 and
12 mg, -4.9 vs PBO, -2.3; P<0.05 for both) and those without csDMARD use (-3.7 and -4.0 vs -2.5, respectively;
P<0.001 for both). At week 16, a greater proportion of patients treated with DEUC vs PBO achieved PASI <1 in
patients with baseline BSA =3% (DEUC 6 mg, 32.2% and 12 mg, 44.2% vs PBO, 18.5%) and in patients with
baseline BSA =10% and PASI >12 (23.1% and 28.6% vs 0.0%, respectively). In patients with baseline BSA =3%,
decreases in mean PASI score at week 16 were maintained through week 52 in patients who continued treatment
with DEUC 6 mg (absolute PASI score, week 16: 2.39, week 52: 1.22) and 12 mg (week 16: 0.64, week 52: 0.24).

Conclusion: Treatment with DEUC significantly improved PsO in patients with PsA, regardless of baseline PsO
severity and background csDMARD use. Of note, improvement in the subgroup of patients with baseline BSA
=10% and PASI >12 in this trial was comparable to that observed in the phase 3 POETYK PSO-1 trial in patients



with baseline BSA =10% and PASI >12.

Table. Baseline psoriasis characteristics

Deucravacitinib Deucravacitinib
Placebo & mg QD 12 mg QD
(n =66} [n=70) {n=867)
BSA <3%, n (%) 9 (14) 11 [16) 14 (21)
BSA severity :’;‘;‘ 23%-<10%, n 32 (49) 37 (53) 29 (43)
BSA 210%, n (%) 22 (33) 22 (31) 23 (34)
PASI <5, n (%) 30 {46) 33 (47) 29 (43}
PASI »5-212
pAS! severity > . 0 [%) 1B (27) 23(33) 30 [45)
PASI >12, n (%) 15 (23} 14 {20) 7(10)
Mot reported, n (%) 3(5) a 1(2)
BSA z3% n (%) 54 (B2) 59 (84) 52 [78)
BSA 23% to <10% or PASI 512 n (%) 49 (74} 57 (81) 59 [88)
BSA 210% and PASI >12 n (%) 14 {21} 13 (19) 7{10)

BS54, bady surface area; PAS|, Psorlasis Area and Severity Index; G0, once dally.

Figure. PASI mean change from baseline at week 16 by psoriasis severity at baseline
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Abstract N°: 2557

Deucravacitinib long-term efficacy in patients originally randomized to placebo: 2-year results from the
POETYK PSO program

Mark Lebwohll, Richard B. Warrenz, Shinichi Imafuku3, Jerry Bagel4, April W. Armstrongs, Thierry Passerone,
Elizabeth Colston’, Lauren Hippeli’/, Andrew Napoli/, Diamant Thaci®, Andrew Baluvelt®

Hcahn School of Medicine at Mount Sinai, New York, United States,zManchester NIHR Biomedical Research
Centre, The University of Manchester, Manchester, United Kingdom, 3Fukuoka University Hospital, Fukuoka, Japan,
4Psoriasis Treatment Center of New Jersey, East Windsor, United States,5University of Southern California, Los
Angeles, United States, 6Cote d’Azur University, University Hospital of Nice, Nice, France,”Bristol Myers Squibb,

Princeton, United States, 8University of Lubeck, Libeck, Germany, 9Oregon Medical Research Center, Portland,
United States

Introduction & Objectives: Deucravacitinib, an oral, selective, allosteric tyrosine kinase 2 inhibitor, is approved in
the US, EU, and other countries for the treatment of adults with moderate-to-severe plaque psoriasis who are
candidates for systemic therapy. In the pivotal POETYK PSO-1 (NCT03624127) and PSO-2 (NCT03611751) trials in
moderate to severe plaque psoriasis, deucravacitinib demonstrated superiority to placebo and apremilast. Here,
long-term outcomes were assessed in patients who crossed over from placebo to deucravacitinib in PSO-1 or
PSO-2 and entered the POETYK long-term extension (LTE) trial (NCT04036435).

Materials & Methods: Patients were randomized 1:2:1 to oral placebo, deucravacitinib 6 mg once daily, or
apremilast twice daily; placebo patients crossed over to deucravacitinib at Week 16. At Week 52, patients could
enter the LTE and receive deucravacitinib for up to 240 weeks. Efficacy outcomes included =75% and =90%
reductions from baseline in Psoriasis Area and Severity Index (PASI 75/90) and static Physician’s Global
Assessment score of 0 (clear) or 1 (almost clear) with a =2-point improvement from baseline (sPGA 0/1). Efficacy
is reported using modified nonresponder imputation (mNRI); patients who had not reached the Week 112
assessment or had not discontinued as of October 1, 2021, were excluded. As-observed data and treatment failure
rule imputation will be presented.

Results: Of the 421 patients originally randomized to placebo, 298 completed PSO-1 or PSO-2 and entered the
LTE. The mNRI population included 249 patients. At Week 112 (96 weeks of continuous deucravacitinib), response
rates were 79.9% (PASI 75), 53.2% (PASI 90), and 59.1% (sPGA 0/1).

Conclusion: Deucravacitinib is associated with durable efficacy with up to 96 weeks of continuous treatment.
Findings are comparable to patients who started deucravacitinib on Day 1 of PSO-1 or PSO-2.
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Abstract N°: 2558

Deucravacitinib long-term efficacy with continuous treatment in plaque psoriasis: 2-year results from the
phase 3 POETYK PSO-1 and POETYK LTE trials

Mark Lebwohll, Richard B. Warrenz, Leon Kircikl, Elizabeth Colston3, Lauren Hippeli3, Andrew Napoli3, Renata M.
Kisa®, Subhashis Banerjee, Alan Menter?, Diamant Thaci®, Andrew Blauvelt®

Hcahn School of Medicine at Mount Sinai, New York, United States,zManchester NIHR Biomedical Research
Centre, The University of Manchester, Manchester, United Kingdom, 3Bristol Myers Squibb, Princeton, United

States, 4Baylor University Medical Center, Dallas, United States,SUniversity of Lubeck, Libeck, Germany, 6Oregon
Medical Research Center, Portland, United States

Introduction & Objectives: Deucravacitinib, an oral, selective, allosteric tyrosine kinase 2 inhibitor, is approved in
the US, EU, and other countries for the treatment of adults with moderate-to-severe plaque psoriasis who are
candidates for systemic therapy. In the phase 3, 52-week, double-blind POETYK PSO-1 (NCT03624127) trial,
deucravacitinib demonstrated superior efficacy versus placebo and apremilast in patients with psoriasis. Here,
long-term efficacy after =2 years of deucravacitinib exposure is reported.

Materials & Methods: In POETYK PSO-1, patients were randomized 1:2:1 to oral placebo, deucravacitinib 6 mg
once daily (QD), or apremilast 30 mg twice daily; at Week 52, patients could enter the POETYK long-term
extension (LTE; NCT04036435) where they received deucravacitinib 6 mg QD. This analysis focused on patients
randomized to deucravacitinib on Day 1 who continued treatment in the POETYK LTE. Efficacy endpoints were
assessed with modified nonresponder imputation (mNRI) and included =75% reduction from baseline in Psoriasis
Area and Severity Index of (PASI 75), =90% reduction from baseline in PASI (PASI 90), and static Physician’s
Global Assessment score of 0 (clear) or 1 (almost clear) with =2-point improvement from baseline (sPGA 0/1).
Maintenance of response was assessed in patients who achieved PASI 75 at Week 24.

Results: In the mNRI population, 262 patients randomized to deucravacitinib on Day 1 of POETYK PSO-1
continued treatment in the POETYK LTE, including 200 who had achieved PASI 75 at Week 24. At Week 112,
response rates for PASI 75, PASI 90, and sPGA 0/1 with deucravacitinib were 82.4%, 55.2%, and 66.5%, respectively.
Among Week 24 PASI 75 responders, efficacy was maintained from Week 24 (PASI 75, 100%; PASI 90, 64.5%; sPGA
0/1, 83.5%) to Week 112 (PASI 75, 91.4%; PASI 90, 64.5%; sPGA 0/1, 73.7%).

Conclusion: Clinical efficacy was maintained for up to 112 weeks with continuous deucravacitinib treatment.
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Abstract N°: 2559

Non-clinical evaluations of deucravacitinib and Janus kinase inhibitor specificity in inflammatory or
homeostatic pathways

Brandon Johnsonl, Jennifer Koenitzerl, Peter H Schaferl, lan M Catlett!

1Bristol Myers Squibb, Princeton, United States

Introduction & Objectives: Deucravacitinib, an oral, selective, allosteric tyrosine kinase 2 (TYK2) inhibitor, is
approved in the US, EU, and other countries for the treatment of adults with moderate-to-severe plaque psoriasis
who are candidates for systemic therapy. TYK2 mediates signaling of select inflammatory pathways compared

with Janus kinase (JAK)1/2/3, which also control cytokines required for homeostasis. Deucravacitinib minimizes
nonspecific activity against JAK1/2/3 and has shown clinical efficacy in psoriasis, PsA, and SLE. JAK inhibitors (JAKi)
typically have changes in clinical laboratory parameters and decrease hemoglobin and leukocytes, including NK
and neutrophils—changes that have not been observed with deucravacitinib. In vitro functional assays may
improve understanding of clinical and pharmacodynamic changes over basic signal transduction assays. This study
evaluated deucravacitinib and JAKi in functional assays for cytokine activity related to the JAKi profile.

Materials & Methods: Hematopoietic stem cells were cultured using MethoCult™ and MegaCult™ for erythroid
and megakaryocyte progenitors in the presence of deucravacitinib or JAKi; colony formations were enumerated.
PBMCs from normal healthy volunteers (NHV) were treated at indicated inhibitor concentration and duration with
IL-2, IL-7, or IL-15 and evaluated by FACS for signaling and functional outputs. NHV mDCs were compared for
IFN-T inhibition by ELISA in the presence of inhibitors. Estimated whole blood inhibitor potencies were determined
by blood:plasma ratios and drug-free fraction.

Results: In assays of JAK2-mediated hematopoiesis, the IC50 of deucravacitinib was >5000 nM. However, JAKi
inhibited with IC50 of 150-693 nM for erythroid, 181-647 nM for myeloid, and 938-4368 nM for megakaryocyte
colony formation (Table 1). Assessing cell signaling and cellular functions requiring the JAK1/3 pair,
deucravacitinib weakly inhibited IL-15-induced NK cell pSTAT, CD107a expression, and proliferation with IC50 of
936 nM, 916 nM, and 711 nM, respectively. Conversely, JAKi were very potent (Table 2) in these assays with a
range of IC50 of 17-41 nM (pSTAT), 21-34 nM (CD107a), and 24-31 nM (proliferation). IFNa-mediated CXCL9/10
production through the JAK1/TYK2 pair was more potently inhibited by deucravacitinib (4 and 9 nM) than JAKi (7-
54 and 60-375 nM) in mDCs (Table 3).

Conclusion: Functional assays of target pathways may provide improved predictions of in vivo effects of drugs
compared with more proximal signal transduction assays. In hematopoietic and functional cell models of JAK or
TYK2 signaling, deucravacitinib was highly selective for TYK2 signaling pathways and did not inhibit JAK-
dependent hematopoietic assays at clinically relevant concentrations. Conversely, JAKi blocked JAK1/3 pair-
dependent signaling and functions and JAK2 pair-dependent colony formation. Deucravacitinib has high
specificity and potency against TYK2, supporting further development in inflammatory diseases.

Table 1. Potency of deucravacitinib and JAK inhibitors against JAK 2-mediated functional differentiation of

hematopoietic stem cells

Total erythroid Myeloid progenitor Megakaryocyte progenitor

colonies colonies colonies
Measured Measured Measured

Compound 1Csa (nM) 95% CI 1Cs0 (NM1) 95% CI 1Cs0 (nM) 95% CI
Deucravacitinib >10,000 NA 5091 3487-6886 9568 7076->10,000
Tofacitinib 693 548-881 647 516-793 4368 3183-5842
Baricitinib 150 115-201 181 157-211 | 938 | B07-1141
Upadacitinib 308 225-409 198 147270 | 1335 | 1009-2161

Cl, confidence interval; ICsq, half maximal inhibitory concentration; JAK, Janus kinase; NA, not applicable.



Table 2. Potency of deucravacitinib and JAK inhibitors against IL-15 signaling and function in NK cells

NK cell proliferation NK cell CD107a expression NK cell pSTATS expression

Measured Measured Measured

Compound 1Cs0 (M) 95% CI 1Cs5 (nM) 95% CI 1Csq (M) 95% CI
Deucravacitinib 711 516-905 916 473-1359 936 435-1436
Tofacitinib 31 13-50 34 15-52 41 <1-81
Baricitinib 24 9-39 2 5-39 35 <1-89
Upadacitinib 7 14-40 21 8-34 17 2-32

CD107a, duster of differentiation 107a; €, confidence interval; ICsq, half maximal inhibitory concentration; IL,
interleukin; JAK, Janus kinase; NK, natural killer; pSTAT, signal transducer and activator of transcription
phosphorylation.

Table 3. Potency of deucravacitinib and JAK inhibitors against IFNa functional outputs in mDCs

CXCLY production EXCL10 production
Compound Measured ICyg (A1) 95% CI Measured I1Csg (nM) 95% Cl
Deucravacitinib 4 1-6 9 4-14
Tofacitinib 54 36-72 375 59-691
Baricitinib 26 10-42 214 40-388
Upadacitinib 7 3-11 60 15-104

Cl, confidence interval; CXCL9/10, chemokine ligand 9/10; ICso, half maximal inhibitory concentration; IFN, interferon;
JAK, Janus kinase; mDC, monocytic dendritic eell.
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Abstract N°: 2560

Deucravacitinib, an oral, selective, allosteric tyrosine kinase 2 inhibitor, in scalp, nail, and palmoplantar
psoriasis in Japanese patients with plaque psoriasis: subset analysis of the phase 3 POETYK PSO-4 trial

Shinichi Imafukul, Yukari Okuboz, Yayoi Tada3, Mamitaro Ohtsuki?, Yangqiu Shao®, Elizabeth Colston6, Renata M.
Kisa®, Subhashis Banerjee®, Akimichi Morita’

1Fukuoka University Hospital, Fukuoka, Japan, 2Tokyo Medical University, Tokyo, Japan, 3Teikyo University School
of Medicine, Tokyo, Japan, 4Jichi Medical University, Tochigi, Japan, >Bristol Myers Squibb, Tokyo, Japan, ®Bristol
Myers Squibb, Princeton, United States, ’Nagoya City University Graduate School of Medical Sciences, Nagoya
City, Japan

Introduction & Objectives: Deucravacitinib, an oral, selective, allosteric tyrosine kinase 2 inhibitor, is approved in
the US, EU, and other countries for the treatment of adults with moderate-to-severe plaque psoriasis who are
candidates for systemic therapy. The open-label, phase 3 POETYK PSO-4 trial (NCT03924427) evaluated
deucravacitinib 6 mg once daily for 52 weeks in Japanese patients with moderate to severe plaque psoriasis.
Efficacy was assessed in the current analysis based on measures of scalp, fingernail, and palmoplantar psoriasis.

Materials & Methods: In this single-arm, open-label trial, adult Japanese patients with moderate to severe
plaque psoriasis received deucravacitinib 6 mg once daily. Endpoints included scalp-specific Physician’s Global
Assessment score of 0 or 1 (ss-PGA 0/1) and Psoriasis Scalp Severity Index (PSSI) in patients with moderate to
severe scalp psoriasis (ss-PGA =3) at baseline, PGA-Fingernails (PGA-F) 0/1 and modified Nail Psoriasis Severity
Index (mNAPSI) in patients with moderate to severe fingernail psoriasis (PGA-F =3) at baseline, and palmoplantar
PGA (pp-PGA) 0/1 and palmoplantar Psoriasis Area and Severity Index (pp-PASI) in patients with moderate to
severe palmoplantar psoriasis (pp-PGA =3) at baseline.

Results: Among a total of 63 patients, there were 35 (55.6%) with scalp psoriasis, 10 (15.9%) with fingernail
psoriasis, and 4 (6.3%) with palmoplantar psoriasis, all with moderate to severe involvement. At Week 16,
improvements were observed in scalp (ss-PGA 0/1, 91.2%; mean change in PSSI, —30.2 [baseline, 32.4]), fingernail
(PGA-F 0/1, 20.0%; mean change in mNAPSI, —9.4 [baseline, 29.7]), and palmoplantar (pp-PGA 0/1, 75.0%; mean
change in pp-PASI, —19.9 [baseline, 24.0]) outcomes. Response rates were maintained through Week 52 (ss-PGA
0/1, 87.5%; PSSI, —28.7; PGA-F 0/1, 40.0%; mNAPSI, —15.4; pp-PGA 0/1, 75.0%; pp-PASI, —22.7).

Conclusion: In Japanese patients with moderate to severe plaque psoriasis, deucravacitinib substantially improved
measures of scalp, fingernail, and palmoplantar disease.
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Abstract N°: 2561

Deucravacitinib, an oral, selective, allosteric tyrosine kinase 2 inhibitor, in Asian patients with moderate to
severe plaque psoriasis: improvement in body surface area involvement in the phase 3 POETYK PSO-3 trial

Jianzhong Zhangl, Yangfeng Dingz, Ping Wanga, Linfeng LI, Weili Pan®, Yan Lu6, Leona Liu/, Renata M. Kisa’, Kim
Hoyt’, Subhashis Banerjee’

peking University People’s Hospital, Beijing, China, 2Shanghai Skin Disease Hospital, Shanghai, China, 3The First
Affiliated Hospital of Chongging Medical University, Chongging, China, “Beijing Friendship Hospital, Beijing, China,
>People’s Hospital of Zhejiang Province, Hangzhou, China,bJiangsu Province Hospital, Nanjing, China, ’Bristol
Myers Squibb, Princeton, United States

Introduction & Objectives: Deucravacitinib, an oral, selective, allosteric tyrosine kinase 2 inhibitor, is approved in
the US, EU, and other countries for the treatment of adults with moderate-to-severe plaque psoriasis who are
candidates for systemic therapy. In the global phase 3 POETYK PSO-1 (NCT03624127) and PSO-2 (NCT03611751)
trials, deucravacitinib demonstrated superiority to placebo. This study evaluated the efficacy of deucravacitinib
over 52 weeks in Asian patients from mainland China, Taiwan, and South Korea based on body surface area (BSA)
involvement, BSA by static Physician’s Global Assessment (BSA x sPGA), and sPGA.

Materials & Methods: The phase 3 POETYK PSO-3 trial (NCT04167462) examined deucravacitinib in Asian
patients from mainland China, Taiwan, and South Korea. Adult patients were randomized 1:2 to oral placebo or
deucravacitinib 6 mg once daily. Patients receiving placebo crossed over to deucravacitinib at Week 16, and
patients randomized to deucravacitinib on Day 1 continued treatment for 52 weeks. Endpoints included BSA
involvement and a convenient measure of overall severity, BSA x sPGA, in POETYK PSO-3 at Weeks 16 and 52.

Results: Mean baseline scores were similar for patients randomized to placebo (n = 74; BSA, 33.4%; BSA x sPGA,
109.1) and deucravacitinib (n = 146; BSA, 34.1%; BSA x sPGA, 110.3). In patients receiving placebo, BSA
involvement at Week 16 increased by 12.9% and BSA x sPGA increased by 8.3% versus a decrease of 68.2% and
78.1%, respectively, in deucravacitinib-treated patients. At Week 16, 10.8% of patients receiving placebo achieved
a =75% improvement from baseline in BSA x sPGA, versus 76% of patients treated with deucravacitinib.
Improvements in all measures were maintained at Week 52 for patients continuously treated with deucravacitinib;
comparable results were observed in placebo patients who crossed over to deucravacitinib at Week 16.

Conclusion: These results demonstrate that deucravacitinib treatment was associated with marked improvements
in BSA and BSA x sPGA by Week 16 that were sustained through 52 weeks in Asian patients with moderate to
severe plaque psoriasis.
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Abstract N°: 2563

Deucravacitinib, an oral, selective, allosteric tyrosine kinase 2 inhibitor, in Asian patients with scalp,
palmoplantar, and nail psoriasis: subgroup analysis of the phase 3 POETYK PSO-3 trial

Jianzhong Zhang?, Yangfeng Ding?, Ping Wang?, Linfeng LI*, Weili Pan®, Yan Lu®, Hao Cheng’, Xian Jiang®, Ji-Chen
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Introduction & Objectives: Deucravacitinib, an oral, selective, allosteric tyrosine kinase 2 inhibitor, is approved in
the US, EU, and other countries for the treatment of adults with moderate-to-severe plaque psoriasis who are
candidates for systemic therapy. Deucravacitinib mediates cytokine signaling (interleukin-23 and Type I
interferons) involved in psoriasis pathogenesis. In two global phase 3 trials, POETYK PSO-1 (NCT03624127) and
PSO-2 (NCT03611751), deucravacitinib demonstrated superiority to placebo in patients with moderate to severe
scalp, palmoplantar, and nail psoriasis. This study evaluated the efficacy of deucravacitinib in Asian patients from
mainland China, Taiwan, and South Korea with moderate to severe scalp, nail, and palmoplantar psoriasis in the
phase 3 POETYK PSO-3 trial (NCT04167462).

Materials & Methods: Adult patients were randomized 1:2 to oral placebo or deucravacitinib 6 mg once daily.
Patients receiving placebo crossed over to deucravacitinib at Week 16, and patients randomized to deucravacitinib
continued treatment for 52 weeks. Endpoints included scalp-specific, palmoplantar, and fingernail Physician’s
Global Assessment scores of 0 (clear) or 1 (almost clear) with a =2-point improvement from baseline (ss-PGA 0/1,
pp-PGA 0/1, and PGA-F 0/1, respectively), =90% improvement in Psoriasis Scalp Severity Score (PSSI 90), and
=75% improvement in modified Nail Psoriasis Severity Index (mNAPSI 75) in patients with moderate to severe
scalp (ss-PGA =3), palmoplantar (pp-PGA =3), or fingernail (PGA-F =3) involvement, respectively, at baseline.

Results: Of the 220 patients randomized (deucravacitinib, n=146; placebo, n=74), 106 (72.6%), 15 (10.3%), and
46 (31.5%) treated with deucravacitinib and 51 (68.9%), 7 (9.5%), and 24 (32.4%) receiving placebo had baseline
ss-PGA =3, pp-PGA =3, and PGA-F =3, respectively. At Week 16, ss-PGA 0/1, PSSI 90, and pp-PGA 0/1 rates were
significantly higher in patients treated with deucravacitinib (62.9%, 51.4%, and 66.7%, respectively) versus placebo
(9.8%, 5.9%, and 0%; P<0.01 for all). PGA-F 0/1 and mNAPSI 75 responses were numerically higher with
deucravacitinib (19.6% and 10.9%, respectively) than placebo (4.2% and 4.2%). Response rates were improved or
maintained with continued deucravacitinib through Week 52.

Conclusion: Deucravacitinib improved scalp, palmoplantar, and nail disease burden in Asian patients with
moderate to severe plaque psoriasis.
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Abstract N°: 2564

Deucravacitinib, an oral, selective, allosteric tyrosine kinase 2 inhibitor, in Asian patients with moderate to
severe plaque psoriasis: onset of action and maintenance of response in the phase 3 POETYK PSO-3 trial

Jianzhong Zhangl, Yangfeng Dingz, Ping Wanga, Linfeng LI, Weili Pan®, Yan Lu6, Leona Liu/, Renata M. Kisa’, Kim
Hoyt’, Subhashis Banerjee’

peking University People’s Hospital, Beijing, China, 2Shanghai Skin Disease Hospital, Shanghai, China, 3The First
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Introduction & Objectives: Deucravacitinib, an oral, selective, allosteric tyrosine kinase 2 inhibitor, is approved in
the US, EU, and other countries for the treatment of adults with moderate-to-severe plaque psoriasis who are
candidates for systemic therapy. Deucravacitinib was well tolerated and efficacious in two global phase 3 trials,
POETYK PSO-1 (NCT03624127) and PSO-2 (NCT03611751), as well as in POETYK PSO-3 (NCT04167462), a phase
3 trial in patients from mainland China, Taiwan, and South Korea. Here, we report onset of action and maintenance
of response to deucravacitinib in POETYK PSO-3.

Materials & Methods: In the 52-week phase 3 POETYK PSO-3 trial, adult patients were randomized 1:2 to oral
placebo or deucravacitinib 6 mg once daily. Patients receiving placebo crossed over to deucravacitinib at Week 16,
and patients randomized to deucravacitinib continued treatment for 52 weeks. Onset of action was evaluated by
Psoriasis Area and Severity Index (PASI), body surface area (BSA) involvement, and BSA x static Physician’s Global
Assessment (BSAxsPGA). Achievement of a =75% reduction from baseline in PASI (PASI 75) and patient-reported
outcomes including Dermatology Life Quality Index (DLQI) and Psoriasis Symptoms and Signs Diary (PSSD) were
also assessed. Maintenance of response was assessed by achievement of PASI 75, sPGA 0/1, DLQI, and PSSD with
continuous deucravacitinib treatment and patients crossing over from placebo at Week 16 through Week 52.

Results: Deucravacitinib (n=146) was associated with significantly larger mean changes from baseline vs placebo
(n=74) by Week 1 in PASI and the more convenient measure in clinic, BSAxsPGA (—2.8, P<0.002 and —10.1,
P<0.04, respectively) and by Week 2 in BSA involvement (—3.3, P<0.0007). Achievement of PASI 75 and an sPGA
score of 0 (clear) or 1 (almost clear) with =2-point improvement from baseline (sPGA 0/1) was significantly
higher with deucravacitinib vs placebo by Week 4 (P<0.006 and P<0.0006, respectively). Responses were
maintained through 52 weeks with continuous deucravacitinib treatment; patients who crossed over from placebo
at Week 16 had comparable results at Week 52. Patient-reported outcomes (PSSD, DLQI 0/1) were improved as
early as Week 2 with deucravacitinib vs placebo; improvements were maintained through Week 52.

Conclusion: Deucravacitinib displayed a rapid onset of action by Week 1 and sustained maintenance of response
in Asian patients with moderate to severe plaque psoriasis.
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Abstract N°: 2565

Deucravacitinib, an oral, selective, allosteric tyrosine kinase 2 inhibitor, in Asian patients with moderate to
severe plaque psoriasis: safety findings from the phase 3 POETYK PSO-3 trial
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Introduction & Objectives: Deucravacitinib, an oral, selective, allosteric tyrosine kinase 2 inhibitor, is approved in
the US, EU, and other countries for the treatment of adults with moderate-to-severe plaque psoriasis who are
candidates for systemic therapy. In two global phase 3 studies, POETYK PSO-1 and PSO-2, deucravacitinib showed
superior efficacy versus placebo and apremilast with acceptable safety and tolerability. Here, we report safety
results from the phase 3 POETYK PSO-3 trial (NCT04167462) of deucravacitinib in patients with moderate to
severe plaque psoriasis in mainland China, Taiwan, and South Korea.

Materials & Methods: Adults with moderate to severe plaque psoriasis were randomized 1:2 to oral placebo or
deucravacitinib 6 mg once daily. Patients receiving placebo crossed over to deucravacitinib at Week 16; patients
randomized to deucravacitinib continued treatment for 52 weeks. Safety outcomes were assessed over 52 weeks.
After completing the study, patients were able to enroll in a long-term, open-label extension trial; patients who
did not enter the extension underwent 4 weeks of safety surveillance.

Results: A total of 220 patients were randomized to deucravacitinib (n=146) and placebo (n=74). At Week 52, the
exposure-adjusted incidence rates (EAIRs) per 100 person-years (PY) for deucravacitinib versus placebo,
respectively, were 319.9 versus 364.7 for adverse events (AEs), 6.5 versus 4.5 for serious AEs, and 2.7 versus 0 for
AEs leading to discontinuation. No deaths were reported during the trial. AEs with EAIRs =10/100 PY with
deucravacitinib included upper respiratory tract infection (25.9/100 PY) and nasopharyngitis (23.6/100 PY). No
cases of influenza, COVID-19, opportunistic infection, tuberculosis, malignancy, major adverse cardiovascular
event, or venous thromboembolism were reported over the 52-week trial. Five cases of localized herpes zoster
(deucravacitinib, n=5; placebo, n=0) were reported over 52 weeks (2.7/100 PY). No case of herpes zoster was
serious, disseminated, or led to discontinuation.

Conclusion: Deucravacitinib was generally safe and well tolerated over 52 weeks in Asian patients with moderate
to severe plaque psoriasis.
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Abstract N°: 2566

Deucravacitinib, an oral, selective, allosteric tyrosine kinase 2 inhibitor, in Asian patients with moderate to
severe plaque psoriasis: laboratory parameters from the phase 3 POETYK PSO-3 trial
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Introduction & Objectives: Deucravacitinib, an oral, selective, allosteric tyrosine kinase 2 inhibitor, is approved in
the US, EU, and other countries for the treatment of adults with moderate-to-severe plaque psoriasis who are
candidates for systemic therapy. In the phase 3 global POETYK PSO-1 (NCT03624127) and PSO-2 (NCT03611751)
trials, deucravacitinib showed superiority versus placebo and apremilast across multiple endpoints and was well
tolerated. This study compared the effects of deucravacitinib versus placebo on multiple laboratory parameters in
patients with moderate to severe plaque psoriasis from mainland China, Taiwan, and South Korea in the POETYK
PSO-3 trial (NCT04167462).

Materials & Methods: Patients with stable moderate to severe plaque psoriasis (Psoriasis Area and Severity Index
=12, static Physician’s Global Assessment =3, body surface area involvement =10%) were randomized 1:2 to oral
placebo or deucravacitinib 6 mg once daily in the 52-week, phase 3, double-blind POETYK PSO-3 trial. Patients
receiving placebo crossed over to deucravacitinib at Week 16. Changes from baseline levels for standard
hematologic parameters (lymphocytes, neutrophils, platelets, hemoglobin) and chemistry parameters, including
lipids (total cholesterol, high- and low-density lipoprotein cholesterol, triglycerides) and serum creatine
phosphokinase, were evaluated. Shifts in Common Terminology Criteria for Adverse Events (CTCAE; version 5.0)
severity grade of laboratory abnormalities between baseline and Weeks 16 and 52 were also assessed.

Results: A total of 220 patients (deucravacitinib, n=146; placebo, n=74) were randomized and analyzed. Overall,
no clinically meaningful changes from baseline levels in mean values were observed in any laboratory parameter
over the placebo-controlled period (Weeks 0-16). Additionally, no clinically relevant changes from baseline levels
were observed up to Week 52 with continued deucravacitinib treatment. The majority of patients remained within
normal limits in laboratory parameters throughout the trial; shifts of =2 CTCAE grades from baseline were
balanced overall and infrequent in both treatment groups. There were no discontinuations due to laboratory
abnormalities.

Conclusion: Deucravacitinib did not result in clinically significant laboratory abnormalities in Asian patients with
moderate to severe plaque psoriasis.
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Abstract N°: 2571

Treatment choice and clinical progression of plaque psoriasis: An observational, retrospective cohort study
using the French EGB database

Gaudry Jean—Lucl, Charles Taiebz, Jessica Gonnet3, Pertus Delphine3, Richard Marie-Aleth?

1Real Consulting Data, Montrouge, France, 2Emma, FONTENAY SOUS BOIS, France, 3LEO Pharma, Voisins-le-

Bretonneus, France, *Marseille University Hospital Timone, Marseille, France

Introduction: Psoriasis (PsO) is a chronic heterogeneous skin disease that substantially affects patient quality of
life. Current treatments are tailored to severity and zones affected by PsO ranging from topical treatments to
systemic therapies (STs) and biologics. This national scale study provides insights into how patients with plaque
PsO have been treated in France and the clinical progression of the dermatosis from 2014 to 2019.

Methods: An observational retrospective cohort study was conducted using theEchantillon Généraliste des
Bénéficiaires (EGB) database. Included patients were those: i) with a primary, associated or related PsO diagnosis
in this database and/or ii) with a long-term disease status record from the national health insurance, and/or iii)
prescribed with topical treatments, STs and biologics. Excluded patients were: i) under six-year-olds, ii) with a filled
associated diagnosis of PsO in the PMSI database without treatment reimbursement, and iii) prescribed
rheumatological STs/biologics or methotrexate (MTX) only. Variables included clinical progression, comorbidity
prevalence and days off work. Patient characteristics, therapy modifications, prescriber specialty and prescribed
calcipotriene and betamethasone dipropionate (Cal/BD) were described.

Results: Although 5,366 patients were identified, 485 patients received MTX alone (96% prescribed by
rheumatologists). Out of the 4,881 patients included, 86% identified as mild PsO patients, 11% moderate, and 3%
severe. The mean age was 52 years and 51% of patients were male. The most prescribed treatment was at least
one Cal/BD (85%) followed by dermocorticosteroids only (60%), STs (10%) and biologics (2%). For 4,213 mild PsO
patients, 86% received specific topical treatments (including a fixed dose Cal/BD) and 14% received
dermocorticosteroids only. For 541 moderate PsO patients, 20% received STs only, while 60% received STs
combined with specific topical treatments. Most ST prescriptions were MTX. For 127 severe PsO patients, 36% were
treated with biologics only and 38% with combined conventional STs and biologics. Cardiometabolic pathologies
& risk factors were the most prevalent comorbidity type (42%, 39% and 35% for mild, moderate and severe PsO
respectively) followed by anxiety/depression mostly affecting patients with severe PsO (28%). The clinical
progression of mild PsO in relation to patient comorbidities as well as for those treated with topical treatments
was statistically significant. Overall, patients with mild severity (7%) switched to conventional STs [95%CL: 5 to 8]
and patients with moderate severity (7%) transitioned to biologics [95%CI: 5 to 9] over the five-year follow up.
Since 2018, Cal/BD prescriptions were mostly given alone (62%) followed by combined therapy with
dermocorticosteroids (30%), and increased from 24% to 34% in 2019 for patients that were previously treated with
dermocorticosteroids. In the five years, over half of patients with mild PsO never or were no longer treated with
topical treatments and corticosteroids. Around 30% of patients with moderate PsO were no longer treated with
conventional STs. In addition, 5,027 days off work were taken, mostly by patients with mild severity (n=4,113), and
were prescribed by GPs, other specialty physicians and psychiatrists.

Conclusions: Our findings provide an understanding to long-term PsO treatment outcomes, with different
patterns and different reasons across the three severity stages.
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Psoriasis Status and Care in the University Environment

Christina Morcos*!
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Psoriasis Status and Care in the University Environment
Christina Morcos, Michael Sticherling

Introduction: Psoriasis is a common chronic systemic immune-
mediated inflammatory skin disorder. Approximately 2% of the
population suffers from Psoriasis. Validated scores like PASI Score,
DLQI, and GEPARD scores are necessary to evaluate the patients. The
advantage of biological agents within the past two decades has
dramatically improved the treatment of psoriasis and psoriatic arthritis.

Objectives: Our objective was to study the prevalence, epidemiology,
comorbidities, severity, association with psoriatic arthritis and the
different lines of treatments.

Patients and Methods: This retrospective study included 869 patients
with psoriasis recruited from both the outpatient and the inpatient
clinics of the Dermatology department.

The data was collected from the Soarian software system based on the
clinical or histologically confirmed diagnosis of Psoriasis. Full personal
and family history together with a full assessment of the psoriasis
lesions both clinically and with different scores like PASI, DLQI, and
GEPARD scores were documented. Skin Punch biopsies were done if
necessary, and a treatment plan for every patient was done after full
assessment, the patient was referred to the Rheumatology clinic if
there was an associated joint pain.

Results: 40.5% of the patients have a family history and one-third of
the patients got their first diagnosis between 18 and 40 years old. The
mean duration of patient care in the clinic was 38.4 months. The most



common type of psoriasis was psoriasis vulgaris 79.3%, scalp psoriasis
25%, inverse psoriasis 16.2% and pustular psoriasis 9%. The most
affected area was the trunk (69.3%), followed by the extremities
58.1%. 21.3% were confirmed to have Psoriasis-arthritis.

47.3% of the patients had different comorbidities, the most frequent was arterial hypertension 30.7%, adiposities
(17.3%), hyperlipidemia (14.5%), hypothyroid (8.9%), and depression (6.7%). There was a significant association
between nail affection and psoriasis arthritis.

45.6% of the patients were using systemic biologics, 38.2% topical therapies, 11.6% the classic systemic therapies
and only 4.6% Small Molecular Antagonists. The most frequently used topical therapy was the fixed combination
(Glucocorticoids with Vitamin D in 61%, followed by calcipotriol (37.4%) and Glucocorticoids Class 2-3 (35.2%).
45.2 % of the patients were receiving Ultraviolet therapy. The narrowband UVB (23.8%), followed by bath PUVA
14.8%.

Among the current systemic medications, ustekinumab was the most used (11.9%), followed by secukinumab
(10.6%), adalimumab 7.1% and methotrexate (5.5%). Whereas the most frequently used systemic drugs among
the drug history were methotrexate (26.2%), fumarates (24.5%) followed by ustekinumab (20.4%). ## Conclusion:
The various evaluated clinical parameters and scores have improved over time with treatment, especially with the
biological therapy.The retrospective compilation of data is a major constraint and limits further substantial
conclusions. Therefore, a prospective and preferably comparative or placebo-controlled study is clearly needed.
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Excess modifiable cardiovascular risk factors among psoriasis patients with coronary artery disease
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Appointed - BioMedical Sciences, Faculty of Medicine; Memorial University

Introduction & Objectives: Excess cardiovascular disease in psoriasis is due to multiple etiological factors. PET
scans in psoriasis have demonstrated systemic inflammation is associated with widespread large-vessel
inflammatory changes. Furthermore, metabolic disease increases the risk of psoriasis. This study aims to compare
the presence of traditional cardiovascular (CV) risk factors on the prevalence and severity of coronary artery
disease (CAD) in psoriasis patients versus those without psoriasis.

Materials & Methods: All patients were identified from the local APPROACH database that prospectively
collected patient demographics, traditional CV risk factors, and the extent of vascular disease among patients who
underwent cardiac catheterization. Traditional risk factors were self-reported at the pre-op visit before the cardiac
catheterization. The extent of CAD was extracted from the catheterization reports. CAD was categorized into four
main categories: severe, moderate, mild, and normal, based on the number of vessels involved, type of vessel, and
percentage of vessel occlusion. Patients from the APPROACH cohort were identified as having psoriasis if the
provincial billing code had at least one health visit under code 696 from a dermatologist. In contrast, control
patients never had 696 billing codes administered. Descriptive statistics, chi-squared, and multivariate regression
were used for the analysis.

Results: 442 psoriasis patients and 1724 non-psoriasis patients were identified from the APPROACH database.
Severe, moderate, mild, and normal CAD were noted in 192, 149, 39, and 62 patients with psoriasis and 737, 648,
140, and 199 control patients, respectively. The average number of traditional CV risk factors in psoriasis was 3.20
compared to 2.99 for non-psoriasis patients (p=0.0025). Psoriasis patients with moderate to severe CAD had a
significantly greater number of traditional CV risk factors than controls (3.31 vs 3.10; p=0.0234). Among psoriasis
patients, the number of CV risk factors correlated with the extent of CAD as severe, moderate, mild, and normal
CAD had 3.38, 3.23, 2.95, and 2.83 CV risk factors, respectively. Dyslipidemia, diabetes, renal insufficiency, heart
failure, increasing age, and male sex predicted increased CAD in psoriasis patients (p< 0.05 for all factors).

Conclusion: Psoriasis patients have more risk factors than control patients; this is more evident for those with
CAD. There is a direct relationship between the number of CV risk factors and the severity of CAD. Numerous
modifiable risk factors predictive of CAD in psoriasis patients were identified in this study and may help lessen the
burden of CAD if managed appropriately.

32ND EADV Congress 2023
11 OCTOBER - 14 OCTOBER 2023
POWERED BY M-ANAGE.COM

AP



[=/\ CONGRESS
DV

BERLIN 11-14 OCTOBER 2023

Abstract N°: 2629

A US Claims Database Analysis Estimating Risk of All-Cause Mortality in Patients with Generalised Pustular
Psoriasis

Alice Gottliebl, Thomas Zimmermann*z, Layla Lavasaniz, Juan Semecoz, Mark Lebwoht

lcahn School of Medicine at Mount Sinai, NY, United States,2Boehringer Ingelheim International GmbH,
Ingelheim, Germany

Introduction & Objectives: Generalised pustular psoriasis (GPP) is a rare, chronic, neutrophilic skin disease
characterised by recurring flares of widespread erythema, oedema, coalescing pustules, and possible systemic
symptoms. GPP flares may require hospitalisation and can be life-threatening. There is limited data to describe the
mortality burden of GPP in the United States. The objective of this study was to compare all-cause mortality
among patients with GPP to matched populations of patients with plaque psoriasis (PsO), and the general
population without GPP or PsO.

Materials & Methods: Inovalon Insights real-world claims data were used to identify five cohorts (All GPP,
Comorbid GPP+PsO, GPP Only, PsO Only, General Population) based on the International Classification of
Diseases, Tenth Revision (ICD-10) diagnosis codes over a 4-year period (Jan 1, 2016 to Dec 31, 2019). GPP Only,
PsO Only, and comorbid GPP+PsO were mutually exclusive cohorts. The All GPP group was defined by considering
the GPP Only (excluding PsO) and comorbid GPP+PsO cohorts together. The General Population cohort consisted
of patients meeting the inclusion criteria without a medical claim for GPP or PsO during the pre- and post-index
periods. All-cause mortality was assessed during two periods: a 365-day post-index diagnosis and a maximum
follow-up period for each patient (i.e., until the study period ended or a patient experienced an event). Greedy
caliper propensity score matching was used to match GPP patients 1:2 to the PsO and General Population cohorts
using index year, age, gender, insurance type, region, and Charlson Comorbidity Index (CCI). Risk of all-cause
mortality was assessed using Cox proportional hazard models.

Results: Patients across cohorts were primarily female and commercially insured (Table 1). Patients in the GPP
Only cohort were significantly older at index and had significantly higher CCI scores compared to PsO Only and
General Population cohorts (p<0.001; Table 1), which highlights the higher severity of GPP. At 365 days of follow-
up (Table 2), the All GPP cohort had a significantly higher risk of mortality compared to both the General
Population (HR 4.93, 95% CI 2.24 to 10.88) and the PsO Only cohort (HR 2.31, 95% CI 1.32 to 4.04). The GPP+PsO
cohort had a significantly higher mortality risk than the PsO Only cohort (HR 2.67, 95% CI 1.15 to 6.20). At 365
days follow-up the GPP Only cohort had a numerically higher risk of mortality compared to the PsO cohort. While
not statistically significant at that timepoint, the higher risk was significant at the later timepoint. Indeed, at the
maximum follow-up (Table 2), the risk of mortality for the All GPP cohort was almost 4 times higher than the
general population (HR 3.98, 95% CI 2.92 to 5.43) and 1.5 times higher than the PsO Only cohort (HR 1.49, 95% CI
1.20 to 1.85). In both the GPP+PsO cohort and GPP Only cohort, the risk of mortality was almost 1.5 times the risk
of the PsO Only cohort (HR 1.41, 95% CI 1.05 to 1.90; HR 1.49, 95% CI 1.10 to 2.03), with all comparisons at the
maximum follow-up being statistically significant.

Conclusion: This study characterizing all-cause mortality in patients with GPP demonstrated a higher risk of
mortality in GPP compared to both the matched PsO and General Population cohorts. These results fill a
significant gap in the existing literature and reinforce the need for increased awareness of the mortality burden as
well as the comorbidity burden in GPP.



Table 1. Cohort Demographics

Comaorbid General
Variahl GPP Onl PsO Onl All GPP
e e GPP+PsO e Population
N 1,246 1,384 127,540 19,641,441 2,630
Index Year; n (%}
2016 520 {41.7%) 618 [44.7%) 57,234(44.9%) 13783,507 1,138 (43.3%)
(81.1%)
2017 259 {20.8%) 333 (24.1%) 30,043 (23.6%) | 1288578 (6.6%] | 592 (22.5%)
2018 260 (20,9%) 233 (16.8%) 22,926 (18.0%) | 656,73613.3%) 493 {18,7%)
2019 207 (16.6%) 200 (14.5%) 17,337 (13.6%) | 1,760,220 (5.0%) | 407 (15.5%)
Gender; n (%)
Femnale 776 (62.3%) 267 (62.6%) 57,548 [53.0%) 10632411 1,543 (62.5%)
(54.1%)
Male 470 (37.7%) 517 (37.4%) 59,992 (47.0%) e 987 (37.5%)
(45.9%)
Insurance Type; n {%)
Commercal 683 {54.8%) 795 (57.4%) 93,308 (73.2%) 11,663,868 1,478 {56.2%)
: (59.43%}
5,724,463
Medicaid 376 (30.27%) 430 (31.1%) 21,910 (17.2%) 129.1%) BO6 [30.6%)
: 2,253,110
Medicare Advantage 187 {15.0%) 159 (11.5%) 12,322 (9.7%) i11.0%) 346 {13.2%)
Region; n (%)
Midwest 334 (26.8%) 337 (24.3%) 36,928 (29.0%) 4,724,851 671 {25.5%)
(24.1%])
3,324,57
Martheast 256 {20.5%) 279 (20.2%) 27,179 (21.3%) &12 E;%}l 535 {20.3%)
; 6,427,700
South 457 (36.7%) 533 (38.5%) 38,963 (30.5%) {32 %%c;n 990 (37.6%)
4
West 199 {16.0%) 235 (17.0%) 24,470 (19.2%) 5&2 5;1}9 434 {16.5%)
Age at Index
50.8 46.7F
0] S0 53.9(17.4 52.5(16.4, 53.3(16.9
o il Bl (16.6) (17.2) =
Age Group; n (%)
2,663,752
18-24 28 (2.2%) 38 (2.7%) 6,923 (5.4%) ta%E) 66 {2.5%)
2,869,280
-34 99 (7. E 4 i 4 (8.
25 (7.9%) 115 [8.3%) 13,114 (10.3%) F14.6%) 214 (8.1%)
3,252,043
35-44 177 {14.2%) 226 (16.3%) 21,330 (16.7%) ﬁs é%} 403 {15.3%)
i
45-54 288 (23.1%) 326 (23.6%) 30,512 (23.9%) 3{?205%-;5 614 {23.3%)
55-64 445 (35.8%) 464 (33.5%) 37,761 (29.6%) 4{2?_‘;;? 910 {34.6%)
12,641
65-74 139 {11.2%) 166 (12.0%) 19.9%) 1,847,685 (9.4%) 305 {11.6%)
5,259
75+ 69 (5.5%) 49 (3.5%) (4.1%) 1,094,215 [5.6%) 118 (4.5%)
CCl [Total)
Mean (50) 148(2.48) | 153(216) | 084171 | 075(159) | 1.51(217)

Abbreviations: CCI: Charlson Comorbidity Index; GPP; Generalised pustular psoriasis; Ps0: plague psariasis; S0: standard deviation

Table 2. Mortality Risk

Comparison Populations Hazard Ratio | 95% Cl P-value
365 Day Follow-Up
All GPP vs General Population 4.93 2.24,10.88 <0.001
All GPP vs PsO 2.31 1.32,4.04 0.004
Comorbid GPP+ PsO vs PsO Only 2.67 1.15,6.20 0.022
GPP Only vs PsO Only 1.90 0.88, 4.14 0.104
Maximum Follow-Up
All GPP vs General Population 3.98 292,543 <0.001
All GPP vs PsO 1.49 1.20, 1.85 <0.001
Comorbid GPP+ PsO vs PsO Only 1.41 1.05, 1.90 0.023
GPP Only vs PsO Only 1.49 1.10, 2.03 0.011

Bold indicates statistical significance
Abbreviations: CI: confidence interval; GPP: generalised pustular psoriasis; PsO: plague psoriasis
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Abstract N°: 2633

Deucravacitinib, an oral, selective, allosteric tyrosine kinase 2 inhibitor, in Asian patients with moderate to
severe plaque psoriasis: efficacy by baseline demographics and disease characteristics in the phase 3
POETYK PSO-3 trial

Jianzhong Zhang?, Yangfeng Ding?, Ping Wang?, Linfeng LI*, Weili Pan®, Yan Lub, Hao Cheng’, Xian Jiang®,
Shuping Guo?, Tsen-Fang Tsail%, Yong-Beom Choell, Renata M. Kisal?, Kim Hoyt'2, Shilpa Kamat!?, Rebecca
Vanlandingham!2, Subhashis Banerjee!2

peking University People’s Hospital, Beijing, China, 2Shanghai Skin Disease Hospital, Shanghai, China, 3The First
Affiliated Hospital of Chongging Medical University, Chongging, China, 4Beijing Friendship Hospital, Capital
Medical University, Beijing, China, ®People’s Hospital of Zhejiang Province, Hangzhou, China,®Jiangsu Province
Hospital, The First Affiliated Hospital of Nanjing Medical University, Nanjing, China, ’Sir Run Shaw Hospital,
Zhejiang University School of Medicine, Hangzhou, China, 8West China Hospital, Sichuan University Medical
School, Chengdu, China, IFirst Hospital of Shanxi Medical University, Taiyuan, China,lONationaI Taiwan University

Hospital, Taipei, Taiwan, 1XKonkuk University Medical Center, Seoul, Korea, Rep. of South, 2Bristol Myers Squibb,
Princeton, United States

Introduction & Objectives: Tyrosine kinase 2 (TYK2) is an intracellular enzyme that mediates signaling of
cytokines (interleukin-23 and Type I interferons) involved in psoriasis pathogenesis. Deucravacitinib, an oral,
selective, allosteric TYK2 inhibitor, is approved in the US, EU, and other countries for the treatment of adults with
moderate-to-severe plaque psoriasis who are candidates for systemic therapy. POETYK PSO-3 (NCT04167462), a
phase 3 trial in Asian patients with moderate to severe plaque psoriasis, demonstrated that deucravacitinib was
superior to placebo at Week 16 and maintained efficacy through Week 52 with continuous treatment (Zhang J, et
al. Presented at the 31st EADV Congress; September 7-10, 2022; Milan, Italy). Here, we report the efficacy of
deucravacitinib at Week 16 by baseline patient demographic and disease characteristics in this study population.

Materials & Methods: Adults (age =18 y) from mainland China, Taiwan, or South Korea with moderate to severe
plaque psoriasis (baseline Psoriasis Area and Severity Index [PASI] =12, static Physician’s Global Assessment
[sPGA] =3, and body surface area involvement =10%) were randomized 1:2 in a blinded manner to oral placebo
or deucravacitinib 6 mg once daily. Coprimary endpoints at Week 16 were the proportion of patients achieving
=75% reduction from baseline in PASI (PASI 75) and the proportion achieving sPGA score of 0 (clear) or 1 (almost
clear) with a =2-point improvement from baseline (sPGA 0/1). Prespecified subgroup analyses of PASI 75 and
sPGA 0/1 response rates at Week 16 were performed by sex, body weight, disease severity, disease duration, and
age at disease onset at baseline. Differences (95% confidence interval [CI]) between groups were obtained using a
Cochran-Mantel-Haenszel test stratified by region (mainland China vs non-mainland China) and prior biologic
therapy per randomization. Nonresponder imputation was used for missing data.

Results: In the deucravacitinib (n=146) and placebo (n=74) groups, respectively, baseline demographic (male,
84.2% vs 77.0%; mean body weight, 77.5 kg vs 74.5 kg) and disease characteristics (mean PASI score, 24.6 vs 24.4;
mean disease duration, 13.1 y vs 13.9 y; mean age at disease onset, 27.9 y vs 28.1 y) were comparable. At Week
16, significantly higher proportions of patients in the overall population treated with deucravacitinib versus
placebo achieved PASI 75 (68.8% vs 8.1%, respectively; difference [95% CI], 60.7% [50.9%, 70.6%]; P<0.0001) and
SPGA 0/1 (55.6% vs 6.8%; 48.9% [38.9%, 58.9%]; P<0.0001) (Zhang J, et al. 2022). Subgroup analyses of PASI 75
and sPGA 0/1 response rates at Week 16 indicated that deucravacitinib was more efficacious than placebo,
regardless of sex and body weight (Figure 1), and disease severity, disease duration, and age at disease onset



(Figure 2).

Conclusion: Deucravacitinib was more efficacious than placebo at Week 16 in Asian adults with moderate to
severe plaque psoriasis across all baseline subgroups stratified by sex, body weight, disease severity, disease
duration, and age at disease onset. Higher efficacy rates observed with deucravacitinib versus placebo across
baseline subgroups were consistent with those reported in the overall population. These findings provide
additional support for deucravacitinib, a once-daily oral drug, as an efficacious therapeutic option for Asian adults
with moderate to severe plaque psoriasis.

Figure 1. PASI 75 and sPGA 0/1 responses at Week 16 by baseline patient demographics
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Figure 2. PASI 75 and sPGA 0/1 responses at Week 16 by baseline disease characteristics
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Abstract N°: 2637

Deucravacitinib, an oral, selective, allosteric tyrosine kinase 2 inhibitor, in Asian patients with moderate to
severe plaque psoriasis: efficacy by prior treatment in the phase 3 POETYK PSO-3 trial

Jianzhong Zhang?, Yangfeng Ding?, Ping Wang?, Linfeng LI*, Weili Pan®, Yan Lub, Hao Cheng’, Xian Jiang®,
Shuping Guo?, Tsen-Fang Tsail%, Sang-Woong Youn!!, Renata M. Kisal?, Shilpa Kamat'2, Rebecca
Vanlandingham?2, Kim Hoyt!2, Subhashis Banerjee!?
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Affiliated Hospital of Chongging Medical University, Chongging, China, 4Beijing Friendship Hospital, Capital
Medical University, Beijing, China, ®People’s Hospital of Zhejiang Province, Hangzhou, China,®Jiangsu Province
Hospital, The First Affiliated Hospital of Nanjing Medical University, Nanjing, China, ’Sir Run Shaw Hospital,
Zhejiang University School of Medicine, Hangzhou, China, 8West China Hospital, Sichuan University Medical
School, Chengdu, China, IFirst Hospital of Shanxi Medical University, Taiyuan, China,lONationaI Taiwan University

Hospital, Taipei, Taiwan, 11Seoul National University Bundang Hospital, Seongnam, 12Bristol Myers Squibb,
Princeton, United States

Introduction & Objectives: Tyrosine kinase 2 (TYK2) is an intracellular enzyme that mediates signaling of
cytokines (interleukin-23 and Type I interferons) involved in psoriasis pathogenesis. Deucravacitinib, an oral,
selective, allosteric TYK2 inhibitor, is approved in the US, EU, Japan, and other countries for the treatment of adults
with moderate-to-severe plaque psoriasis who are candidates for systemic therapy. POETYK PSO-3
(NCT04167462), a phase 3 trial in Asian patients with moderate to severe plaque psoriasis, demonstrated that
deucravacitinib was superior to placebo at Week 16 and maintained efficacy through Week 52 with continuous
treatment (Zhang J, et al. Presented at the 31st EADV Congress; September 7-10, 2022; Milan, Italy). Here,
deucravacitinib efficacy, stratified by prior systemic psoriasis therapy, is reported in this study population.

Materials & Methods: Adults (aged =18 years) from mainland China, Taiwan, or South Korea with moderate to
severe plaque psoriasis (baseline Psoriasis Area and Severity Index [PASI] =12, static Physician’s Global
Assessment [sPGA] =3, body surface area involvement =10%) were randomized 1:2 in a blinded manner to oral
placebo or deucravacitinib 6 mg once daily. Coprimary endpoints at Week 16 were the proportion of patients
achieving =75% reduction from baseline in PASI (PASI 75) and the proportion achieving a sPGA score of 0 (clear)
or 1 (almost clear) with a =2-point improvement from baseline (sPGA 0/1). Prespecified baseline subgroup
analyses of PASI 75 and sPGA 0/1 response rates at Week 16 were performed based on prior systemic psoriasis
therapies. Differences (95% confidence interval [CI]) between groups were obtained using a Cochran-Mantel-
Haenszel test stratified by region (mainland China or non-mainland China) and prior biologic therapy use at
randomization. Nonresponder imputation was used for missing data.

Results: Baseline patient demographics and disease characteristics were comparable in the deucravacitinib
(n=146) and placebo (n=74) groups by prior systemic therapy (61.6% vs 59.5%, respectively), biologic treatment
(28.8% vs 28.4%), anti-interleukin (anti-IL) treatment (18.5% vs 20.3%), anti-tumor necrosis factor (anti-TNF)
treatment (11.6% vs 12.2%), nonbiologic treatment (32.9% vs 31.1%), and phototherapy (63.7% vs 56.8%). At
Week 16, significantly higher proportions of patients in the overall population treated with deucravacitinib versus
placebo achieved PASI 75 (68.8% vs 8.1%, respectively; difference [95% CI], 60.7% [50.9%, 70.6%]; P<0.0001) and
SPGA 0/1 (55.6% vs 6.8%; 48.9% [38.9%, 58.9%]; P<0.0001) (Zhang J, et al. 2022). Subgroup analyses of PASI 75
(Figure 1) and sPGA 0/1 (Figure 2) response rates at Week 16 indicated that deucravacitinib was more efficacious
than placebo, regardless of type of prior systemic psoriasis therapy use.



Conclusion: Deucravacitinib was more efficacious than placebo at Week 16 in Asian adults with moderate to
severe plaque psoriasis across all baseline subgroups stratified by any prior use of systemic, biologic (including
anti-IL and anti-TNF), and nonbiologic agents, as well as phototherapy. Higher efficacy rates observed with
deucravacitinib versus placebo across baseline subgroups were consistent with those reported in the overall
population. These findings provide additional support for deucravacitinib, a once-daily oral drug, as an efficacious
therapeutic option for Asian adults with moderate to severe plaque psoriasis.

Figure 1. PASI 75 response rates at Week 16 by prior systemic psoriasis therapy
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Abstract N°: 2641

Effect of Apremilast on Imaging, Patient-Reported, and Dermatological Clinical Outcomes in Patients With
Psoriatic Arthritis: Results From the MOSAIC Study
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Introduction & Objectives: Psoriatic arthritis (PsA) is associated with a negative impact on quality of life and
physical function, as well as potentially progressive joint destruction. Clinical joint assessments and imaging are
important to recognize and diagnose patients (pts) with early PsA. Apremilast (APR) is an oral phosphodiesterase
4 inhibitor with a unique immunomodulatory mechanism of action that is approved for the treatment of PsA
and/or psoriasis. MRI is a sensitive tool that allows for the assessment of inflammation and structural changes in
PsA. The objective of the MOSAIC study was to evaluate the impact of APR on inflammation using MR, patient-
reported, and dermatological clinical outcomes in pts with PsA.

Materials & Methods: MOSAIC (NCT03783026) was a phase 4, multicenter, single-arm, open-label study in pts
with active PsA (met CASPAR criteria for PsA; =3 months but <5 years since diagnosis). Pts received APR 30 mg
BID (either monotherapy or with stable methotrexate) for 48 weeks. Contrast-enhanced MRI of the hand was
performed at baseline (BL), Week 24, and Week 48. Experienced blinded readers adjudicated all images. The
primary endpoint was change from BL in the composite score of bone marrow edema (osteitis), synovitis, and
tenosynovitis, as assessed using the validated PsA MRI score (PsAMRIS*) scoring system, at Week 24 (score range:
0-216). Secondary and exploratory endpoints included change from BL in the PSAMRIS composite score at Week
48, change from BL in the 12-item PsA Impact of Disease (PsAID-127) score at Weeks 24 and 48, the achievement
of =50% or =75% reduction from BL in Psoriasis Area and Severity Index (PASI) score (PASI-50 or PASI-75) in pts
with BL affected body surface area (BSA) >3% at Weeks 24 and 48, the change from BL in total PASI score at
Weeks 24 and 48. Safety was evaluated.

Results: A total of 122 pts were enrolled and received APR treatment. The mean age was 46.6 years and 54.9%
were women (Table 1). The mean duration of PsA was 1.9 years, and the mean (SD) PsAMRIS composite score at
BL was 18.5 (17.8). At Week 24, the least-squares (LS) mean change from BL in the PSAMRIS composite score was
—2.3(95% CI: —4.7, 0.1; Figure 1); at Week 48, the LS mean change was —2.9 (95% CI: —5.5, —0.4). Mean change
from BL in PSAID-12 score was —1.4 (95% CI: —1.7, —1.0) at Week 24 and —1.6 (95% CI: —2.0, —1.3) at Week 48
(Figure 2). Of the 122 pts, 24 (19.7%) had a BSA >3% at BL and had PASI assessments. At Weeks 24 and 48, 42.9%
and 50.0% of pts on APR had achieved PASI-50, respectively (Figure 3). PASI-75 was achieved by 33.3% of
evaluable pts at Week 24 and by 31.3% at Week 48. Mean (95% CI) percent change from BL in PASI score was
—29.1% (—61.3, 3.1) at Week 24 and —43.6% (—73.5, —13.7) at Week 48. The most common treatment-emergent
adverse events were diarrhea (33.6%), nausea (12.3%), and headache (10.7%). There were no new safety signals.



Conclusions: APR treatment led to improvements in MR, patient-reported, and dermatological clinical outcomes
in pts with <5-year history of PsA. Inflammation of the hand was reduced at Week 24, as measured by the
PsAMRIS composite score, with further reduction at Week 48. The impact of PsA symptoms on daily life was
lessened following APR treatment, as measured by PsAID-12. Pts with BSA >3% at BL experienced improvement in
skin symptoms, as measured by PASIL Taken together, results from MOSAIC highlight the benefit of APR across
PsA and psoriasis endpoints, as well as the value of using MRI and PsAMRIS to monitor inflammatory disease and
response to treatment.

Table 1. Demographics and Baseline Disease Characteristics

Characteristic N=122
Age, mean (SD), years 46.6 (12.9)
Women, n (%) 67 (54.9)
BMI, mean (5D), kg/m? 29.6 (6.8)
Duration of psoriatic arthritis, mean (SD), years 19(1.7)
BSA %, mean (SD) 4.5(12.2)
PsAMRIS* composite score of bone marrow edema,

i, .. 18.5(17.9)
synovitis, and tenosynovitis, mean (50)
PsAID-12" score, mean (SD) 4.8(1.9)
PASI score, mean (SD) 10.6 (12.4)*

*PsAMBRIS is a validated scoring system used to assess the images from the MRI of the most
affected hand. 'PsAID-12 contains 12 physical and psychological domains perceived by
patients as particularly important for their health, each based on a 0—10 numerical rating
scale and with a different weight. *Reported for patients with a baseline BSA >3% (n=24).
BMI=body mass index; BSA=body surface area; PASI=Psoriasis Area and Severity Index;
PsA=psoriatic arthritis; PsAID-12=12-item PsA Impact of Disease; PsAMRIS=PsA MRI score.

Figure 1. Primary Endpoint: Change From Baseline in PsAMRIS Composite Score of Bone
Marrow Edema (Osteitis), Synovitis, and Tenosynovitis With Apremilast Treatment
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Includes patients from the full analysis set (defined as all enrolled patients who received =21
dose of study medication) with a composite score at baseline and at the specified timepoint.
Based on the mixed-effect model for repeated measures with change from baseline as the
response variable, including scanner type and time as fixed effects and baseline composite
score as a covariate,

LS=least squares; PsAMRIS=PsA MRI score.



Figure 2. Change From Baseline in PsAlD-12 Score With Apremilast Treatment
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Includes patients from the full analysis set (defined as all enrolled patients who received 21
dose of study medication) with a PsAID-12 score at baseline and at the specified timepoint
(patients with a baseline score of 0 were excluded). Two-sided 95% Cl of mean changes from
baseline and mean percentage changes from baseline are derived based on t-statistics.
PsAID-12=Psoriatic Arthritis Impact of Disease 12-domain Questionnaire.

Figure 3. Effect of Apremilast Treatment on PASI
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Includes patients from the full analysis set (defined as all enrolled patients who received 21 dose
of study medication) with baseline BSA >3% and a PASI score at baseline and at the specified
timepoint.

*Error bars represent two-sided 95% Cl, based on the Clopper-Pearson Method.

PASI=Psoriasis Area Severity Index; PASI-50/PASI-75=a 250%/75% reduction from baseline in PASI
sCore,
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Deucravacitinib, an oral, selective, allosteric tyrosine kinase 2 inhibitor, in Asian patients with plaque
psoriasis: maintenance of response in the phase 3 POETYK PSO-3 trial
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Introduction & Objectives: Deucravacitinib, an oral, selective, allosteric tyrosine kinase 2 inhibitor, is approved in
the US, EU, and other countries for the treatment of adults with moderate-to-severe plaque psoriasis who are
candidates for systemic therapy. Deucravacitinib mediates intracellular signaling of cytokines (interleukin-23 and
Type Linterferon) involved in psoriasis pathogenesis. Two global, phase 3 clinical trials in moderate to severe
plaque psoriasis, POETYK PSO-1 (NCT03624127) and PSO-2 (NCT03611751), demonstrated that deucravacitinib
was superior to placebo based on the coprimary endpoints of =75% reduction from baseline in Psoriasis Area and
Severity Index (PASI 75) and static Physician’s Global Assessment score of 0 (clear) or 1 (almost clear) with a =2-
point improvement from baseline (sPGA 0/1) at Week 16, as well as superiority to apremilast on multiple
endpoints. A third phase 3 clinical trial, POETYK PSO-3 (NCT04167462), demonstrated the superiority of
deucravacitinib versus placebo based on PASI 75 and sPGA 0/1 at Week 16 in Asian patients from mainland China,
Taiwan, and South Korea with moderate to severe plaque psoriasis. Here, the maintenance of response was
evaluated over 52 weeks in deucravacitinib-treated patients who achieved a response at Week 16 in POETYK PSO-
3.

Materials & Methods: Patients =18 years of age with moderate to severe plaque psoriasis (baseline PASI =12,
sPGA =3, and body surface area involvement =10%) were randomized 1:2 in a blinded manner to oral placebo or
deucravacitinib 6 mg once daily. Patients randomized to deucravacitinib received continuous treatment from
baseline to Week 52, while patients on placebo crossed over to deucravacitinib at Week 16. Nonresponder
imputation was used for missing data.

Results: A total of 146 patients** were randomized to deucravacitinib. Response rates with deucravacitinib were
high at Week 16 (PASI 75, 68.8%; sPGA 0/1, 55.6%) and at Week 24 (PASI 75, 72.4%; sPGA 0/1, 60.7%). Most
patients who achieved a response at Week 16 maintained response at Week 52 (PASI 75, 87.8%; sPGA 0/1, 73.4%).

Conclusion: Deucravacitinib maintained clinical efficacy over 52 weeks in Asian patients with moderate to severe
plagque psoriasis.
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Deucravacitinib in plaque psoriasis: 3-year safety and efficacy results from the phase 3 POETYK PSO-1 and
PSO-2 trials
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Introduction & Objectives: Deucravacitinib, an oral, selective, allosteric tyrosine kinase 2 inhibitor, is approved in
the US, EU, and other countries for the 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 (NCT03611751) trials in moderate to severe plaque
psoriasis. Upon completion of the parent trials, patients could enroll in the ongoing POETYK long-term extension
(LTE) (NCT04036435) trial. As previously reported, patients treated with deucravacitinib maintained long-term
efficacy responses through 2 years with no new safety signals compared with Year 1. Here, we report safety and
efficacy of deucravacitinib up to 3 years (Week 148) through the cutoff date (June 15, 2022).

Materials & Methods: PSO-1 and PSO-2 randomized patients 1:2:1 to oral placebo, deucravacitinib 6 mg once
daily (QD), or apremilast twice daily. At Week 52, patients enrolled in the LTE trial received open-label
deucravacitinib 6 mg QD. Safety was evaluated in patients who received =1 dose of deucravacitinib. Exposure-
adjusted incidence rate (EAIR) per 100 person-years (PY) is calculated as 100*(# of patients with an adverse event
[AE])/(total exposure time for all patients at risk [time to initial AE occurrence for patients with AE + total exposure
time for patients without AE]). Efficacy outcomes included =75%/=90% reduction from baseline in Psoriasis Area
and Severity Index (PASI 75/90) and static Physician’s Global Assessment score of O (clear) or 1 (almost clear) with
a =2-point improvement from baseline (sPGA 0/1). Efficacy was reported using modified nonresponder
imputation (mNRI) in patients who received continuous deucravacitinib treatment from Day 1 of the parent trial
and were enrolled and treated in the LTE trial. As-observed data and results by treatment failure rule imputation
were also analyzed.

Results: A total of 1519 patients received =1 dose of deucravacitinib, with 513 patients receiving continuous
deucravacitinib treatment from Day 1 in PSO-1/PSO-2 and who were enrolled and treated in the LTE trial.
Cumulative exposure from parent trial randomization was 3294.3 PY for these safety analyses. EAIRs/100 PY were
similar, or decreased, from the 2-year to 3-year cumulative period, respectively, for AEs (154.4, 144.8), serious AEs
(6.1, 5.5), discontinuation due to AEs (2.8, 2.4), herpes zoster (0.7, 0.6), malignancies (0.9, 0.9), major adverse
cardiovascular events (0.4, 0.3), venous thromboembolism (0.1, 0.1), and deaths (0.4, 0.3). Clinical response rates



were maintained at Week 148 by mNRI (PASI 75, 73.2% [95% CI, 68.7, 77.8]; PASI 90, 48.1% [95% CI, 43.2, 53.1];
sPGA 0/1, 54.1% [95% (I, 49.1, 59.1]), with similar results regardless of data imputation methodology.

Conclusion: Deucravacitinib demonstrated a consistent safety profile through 3 years with no increases in AE or
serious AE rates over time and no emergence of new or long-term safety signals. Efficacy was sustained through 3
years in patients treated continuously with deucravacitinib from Day 1 in the parent trials. Since it is important to
provide long-term safety for this new class of drugs, these findings provide additional support for deucravacitinib
having a consistent safety profile and durable efficacy for up to 3 years of use.

32ND EADV Congress 2023
11 OCTOBER - 14 OCTOBER 2023
POWERED BY M-ANAGE.COM
/\\“7‘



[=/\ CONGRESS
DV

BERLIN 11-14 OCTOBER 2023

Abstract N°: 2659

Deucravacitinib in plaque psoriasis: maintenance of response over 3 years in the phase 3 POETYK PSO-1
and PSO-2 trials
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Introduction & Objectives: Deucravacitinib, an oral, selective, allosteric tyrosine kinase 2 inhibitor, is approved in
the US, EU, and other countries for the 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 PSO-2 (NCT03611751) trials in moderate to severe plaque psoriasis.
Upon completion of these trials, patients could enroll in the ongoing POETYK long-term extension (LTE)
(NCT04036435) trial. Deucravacitinib maintained long-term efficacy through 2 years with no new safety signals.
Here, we report clinical efficacy for up to 3 years (148 weeks) in the POETYK LTE trial in a subset of patients who
received continuous deucravacitinib treatment from Day 1 in the parent trials and entered the POETYK LTE trial.

Materials & Methods: In POETYK PSO-1 and PSO-2, patients were randomized 1:2:1 to oral placebo,
deucravacitinib 6 mg once daily (QD), or apremilast 30 mg twice daily. At Week 52, patients could enter the
POETYK LTE trial where they received open-label deucravacitinib 6 mg QD. This analysis evaluated the efficacy of
deucravacitinib through Week 148 in patients from the pooled POETYK PSO-1 and PSO-2 populations who
received continuous deucravacitinib from Day 1, achieved =75% reduction from baseline in Psoriasis Area and
Severity Index (PASI 75) at Week 16 (primary endpoint) or at Week 24 (peak response), and enrolled in the
POETYK LTE trial. Maintenance of response was assessed through the cutoff date of June 15, 2022, and included
PASI 75 and PASI 90 (=90% reduction from baseline in PASI). sPGA 0/1 (static Physician’s Global Assessment of 0
[clear] or 1 [almost clear] with a =2-point improvement from baseline) was also assessed. Efficacy was reported
using modified nonresponder imputation. The Clopper-Pearson method was used to calculate 95% confidence
intervals (CIs).

Results: A total of 513 patients completed 52 weeks in the parent trials and received continuous deucravacitinib
treatment from Day 1, including 313 (61.4%) patients (95% CI, 57.0%, 65.6%) who achieved PASI 75 at Week 16
and 336 (66.5%) patients (95% CI, 62.2%, 70.6%) who achieved PASI 75 at Week 24. Among these patients, PASI
75 response rates were maintained from Week 52 (the start of the POETYK LTE trial) to Week 148 (Table). PASI 90



response rates were maintained in more than half of this population from the start of the POETYK LTE trial (Table).
sPGA 0/1 response rates were also maintained from Week 52 to Week 148 in these patients (Table).

Conclusion: Clinical efficacy was maintained for up to 148 weeks with continuous deucravacitinib treatment in
most of the patients who were Week 16 and Week 24 PASI 75 responders from the parent trials and enrolled in
the POETYK LTE trial. These findings further support the long-term use of once-daily oral deucravacitinib as an
effective treatment for patients with moderate to severe plaque psoriasis.

Table. PASI 75, PASI 90, and sPGA 0/1 response rates with continuous deucravacitinib in Week 16 (n = 313)
and Week 24 (n = 336) PASI 75 responders

PASI 75 responders at Week 16, % [95% C1) PASI 75 responders at Week 24, % [95% CI)
Week 16 Week 52 Week 148 Week 24 Week 52 Week 148
Paramater [n=277) [n=277) (n=277) [n =305) (n=305) [n=305)
84,5 (79.8, 86.0 (1.5,
PASI 75 100 (NE, NE] | 87.0 (NE, NE) 100 (NE, NE) 90.2 (NE, NE|
89.2) 90.3)
PASI 90 57.8 (NE, NE) | 60.6 (NE, NE) 60.0(53.5, 63.3 (NE, NE) 61.5 [NE, NE) 604 (546,
s s 66.1) o s 66.3)
52.8 (56.7, 6.5 (58.7,
sPGA 0/1 &4.1 (NE, NE) | 70.8 (NE, NE) 83.0 (NE, NE) | 74.1 (NE, NE)
68.9) 70.3)

€1, confidence interval; NE, nonestimable; PAS| 75/90, 275%/90% reduction from baseline in PASI; sSPGA 0/1, static
Physician’s Global Assessment score of 0 (clear) or 1 (almost clear), with a 22-point improvement from baseline.
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Abstract N°: 2682

Adherence to general national dietary guidelines and risk of psoriasis: results from a general population
study of 96,960 individuals

Charlotte Naslund Koch*1, Emilie W Kjeldsen?, Signe Vedel-Krogh?, Stig Egil Bojesert, Lone Skov!

1Copenhagen University Hospital - Herlev and Gentofte, Department of Dermatology and Allergy, Hellerup,
Denmark, 2Copenhagen University Hospital - Rigshospitalet , Department of Clinical Biochemistry , Copenhagen,
Denmark, 3Copenhagen University Hospital - Herlev and Gentofte , Department of Clinical Biochemistry, Herlev,

Denmark, *Copenhagen University Hospital - Herlev and Gentofte, Department of Clinical Biochemistry, Herlev,
Denmark

Introduction & Objectives:

The impact of diet on risk of psoriasis is currently an emerging and debated topic. Patients believe it matters;
however, evidence is scarce. Ongoing and previous studies have focused on specific diets such as the
Mediterranean diet, anti-inflammatory diet, hypocaloric diet, gluten-free diet, intermittent fasting, and
supplementation with micronutrients. Long-term adherence to these diets can be challenging and therefore, we
tested if adherence to simple general national dietary guidelines is associated with risk of moderate to severe
psoriasis in a prospective cohort study from the general population.

Materials & Methods:

We included 105,332 individuals from the general population, aged 20-100 years, randomly invited from 2003 to
2015. Identification of psoriasis was made using ICD-10 codes L40, corresponding to moderate to severe psoriasis.
Adherence to general national dietary guidelines was grouped into low, intermediate, and high based on a food
frequency questionnaire. Information on potential confounders was obtained from clinical examination, self-
reported lifestyle questionnaire, and blood samples at baseline.

Results:

Of the 105,332 individuals included in this study, 580 had a diagnosis of psoriasis at the time of enrolment and
640 received a diagnosis during a median follow-up of 9 years. Risk of having moderate to severe psoriasis
increased according to non-adherence to general national dietary guidelines in a stepwise manner with an age-
and sex adjusted odds ratio of 1.70 (95% confidence interval 1.26-2.30) in individuals with low adherence
compared to individuals with high adherence to dietary guidelines. After adjustment for hypertension, smoking,
alcohol consumption, physical activity, and low educational level the odds ratio was 1.43 (1.05-1.94). However, in
the prospective analyses we could not find an increased risk of developing moderate to severe psoriasis in
individuals with low or intermediate adherence compared to high adherence to general dietary guidelines (P for
trend: 0.45).

Conclusion:

In this prospective cohort study, we find that individuals with moderate to severe psoriasis have an unhealthier
diet compared to individuals without moderate to severe psoriasis. However, an unhealthy diet does not appear to
increase the risk of developing psoriasis.

Summarizing figure
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Conclusion

Individuals with moderate to severe psoriasis have an unhealthier diet compared
to individuals without moderate to severe psoriasis. However, an unhealthy diet
does not appear to increase the risk of developing psoriasis.
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Abstract N°: 2687

Evaluating Serum Protein Profiles during Different Hormonal Life Stages of Psoriasis Patients
Ion Birkenmaierl, Burkhard Becherz, Thomas KUndigl, Mitchell Levesquel, Julia-Tatjana Mault

1University Hospital of Ziirich, Department of Dermatology, Ziirich, Switzerland,?University of Zurich, Institute of
Experimental Immunology, Zirich, Switzerland

Introduction & Objectives:

Little is known about the potential link between hormonal life stages and systemic disease severity in psoriasis, as
research is limited. Here we investigated the differences between the blood of pre- or post-menopausal female
psoriasis patients, and matched males, at the proteomic level.

Materials & Methods:

Liquid chromatography mass spectrometry (LC-MS/MS) was used in conjunction with a 500-reference protein
panel to analyse the serum of 29 patients (13 female, 16 male) with severe psoriasis (PASI > 10), from the
University Hospital of Zurich’s Dermatology Biobank. High abundant proteins were depleted using mini spin-
columns to improve detection of low abundant proteins. Patients had not received previous systemic antibody
treatments, did not have psoriatic arthritis, were not severely over or underweight (BMI > 20 and < 30), had
normal CRP levels (< 5 mg/L), and had not received clinically relevant co-medication at the time of sampling. For
analysis, patients were grouped into pre- and post-menopausal age groups of 18 - 42 years and 51 years and
older, respectively.

Results:

Using LC-MS/MS, we detected 394 proteins (79% recovery). Two-way statistical analysis revealed significantly
increased immunoglobulin superfamily containing leucine-rich repeat protein, fibronectin, gal-3-binding protein,
cadherin-1, ICAM1 and cartilage oligomeric matrix protein in older compared to younger female patients.
Subsequent network analysis identified among others platelet degranulation and activation pathways, which have
been linked to increased cardiovascular disease risk (CVD) in psoriasis. When comparing age-matched female to
male patients, pro-platelet basic protein (PPBP), Insulin-like growth factor II and Insulin-like growth factor-binding
protein 4 were more highly expressed in young females. Notably, PPBP is a potent chemoattractant and activator
of neutrophils, which have been implicated in psoriatic disease severity. In contrast, Apolipoprotein C-II and C-III
were lower in young females, which may positively affect CVD risk. In older female patients, Galectin-3-binding
protein and Extracellular matrix protein 1 were more highly expressed, both of which are also active in platelet
degranulation and activation pathway.

Conclusion:

Using a highly specific 500-reference protein panel, we could show that there are significant differences in the
serum proteins between female and male psoriasis patients based on their hormonal life cycle. Pathway analysis
revealed platelet degranulation to be enriched in younger females, which may relate to vascular inflammation and
CVD risk in psoriatic patients. Since psoriasis severity is currently mainly diagnosed visually, this may lead to
underestimation of systemic inflammation in certain patient groups. **



Table 1. Baseline patient characteristics.

Femnale ("Pre”) Female (“Post”) ::i:el;r}'e m:lig;;?st’
N 8 5 10 6
Age 33+7.0 69+8,0 3546,0 5846,0
Age: min. - max. 22-42 5278 26-43 51-66
B 25,7433 24,4+2,1 25,0+3,3 26,6404
PASI 13,4436 10,5+0,9 14,0+4,1 11,1405

“Pre": pre-menopausal; “Post”™: post-menopausal; *Pre-/Post™-matched: age matched male cohort; BMI: Body Mass Index; PASI: Psaoriasis Area
Severity Index
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Abstract N°: 2754

PICASSO: Prospectlve Cohort psoriASiS fOllow-up
Heleen Cokelaerel, Vanhoutvin Tinel, Dorien Huninl, Tom HiIIary1

1Leuven, Dermatology, Leuven, Belgium
PICASSO: Prospectlve Cohort psoriASiS fOllow-up
Introduction & Objectives:

Psoriasis is a common inflammatory disorder that occurs in up to 3% of the Western population. It is associated
with multiple comorbidities, among which the metabolic syndrome (MetS) whose prevalence is increased up to
three times compared to the general population.1 The causal relationship between psoriasis and MetS or other
comorbidities remains to be elucidated. The orofecal and cutaneous microbiome have been suggested to trigger
systemic inflammation, although data on this topic are limited.2, 3 It remains unclear to what extent these
comorbidities and host environment facilitate or slow down disease progression. While detailed understanding of
the pathophysiology has enabled the development of highly targeted and efficient treatment options, to date no
hard evidence of predictive markers for disease evolution or treatment response in cutaneous psoriasis is
available.4

We aim to create a prospective cohort and biobank, including 200 psoriasis patients with recent onset of disease
(Figure 1). Every 2.5 years, disease characteristics and evolution are mapped and biological samples are collected
to identify bio- and genetic markers that predispose to moderate or severe disease and development of
comorbidities.

Materials & Methods:

In this prospective monocentric cohort, patients with a disease duration of less than three years, presenting at or
referred to our dermatology department will be proposed to participate in the project.

Conclusion:

Here we present the PICASSO-project for the first time: in this unique cohort including psoriasis patients with
recent onset of disease, we prospectively collect clinical data and bio-material. Ultimately, these insights could
enable patient stratification and personalized treatment. In this poster we provide details on the extensive bio-
sampling and goals of the PICASSO-project. Furthermore we provide an update on patient inclusion and patient
characteristics.

This work was supported by research grants by Abbvie, Almirall, Amgen, Eli-Lilly, Janssen, Leo Pharma, Novartis,
UCB.
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PICASSO:
Prospectlve Cohort psoriASiS fOllow-up
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Figure 1: Flowchart of the PICASSO-project. Genetic and biological samples are collected at baseline (disease
duration less than 3 years) and 4 follow-up visits every 2.5 years. Sampling includes blood, saliva, nails, faeces,
urine, skin swabs, tape stripping, skin biopsies and hair. Carotid intima media thickness is measured via
ultrasound. Clinical parameters (e.g. disease severity, treatment and patient reported outcome measures) are

assessed at every time point. Created with BioRender.com.
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Abstract N°: 2765

Type I/Il immunity and cytotoxicity signature genes mark transcriptional programs of peripheral yb T cells
in untreated psoriasis vulgaris.

Stana Tokic¢*!, Maja Jiroug?, Kristina Glava$3, Vera Pluzari¢?, Marija Sola® Teuta Opacak Bernard®, Barbara
Viljeti¢2, Maja Tolu$i¢ Levak®, Mario Stefanic®

IFaculty of Medicine, Josip Juraj Strossmayer University of Osijek, Department of Laboratory Medicine and
Pharmacy, Osijek, Croatia, 2Faculty of Medicine, Josip Juraj Strossmayer University of Osijek, Department of
Medical Chemistry, Biochemistry and Clinical Chemistry, Osijek, Croatia, 2University Hospital Osijek, Department of
Transfusion Medicine, Osijek, Croatia, *University Hospital Osijek, Department of Dermatology and Venereology,
Osijek, Croatia, *Faculty of Medicine, Josip Juraj Strossmayer University of Osijek, Department of Histology and

Embryology, Osijek, Croatia, ®Faculty of Medicine, Josip Juraj Strossmayer University of Osijek, Department of
Nuclear Medicine and Oncology, Osijek, Croatia

Introduction & Objectives: Psoriasis vulgaris (PV) is a chronic erythematosquamous dermatosis mediated by the
accumulation of inflammatory cells in the skin. Much of the inflammatory infiltrate consists of innate immune cell
effectors, including the most numerous innate-like T cell compartment of y& lymphocytes. Current evidence
points to altered proportions of peripheral y& T subpopulations in blood and skin of untreated psoriatic patients,
but the intrinsic changes that guide their compositional, phenotypic, and functional perturbations in PV are still
largely unknown.

Materials & Methods: Here, we investigated an immunotranscriptome of peripheral blood CD3+y8TCR+ T cells
in a well-characterized cohort of 12 affected (type I PV, median PASI 7.4) and 11 matched control individuals.
Mean age, CMV status and BMI were similar in both groups. High-quality RNA samples from flow-sorted bulk y8T
cells (CD3g, panTCRyY®, TCRV81/62, FACS Canto II/BioRadS3e) were used for targeted RNA sequencing of 395
genes associated with various biomarkers of immune cell differentiation, proliferation, effector function and
trafficking (AmpliSeq Immune Response Panel, Illumina Miniseq sequencer). Differential gene expression analysis
was performed using BaseSpace RNA Amplicon and DeSeq? pipelines (false discovery rate q<0.05, llog-
ratiol>0.25). Gene Ontology and KEGG were used for pathway analysis.

Results: Compared to healthy controls, y8T cells from PV patients differentially expressed 36 genes, 30 of which
were upregulated, including the Th1/2 lineage defining transcription factors STAT6 and TBX21. IRFI (the master
regulator of interferon/IFN signalling) and the IFNy-inducible targets were overrepresented as well (ISG20, CD40,
KLRK1, GPR18, ILZRB, q=2.1E-9, gene set enrichment analysis), together with the genes related to cytotoxicity
(PRF1, GZMA, NKG7, SRGN, HLA-E q=1.1E-9), cell trafficking (KLF2, CXCR4, GPR18, MIf, COROIA, q=5.9E-11),
and cell-cell adhesion (SELL, CD47, ITGAL q=1.3E-7). Genes encoding members of the TCR signalosome
(CD3D/E/G, ZAP70, CD247, q=1.7E-6) were also overexpressed, while the levels of IF/44L (a feedback regulator of
IFN response), IL23A, and MTOR (which encodes the major nutrient-sensitive regulator of cell metabolism and
stress response) were reduced. Disease activity (PASI, DLQI) had no effect on target gene expression.**

Conclusion: Our data revealed significant transcriptional alterations in the peripheral y8T cell pool of PV patients,
providing evidence of enhanced activation and cytotoxic capacity in PV settings. The recovered biomarkers
warrant further evaluation of their prognostic and therapeutic significance.
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Examining the lived-experience of psoriasis in Brazil: findings from an online Global Psoriasis Atlas survey
Jaquelini Silva*1, Alison Wrightz, Christopher Griffiths?, Darren Ashcroft?

LUNISC University of Santa Cruz do Sul, 2University of Manchester

Introduction & Objectives: Psoriasis occurs commonly in Brazil, but** there is limited knowledge of the burden
of psoriasis on individuals. We surveyed people with psoriasis to better understand their lived experience.

Materials & Methods: We developed an** online survey and recruited adults with psoriasis in Brazil via email
through patient organisations and social media. The survey assessed 5 domains for severity and impact: well-
being, disease state, treatment, comorbidities, and work impact. Spearman’s correlation (Rho) was used to test the
correlation between self-assessed disease severity (using the Simplified Psoriasis Index [SPI] extent score; range 0
[clear/minor] to 40 [widespread/severe]) and health-related quality of life (QoL, using the Hernandez EQ-5D utility
score) and capability (ICECAP) scores. Multivariable linear regression was used to identify predictors of QoL and
ICECAP.

Results: Between May 2022 and January 2023, 563 people with psoriasis were surveyed. The mean age of
participants was 42.1+12.4 years, females represented 73.5%, with 67.5% identifying as white, 25.9% mixed, 5.3%
Black, 0.9 % Asian, and 0.4% other. Most participants had been diagnosed for >10 years (67%), 88% were non-
smokers and 47% did not consume alcohol. In the past year, 46% of respondents experienced 1 psoriasis flare and
27% experienced multiple flares. Whilst 83% of respondents were receiving prescribed medications (topicals,
injectables and oral) or used other treatments including UV exposure, diet modification and alternative
treatments, less than half found their treatments effective. Comorbidities such as anxiety/depression, arthritis or
back/joint problems, hypertension, kidney or liver disease, and type 2 diabetes were prevalent, with 52% of
respondents reporting at least one other long-term condition.

The average self-assessed SPI was 7.8+8.6 with most respondents reporting mild psoriasis (68%). Self-assessed
SPI was found to be moderately negatively correlated with health-related QoL (r=-0.49, P<0.05) and capability
(r=-0.44, P<0.05). Significant predictors of poorer QoL included increased SPI, being female, Black or Asian
ethnicity (compared to White), unemployed, number of comorbidities, number of flares and use of oral,

injectable, or alternative treatments; SPI, comorbidities, flares, and gender were the strongest predictors.
Significant predictors of reduced capability included increased SPI, being female, Black ethnicity, lower educational
attainment, not in full-time employment, number of comorbidities, number of flares and use of injectable or
alternative treatments; SPI, comorbidities, employment status, flares, and gender were the strongest predictors.

When respondents were asked to describe their experience of living with psoriasis, 4 recurrent themes were
identified: (1) feelings of stigma/prejudice, (2) a lack of public awareness, (3) feeling trapped by the disease, and
(4) difficulty obtaining appropriate specialist care and treatment.

Conclusion: We found that psoriasis, its clinical features, severity, and associated comorbidities, negatively impact
health-related quality of life and capability in the surveyed Brazilian population. This is accompanied by feelings of
social stigma and prejudice and inadequate availability of specialist physicians and treatment which highlight a
need for better access to care, and awareness of the disease, to improve the lives of people living with psoriasis.
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Interest of a novel dermocosmetic shampoo in the management of scalp psoriasis
Floriane Gayraudl, Elise Abricl, Tisserand Elsal, Christelle Graizeau*! 2, Nathalie Ardietl, Michele Sayagl

INAOS Group, Research and Development Department, Aix-en-Provence, France, 2ZNAOS Institute of Life Science,
Aix-en-Provence, France

Introduction & Objectives:

Scalp psoriasis (SP) is a chronic disease presenting thick scales on clearly-defined, erythematous skin. It can also
cause severe itching. Even though, the hair frequently covers lesions, flaking may impact the subject’s quality of
life. Currently, SP treatment includes topical therapy, intralesional therapy, systemic therapy, and
photochemotherapy.

The present studies assessed the non-delipidating and protective effect as well as the clinical benefit and safety of
a novel dermocosmetic shampoo containing salicylic acid, juniper and zanthoxylum extracts, and forskoline for
mild to moderate SP.

Materials & Methods:

Two open-labelled, intra-individual clinical studies were conducted. The first study assessed, 1 and 4 hours after a
single application, the non-delipidating and protective effect of the shampoo by assessing transepidermal water

loss (TEWL) and sebum quantity on the face of 10 healthy adult female subjects with oily skin (cutaneous sebum

rate =140ug/cm?).

The second study assessed in 18 subjects aged >18 years with mild to moderate untreated SP, the clinical benefit,
local tolerability and cosmetic acceptability of the shampoo during 56 days. Subjects applied the shampoo every 2
days during 21 days and then twice a week during 35 days. The investigator assessed the investigator global score
(IGA, from 0=none to 4=severe), the scalp surface area (SSA), the psoriasis scalp severity index (PSSI from
0=none to 72=very severe) and the overall benefits (0=very poor to 4=very good) on baseline, Day 28 (D28) and
56 (D56). Subjects assessed the intensity of pruritus on D28 and D56 and the cosmetic acceptability on Day 56.

Results:

A variation compared to the non-treated area of the TEWL and the cutaneous sebum rate was observed 1 and 4h
after a single application. In the clinical study, subjects had a mean age of 36.0+10 years, 72% were males, 50%
had phototype V, 33 a phototype IV and 6% each had a phototype II, Ill or VI. 66% had a SP starting more than 6
years prior to the study and 61% had a psoriasis family history. After 28 days, the SSA had decreased by 20.2%
(p<0.001) and the PSSI by 29.7% (p<0.01); the IGA decrease was not significant. After 56 days, the IGA had
decreased by 24.2% (p<0.05), the SSA by 38.9% and the PSSI by 56.3% (both p<0.001). Overall, investigators
rated the dermocosmetic shampoo being beneficial in 67% of subjects. The pruritus score had decreased by 34%
at D28 and by 57% at D56 (both p<0.001). Subjects highly appreciated the cosmetic properties of the shampoo
which was very well tolerated.

Conclusion:

The dermocosmetic shampoo is non-delipidating, does not affect the skin barrier and is highly beneficial and well
tolerated by subjects with mild to moderate scalp psoriasis as early as after 28 days.
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Efficacy and safety of biological drugs in the treatmens of moderate-to-severe psoriasis in elderly patients

Filippo Viviani*! 2, Giorgo Spazzoli2, Bianca Maria Piraccini" 2, Federico Bardazzi 2
1IRCCS Azienda Ospedaliero-Universitaria di Bologna, Dermatology, Bologna, Italy, 2University of Bologna,
Department of Medical and Surgical Sciences (DIMEC), Bologna, Italy

Introduction & Objectives:

To date, data published in the literature regarding the efficacy and safety of biologic drug therapy for moderate
and severe psoriasis in the elderly is rather limited. Randomized clinical trials have tended to include a small
proportion of participants older than 65 years, and the few retrospective studies targeting the elderly population
are based on small cohorts of patients.

Materials & Methods:

We retrieved the data of over-65 patients referred to the Psoriasis Severe outpatient clinic. The efficacy and safety
of currently available biologic drugs were evaluated: TNF-a inhibitors (etanercept, adalimumab and certolizumab),
IL-12/23 inhibitors (ustekinumab), IL-17 inhibitors (brodalumab, secukinumab and ixekizumab) and inhibitors of
IL-23 (guselkumab, risankizumab and tildrakizumab). Monitoring of clinical data (PASI, BSA, DLQI and NAPSI) was
carried out at the start of treatment (baseline) and then at weeks 12, 24, 36, 48 and 60 (endpoint of the study). A
descriptive analysis and an inferential analysis (Student’s t-test for paired samples and multivariate logistic
analysis) were performed.

Results:

The mean PASI value steadily decreased over the course of therapy, from 11.67 at baseline to 0.95 at week 60.
67.19% of the patients achieved the PASI-100 at the end of the observation period. Among the patients in the
study, 24 also had nail involvement, with a mean value of NAPSI at TO of 35.29, reduced to 4.21 at week 60.
Multivariate analysis showed that the number of comorbidities of the patients did not significantly influence
significantly on the achievement of the treatment goal (p<0.05).

Conclusion:

The results of the present analysis are in line with those of clinical trials randomised clinical trials in the general
population and with those of retrospective studies in the elderly population. The data obtained support the
hypothesis of the effectiveness of biologic drugs even in patients over 65 and support the appropriateness of their
use in clinical practice.
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Efficacy and Safety of Apremilast Monotherapy in moderate-to-severe Plaque Psoriasis: A Systematic
Review and Meta-analysis

Yara Aljefril, Awadh AIamril, Ali Alraddadit

11 College of Medicine, King Saud bin Abdulaziz University for Health Sciences, Jeddah, Saudi Arabia 2 King
Abdullah International Medical Research Center, Jeddah, Saudi Arabia 3 Department of Dermatology, King
Abdulaziz Medical City, Jeddah, Saudi Arabia

Introduction & Objectives: Psoriasis is a chronic, inflammatory, immune-mediated disease of the skin. Plaque
psoriasis is the most common clinical phenotype of psoriasis. Apremilast is an oral phosphodiesterase type 4
inhibitor, recently approved by the US Food and Drug Administration (FDA) for the management of plaque
psoriasis. The aim of the present study was to assess the efficacy and safety of Apremilast monotherapy in the
treatment of moderate to severe plaque psoriasis.

Materials & Methods: This systematic review included randomized conrolled trials (RCTs) evaluating Apremilast
20 mg twice daily (BID) and 30 mg BID in comparison to placebo for the management of plaque psoriasis. We
searched Embase, Medline, and CENTRAL. We sought to evaluate the following outcomes: Psoriasis Area and
Severity Index score (PASI)-75, PASI-50, PASI-90, static Physician Global Assessment (sPGA), and adverse event.
Risk ratio (RR) was used to represent dichotomous outcomes and adverse events, and the data was pooled using
the inverse variance weighting method.

Results: A total of 8 RCTs that enrolled 2,635 participants deemed eligible. Apremilast 30 mg BID and 20 mg BID
were significantly more efficacious than placebo in achiving PASI-75 over 16 weeks (RR=4.60, 95% CI 3.29-6.41and
RR=3.15, 95% CI 1.96-5.07, respectively). Apremilast 30 mg BID showed significantly higher rate of adverse event
compared to placebo (RR=1.24, 95% CI 1.16-1.33), whereas Apremilast 20 mg BID did not exhibit any significant
difference (RR=1.13, 95% CI 0.91-1.42).

Conclusion: This meta-analysis demonstrated that Apremilast monotherapy provides a novel therapeutic option
for plaque psoriasis with acceptable tolerability and safety profile.
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Abstract N°: 2884

Patient characteristics and treatment pattern among patients with moderate-to-severe plaque psoriasis
using systemic treatment in China: Real-World evidence from a retrospective observational study

Xueyan Yangl, Lin Feng L, Lina BA3

IHospital for Skin Diseases, Institute of Dermatology, Nanjing, China,?Beijing Friendship Hospital, Capital Medical
University, Beijing, China, 3Bristol Myers Squibb-China, Shanghai, China

TITLE: Patient characteristics and treatment pattern among patients with moderate-to-severe plaque
psoriasis using systemic treatment in China: Real-World evidence from a retrospective observational study

AUTHORS:
Xueyuan Yangl, Linfeng Li2; Lina Ba3
AFFILIATIONS:

1 Hospital for Skin Diseases, Institute of Dermatology, Nanjing, China; 2 Beijing Friendship Hospital, Capital
Medical University, Beijing, China; 3 Bristol Myers Squibb-China, Shanghai, China.

Introduction & Objectives:

Real-world evidence on patients with moderate-to-severe Psoriasis (PsO) receiving systemic therapies is limited in
China. The study aims to depict the patients’ characteristics and treatment pattern among patients with moderate-
to-severe PsO using systemic treatment in China.

Materials & Methods:

This retrospective observational study used electronic medical records data from 2 hospitals in China between
January 2018 and December 2021.The study included adult patients with moderate-to-severe plaque PsO and
having at least one clinical visit. Patients’ index systemic treatment was defined as the 1st treatment of oral
systemic medications or biologics within the observation period. Analyses were conducted on patients with follow-
up period = 6 months after index systemic treatment prescription in the observation period. Treatment pattern of
discontinuation, switching, and add-on of index systemic treatments, as well as treatment duration was analyzed.

Results:

Overall, 1,102 patients with moderate-to-severe plaque PsO were included in the analysis (mean age: 44.9+14.6;
male: 77.2%). For index systemic treatment, most patients in the study used conventional oral systemic medication
(83.94%) with median duration of 92 (2-1459) days, while biologics were received as the index systemic treatment
by 16.06% of patients with median duration of 199 (15-485) days. Acitretin (71.69%) was the primary choice with
median duration of 84 (2-1459) days. Secukinumab (5.54%) and adalimumab (5.35%) were found as the two most
common used biologics, with the median duration of 235 (29-329) days and 224 (15-441) days, respectively. No
patients used targeted oral systemic medications due to the fact that no targeted oral systemic medications were
approved in China during the observation period.

During the 6-month follow-up period, 87.84% of the patients discontinued the index systemic treatments while
5.81% of the patients switched to a new systemic medication. Among patients using index conventional oral
medications and biologics, 94.59% and 52.54% discontinued index systemic treatment and 4.86% and 10.73%



switched treatment, respectively. Adding a different systemic treatment to the ongoing index systemic treatment
was rare and with similar frequency for patients with conventional oral treatment (2.27%) or biologics (2.26%).

Conclusion:

Conventional oral systemic medications were still the primary choice of systemic treatment, but with short
treatment duration. The discontinuation rate in the patients receiving systemic treatment was generally high, while
discontinuation rate among patients receiving biologics as index systemic treatment appears to be lower than
patients with conventional oral systemic treatment. These results are limited by the relatively small number of
patients with index biologics treatment in the analysis given late approval timeline in China. Future studies with
larger population are needed to elucidate these findings.
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Abstract N°: 2916

Use of guselkumab in the treatment of severe psoriatic arthritis in real world practice

Raquel Aragén-Miguell, Carmen Ortega de la @2, Héctor Mufioz-GonzaleZ!, Ignacio Alonso-Garcial, Goretti

Robayna-Torres?, Angel Aragon Diez?, Isabel Martin-Gonzalez?

l1Getafe University Hospital, Dermatology, Getafe, Spain, Getafe University Hospital, Rheumatology, Getafe, Spain

Introduction & Objectives: Guselkumab is an IL-23 inhibitor that has recently been approved for the treatment
of active psoriatic arthritis (PsA) that does not respond to treatment with conventional synthetic disease-
modifying anti-rheumatic drugs(csDMARDs). However, the prescription habits are unknown and the experience in
real life is still limited and often comes from multidisciplinary consultations between dermatology and
rheumatology.

Materials & Methods: Observational, retrospective, non-interventional study conducted in a single hospital.
Demographic data, body mass index, cardiovascular risk factors, number and type of previous treatments,
presence of cancer, concomitant infection with hepatitis B and C viruses, and human immunodeficiency were
collected from patients diagnosed with PsA. The characteristics of the PsA were collected, such as the type and
number of affected domains and comorbidities. Disease activity was quantified using joint counts, C-reactive
protein, assessment scales (RAPID-3, BASDAI DAPSA and/or MDA) according to treatment by objectives.
Combined use of guselkumab with DMARDs including targeted therapies, degree of response, discontinuation
with reason for withdrawal, and adverse effects were collected. Patients included in a clinical trial were excluded.

Results: Twenty-six patients were included, 17 women (65.4%), with a mean disease duration of 7.8 years. Twenty-
four patients (92.3%) had joint involvement (14 oligoarticular, 9 polyarticular and 1 distal joint involvement).
Thirteen patients had enthesitis and 5 patients had dactylitis. Six patients had axial involvement. All had cutaneous
involvement, 7 of whom had pustular or palmoplantar involvement. Three patients had hepatitis B or C infection, 1
had human immunodeficiency and 3 had a history (1) or concomitant presence (2) of cancer. All patients had
received between 1 and up to 8 previous biologics or non-biologics (3 at least 1, 4 two and 19 between 3 and 8).
Twenty-one patients (80.7%) had received previous non-biologic DMARDs including apremilast. Twenty-four
patients (92.3%) received up to a total of 48 prior biologics (31 anti-TNF, 10 anti-IL-17 and 7 anti-IL-12/23).
Twelve patients (46.1%) received combination therapy with non-biologic DMARDs including 3 with apremilast and
1 with upadacitinib. In 2 patients (7.6%) treatment was discontinued: in 1 due to the patient’s wish and in 1 due to
infection after prosthetic implantation. No other treatment-related adverse events were observed.

Conclusion: In our clinical practice, two guselkumab prescription profiles stand out. One is indicated in a severe
PsA population, with a high failure rate to biologics, with long disease duration, in which blockade of other
therapeutic targets has been exhausted. Another in which guselkumab is used in PsA in which the safety profile
predominates in patients with chronic viral infections or concomitant tumors, which denotes confidence in its
safety in these circumstances. This confidence is reaffirmed by the frequent use of guselkumab in combination
therapy, even with targeted therapies. All patients had cutaneous involvement, especially the palmoplantar forms,
suggesting a prescriber preference for its use in patients with predominantly cutaneous involvement. Treatment
discontinuations were infrequent, highlighting the safety of guselkumab in these patients.
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Abstract N°: 2920

Two cases of Generalized Pustular Psoriasis (von Zumbusch) flares successfully treated with Spesolimab.
Raquel Steglich*l, Felipe Saboiaz, Anber Tanakaz, Lincoln Helder Zambaldi Fabricic?

LUNIVILLE - JOINVILLE REGION UNIVERSITY, Joinville, Brazil, ?Hospital Universitario Evangélico Mackenzie,
Curitiba, Brazil

Introduction & Objectives: Generalized pustular psoriasis (GPP) is a severe and rare form of psoriasis,
characterized by erythematous-edematous plaques with widespread pustules and systemic symptoms. Recently, a
novel molecule, an anti-IL-36R, named Spesolimab, has shown promising efficacy for the GPP flare treatment. This
poster presents two cases of the first GPP patients treated with Spesolimab in Brazil. The objective of this report is
to share the experience of patients with a GPP flare treated with Spesolimab, as well as to provide valuable insights
into the authors’ experience with the use of this new medication.

Materials & Methods: Data from the medical records of two patients diagnosed with Generalized Pustular
Psoriasis and treated with Spesolimab were collected. The study participants have provided consent.

Results: Case 1: A 66-year-old retired female patient presented to the dermatology service complaining about
erythematous lesions with pustules, associated with local pain and itching that had started one week before.
Subsenquently, the lesions have disseminated and were accompanied by fever. Previous flares with similar
characteristics, which were treated with systemic corticosteroids and antibiotics were reported by the patient. A
skin biopsy and other tests were performed and Generalized Pustular Psoriasis was diagnosed based on European
diagnostic criteria. Acitretin, cyclosporine and corticosteroids were initiated but adequate clinical control wasn’t
achieved. Consequently, it was decided to indicate 900mg of Spesolimab IV. One week after the infusion, only
partial response was reached (GPPASI=10.2) and a second dose of Spesolimab 900mg was administered. The
patient exhibited a rapid response to the medication the following week (GPPASI=3), and currently maintains
complete clearance of the lesions without using any other medication for GPP. Case 2: A 27-year-old female
patient reports a history of flares of erythematous lesions associated with pustules since the age of 11. The patient
describes worsening intensity and frequency of the flares. At the age of 21, the patient progressed to a
generalized condition associated with systemic symptoms requiring hospitalization. A diagnosis of GPP was made,
and treatment with cyclosporine was initiated, resulting in clinical improvement. During follow-up in the
outpatient setting, cyclosporine was discontinued, and Risankizumab was initiated. However, a new flare occurred
with the induction dose of Risankizumab, leading to its discontinuation and the reintroduction of cyclosporine.
After a year, the patient returned with another flare. On this occasion, an infusion of 900mg of Spesolimab was
administered, resulting in a rapid response of cutaneous and systemic symptoms, with a decrease in pustules and
erythema observed during the one-week follow-up visit. Maintenance treatment with Ustekinumab was initiated,
and no new flares have been reported.

Conclusion: GPP is a dermatosis associated with systemic symptoms and elevated inflammatory markers. It is a
potentially life-threatening condition, and traditional treatments can lead to side effects such as hepatotoxicity,
renal insufficiency, and immunosuppression. Spesolimab offers the advantage of being a safer and more efficient
alternative by specifically targeting IL-36 pathway.

BI was given the opportunity to review the manuscript for medical and scientific accuracy as well as intellectual
property considerations.
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Abstract N°: 2934

Increased dental comorbidities in patients with psoriasis: a nationwide population-based cohort study in
Korea

Eunjung Kwak*1, Young Chan Kim?, Ko Eun KimZ Jiehyun Jeon?, Yoo Sang Baek?

INational Dental Care Center for Person with Special Needs, Seoul National University Dental Hospital, Korea,
Rep. of South, 2Korea University Guro Hospital, Dermatology, Seoul, Korea, Rep. of South

Introduction & Objectives:

Despite the growing recognition of periodontitis as a dental comorbidity of psoriasis, relatively little is known
about the relationship between other common dental diseases and psoriasis. We hypothesized that patients with
psoriasis have an increased risk of overall dental comorbidities and investigated the risk of potential dental
comorbidities in patients with psoriasis.

Materials & Methods:

We conducted a nationwide population-based cohort study using a database obtained from the National Health
Insurance Service (NHIS). The psoriasis cohort consisted of individuals aged 20 years or older and who had at
least two documented visits to a dermatologist with a diagnosis of psoriasis (ICD-10 code L40) between 2010 and
2017. Age- and sex-matched control subjects were randomly selected at a 1:5 ratio. We identified the incidence of
the following potential dental comorbidities from the index year until the end of the study: (i) dental caries, (ii)
pulp and periapical disease, (iii) periodontal disease, (iv) gingival changes, and (v) tooth loss.

Results:

In the final study population, the psoriasis cohort consisted of 15,165 patients, and the control cohort consisted of
75,825 subjects. After adjusting for potential cofactors, the adjusted hazard ratio (HR) of dental caries (1.105; 95%
confidence interval [CI] 1.078-1.132), pulp and periapical disease (1.07; 95% CI, 1.044-1.096), and periodontal
disease (1.108; 95% CI, 1.088-1.129) were significantly higher compared to the control cohort (p < 0.001). In the
psoriasis cohort, there were 4,275 patients who had received systemic anti-psoriatic agents such as cyclosporine,
methotrexate, acitretin, and biologics. For these patients, the adjusted HR risk of all potential dental comorbidities
was not significantly different from that of the control cohort.

Conclusion:

Patients with psoriasis have an increased risk of dental comorbidities such as dental caries, pulp and periapical
disease, and periodontal disease. This increased risk is more significant in those patients who had not received
systemic agents.
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Abstract N°: 3086

Arthritis Hit Rate in Patients with Psoriasis Referred for Rheumatology Evaluation
Catalina Skovsgard*! 2, Trine Bay Laurberg® 3, Anders Kirch Dige? 4, Lars Iversenl 2, Kasper Fjellhaugen Hjulerl 2
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Introduction & Objectives:

Psoriatic arthritis (PsA) is a chronic inflammatory arthritis that afflicts many patients with psoriasis, causing pain
and impairing their quality of life. Early detection and treatment are crucial as PsA can lead to structural joint
damage and reduced physical function. The objective of this study was twofold: to determine the proportion of
patients with psoriasis referred from a dermatology department due to suspicion of PsA who were diagnosed with
PsA or other rheumatologic conditions, and to identify clinical and patient-reported variables that can help identify
patients with psoriasis in whom joint discomfort is indicative of PsA.

Materials & Methods:

This single-center retrospective study included all patients with psoriasis who had been referred for
rheumatological evaluation between 2014 and 2018 based on suspicion of PsA.

Results:

A total of 364 patient records were examined, revealing 106 patients with psoriasis who had been referred for
rheumatologic evaluation due to suspicion of PsA. Patients with a prior PsA diagnosis were excluded from the
analysis. Among the referred patients, 23.6% were diagnosed with either peripheral or axial PsA, or both.
Furthermore, 23.6% were diagnosed with osteoarthritis, and an additional 14.2% were diagnosed with inactive PsA.
The positive predictive values/negative predictive values for a PsA diagnosis based on patient-reported swollen
joints and dermatologist-assessed swollen joints at referral were 40%/100% and 50%/92%, respectively.

Conclusion:

In this study, it was found that 23.6% of patients with psoriasis with symptoms suggestive of PsA were diagnosed
with peripheral and/or axial arthritis following rheumatologic evaluation. The presence of patient-reported swollen
joints and dermatologist-assessed swollen joints indicated a high likelihood of peripheral PsA. Additionally, the
absence of patient-reported swollen joints indicated a very low probability of diagnosing peripheral PsA.
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Abstract N°: 3104

Psoriasis, anti-TNF therapy and an unexpected guest.

Joseph Griffiths Acha?l, Arantxa Mufiz de Lucas!, Marta Menéndez Sanchez!, Giulia Dradit, Diego De la Vega Ruiz,
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Introduction & Objectives:
Anti-TNF therapy is valuable for moderate-severe psoriasis control but poses an increased infection risk.
Materials & Methods:

We present a case of a 45-year-old male alcohol consumer with severe psoriasis controlled with infliximab, who
developed evening fever (40°C) for 5 weeks, weight loss, arthromyalgia, and general malaise; following a dental
infection. Initial investigations, including blood tests, chest x-ray, urine culture and sediment, revealed mild
leukopenia. Empirical treatment with amoxicillin-clavulanate was ineffective.

Consequently, the patient was admitted and the antiTNF suspended. Further studies revealed progressive
pancytopenia (590 neutrophils/mm3, 8g/dL hemoglobin, 84000 platelets/mm3), elevated CRP (229mg/L), marked
hepatosplenomegaly and retroperitoneal lymphadenopathy. The echocardiogram, mantoux, serologies (HIV, HBV,
HCV) and blood cultures were all negative.

Due to prolonged fever, hepatosplenomegaly, and pancytopenia, Leishmania serology and bone marrow biopsy
were performed, confirming Visceral Leishmaniasis (VL). Treatment with intravenous liposomal amphotericin B led
to an excellent response.

Results:

Studying patients on anti-TNF therapy with fever of unknown origin is challenging, requiring consideration of a
broader range of infectious diseases.

Regarding the patient’s psoriasis, initial treatment with acitretin and PUVA had a partial response. A year after the
VL, biologic therapy was resumed with Ustekinumab 45mg with a good initial response that lost efficacy over time.
Methotrexate association was not tolerated due to elevated VCM and transaminitis. Increasing ustekinumab to
90mg resulted in a partial response. Switching to antilL17 treatment was not considered due to IL17’s role in
leishmania control. Once risankizumab became available, it was prescribed with a good response, achieving a PASI
score of 3.6 without new incidents.

Conclusion:

Leishmania eradication cannot be confirmed through available tests. Delaying immunosuppressive treatment for
1-2 years after VL is recommended, and careful selection of the therapeutic target is advised to prevent disease
reactivation.

AntiTNF increases tuberculosis infection risk due to its role in TH1 response and granuloma formation, crucial for
eliminating intracellular pathogens like leishmania and mycobacteria. IL17 promotes the recruitment and



activation of neutrophils and macrophages in the site of infection and it limits the growth of pathogens by
working with IFN-gamma to boost nitric oxide and reactive oxygen species production in infected macrophages.
Therefore, IL17 could be a critical component of the immune response against leishmania infection. Exhaustive
knowledge of both the infection control pathways and the mechanism of action of biological treatments are
essential.

In this case, an antilL23 was chosen for its favourable safety profile, leading to successful disease control without
any infectious complications.
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Abstract N°: 3106

Tildrakizumab improves signs and symptoms in patients with moderate to severe plaque psoriasis in a real-
world setting: a holistic approach.

Athanasios Tsianakasl, Astrid Kirschz, Uwe Schwichtenberg3

LFachklinik Bad Bentheim, Dermatologie, Bad Bentheim, Germany, 2Almirall Hermal GmbH, Medical Affairs,

Reinbek, 3DermaNord Hautarztpraxen, Bremen, Germany
Introduction:

Plaque psoriasis is a chronic inflammatory skin disease with the main signs and symptoms being plaques on the
body and scalp, infestation of the nails, itching and an associated reduction in quality of life.

Many patients suffer from more than one sign or symptom at the same time. The objective of this interim analysis
is to assess the impact of treatment with tildrakizumab on these signs and symptoms in routine clinical practice
over 100 weeks (W100). The 5 relevant scores for the assessment of the disease severity were set as a combined
response criterium, to reflect a holistic approach in all relevant areas.

Materials & Methods:

TILOT is an ongoing 3-year non-interventional study in adult patients with moderate-to-severe chronic plaque
psoriasis who are eligible for systemic biologic treatment and receive TIL 100 mg (s.c.) as part of routine clinical
practice in accordance with the Summary of Product Characteristics. The study evaluates, amongst others,
effectiveness and safety based on Psoriasis Area and Severity Index (PASI), Physician Global Assessment on a 5-
point scale in scalp and nails, itch-VAS and Dermatology Life Quality Index (DLQI). In this interim analysis at W100
these relevant scores for the assessment of the disease severity were set as a combined endpoint. Patients who are
responders in the context of the combined response criterium must achieve all 5 criteria, PASI <3 and Nail-PGA
0/1 and Scalp-PGA 0/1 and Itch-NRS <3 and DLQI <5. Data are presented as observed cases (OC) and using last
observation carried forward (LOCF).

Results:

This analysis was performed on the full analysis set of 503 patients. For the interim analysis at W100 data from 350
patients are available. 81.6 % of patients had scalp involvement and 45.3% suffered from nail infestations at
baseline. At study start, the mean [Standard deviation] age was 47.5 years [15.2], 63.4% of patients are male. The
PASI was 15.9 [9.1], DLQI 13.0 [7.3] and Itch-VAS 56-0 [28.7]. Patients with scalp or nail involvement at baseline
achieved response rates of 64.4% (OC), 50.3% (LOCF) and 58,2% (OC), 45.2% (LOCF) for the combined endpoint.
For the overall population, improvement in all 5 categories, PASI <3, Scalp-PGA 0/1, Nail-PGA 0/1, Itch-NRS <3
and DLQI =5 in W100 was achieved by 67.9% (OC), 50.9% (LOCF) resp. Over the entire study duration a constant
increase in responders was observed. No new or unexpected safety signals were detected.

Conclusion:

A high proportion of patients treated with tildrakizumab met the combined response criterion, meaning most
patients being free or almost free from skin, scalp, nail involvement and itching and they experience an
improvement in quality of life independently from baseline expression of the disease. The application of a
combined response criterium, comprised of the most common signs and symptoms of moderate to severe plaque
psoriasis, reflects a more holistic assessment of the treatment outcome in routine practice.
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Abstract N°: 3108

Treatment effects of ixekizumab and adalimumab at the individual digit level with nail and distal
interphalangeal joint involvement in patients with psoriatic arthritis

Dennis Mcgonaglel, Arthur Kavanaughz, Iain Mcinnes3, Lars Erik Kristensen?, Joseph F. Merola®, Bruce Strober6,
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Parker Institute, Bispebjerg and Frederiksberg Hospital, Muscoloskeletal Statistics Unit, Copenhagen, Denmark,
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Introduction & Objectives: Psoriatic nail disease is intimately linked to adjacent distal interphalangeal joint (DIP)
disease, and it is important to ascertain whether DIP-nail complex behaves differently under different biological
therapies. The aim of this analysis was to assess the effect of ixekizumab (IXE) and adalimumab (ADA) at the
individual digit level in improving nail and joint disease, in patients with psoriatic arthritis and concomitant nail
involvement.

Materials & Methods: This post hoc analysis included patients from SPIRIT-H2H (NCT03151551) treated with
either IXE or ADA who had baseline nail disease (NAPSI total score >0) and DIP involvement in at least one
simultaneous digit, with either tenderness, swelling or both, at the individual digit level for each hand. Proportions
of patients having a NAPSI total score >0 and proportions of patients having DIP involvement (tenderness or
swelling) were evaluated at baseline and Week 24; post-baseline assessments were compared between treatment
arms using Fisher’s exact test.

Results: Of the intent-to-treat population of SPIRIT-H2H (N=566), 354 patients had a NAPSI total score >0 and
DIP involvement (swelling or tenderness) in at least 1 joint simultaneously at baseline (IXE, N=186 and ADA,
N=168). Of these patients, significantly fewer IXE-treated patients had a NAPSI total score of > 0 at Week 24
(p<0.05 for 9/10 digits; Table) and numerically fewer IXE-treated patients had DIP involvement at Week 24 across
all ten digits (p<0.05 for 4/10 digits; Table). Numerically fewer IXE-treated patients had joint tenderness at Week
24. A similar pattern of improvement was seen out to Week 52 (Table).**

Conclusion: In this analysis, in patients from SPIRIT-H2H with psoriatic arthritis who had nail involvement and DIP
involvement at baseline, patients treated with IXE had less nail involvement, less DIP involvement and less
tenderness compared to those treated with ADA at Week 24.

Previously presented at European Alliance of Associations for Rheumatology - EULAR 2023; 31stMay-3rd June,
2023; Milan, Italy.



Figures and tables.

Table. The praparion (%) of patienls with (A) NAPS| >0 and (B} DIP involvement (lenderness or swelling) al Wieek 24 af the
individual digit level among patients treated with sither IXE (N=188] or ADw (N=188]) who had NAPS] >0 and distal interphalangeal
jaint invoheerment &1 basaline, "p=<0.05, Tp<0.1, 3p=<0.001 v& ADA, Fishars Exact 11 p-value.

Laft Hand Right Hand

Little Ring Middle Fora  Thumb  Thumb Fora Middle Ring Little
NAPSI=0 |%)
Weak 24
LXE Q4w 17.0° 178" 14.2% 15.31 11.4% 15.3¢ 13.6¢ 15.3" 15.8¢ 131
ADA QW e e FLE) 3 236 FLE 285 26,7 26.7 2z
p-valug 00181 0.0276 0.0087 0.0079  0.0038 00079 0.0062 0.0913 00169 0.0802
Weak 52
LXE Q4w 10.9* 1.3 n.e 103 B 121 a7 0.8 73 08
ADA QW 214 6.6 186 7.2 145 193 7.2 193 124 145
p-valug 0.0128 01304 02400 0.0858 01547 0.0859 0.0641 0.0538 oATT0 0.3024
DIF invalvemant
(%) Week 24
IXE Qs 0.7 1.3 15.8° 198 78 158 209 1.5° 118 0T
ADA QZW 162 0.0 255 T3 HE 224 28.5 ne 170 188
p-valus* 02580 0.0357 00318 01248 01118 | 01307 01312 0.0455 02188 0.0455
Week 52
IXE Qs 9.0 0.2 16,8 &S ] 114 139 157 1232 0.8
ADA Q2W 131 15.2 226 200 15.2 131 214 241 134 10.3
pvalue® 02779 02301 02008 085571 04014 | 07285 00887 00643 10000 1.0000

Data are presented as proparlion of patients (%), Abbeeviabians: ADA, adalimurmab; IKE. xekizumab,
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Abstract N°: 3110

Sustained efficacy and safety of tildrakizumab over 2 years in patients with moderate to severe plaque
psoriasis in routine clinical practice: interim results in week 100 from the non-interventional, prospective,
multicenter study TILOT

Athanasios Tsianakasl, Astrid Kirschz, Maximilian Petri

LFachklinik Bad Bentheim, Dermatologie, Bad Bentheim, 2Almirall Hermal GmbH, Medical Affairs, Reinbek,
3Hautarztliche Gemeinschaftspraxis Dr. Petri / Dr. Mocklinghoff, Ahaus, Germany

Introduction:

The anti-IL-23 p19 monoclonal antibody Tildrakizumab (TIL) is approved for treatment of moderate to severe
plaque psoriasis and has demonstrated good efficacy and safety. The objective of this analysis is to assess the
maintained effectiveness and safety of tildrakizumab in routine clinical practice over 100 weeks (W100).

Materials & Methods:

TILOT is an ongoing 3-year non-interventional study in adult patients with moderate-to-severe chronic plaque
psoriasis who are eligible for systemic biologic treatment and receive TIL 100 mg (s.c.) as part of routine clinical
practice in accordance with the Summary of Product Characteristics. The study evaluates effectiveness and safety
based on Psoriasis Area and Severity Index (PASI), body surface area (BSA), Physician Global Assessment on a 5-
point scale (global, scalp, nail-PGA), itch and pain (visual analog scale; VAS), Dermatology Life Quality Index
(DLQI) as well as patient’s and physician’s satisfaction. Data are presented as observed cases (OC) and using last
observation carried forward (LOCF).

Results:

This interim analysis at W100 assessed data from 350 patients. From Baseline to W100 the absolute PASI improved
by 86.5% (OC) and 67.8% (LOCF) and 84.1% (OC) and 68.1% (LOCF) of patients reported a PASI <3. A PGA of
clear or almost clear (0 or 1) was reported in 74.9%/61.9% (OC/LOCF) of patients. Scalp-PGA of clear or almost
clear (0-1) was achieved in 80.8% (OC) and 73.4% (LOCF) of patients with scalp involvement at study start. Nail-
PGA decreased by 71.4%/61.2% (OC/LOCF) in patients with nail involvement at baseline. A reduction in itch of
77.4% (0OC), 62.2% (LOCF) respectively is detected. Proportions of patients with mean itch-NRS <3 are 87.5% (OC)
and 74.0 (LOCF). Detailed results are presented in the table below. The full analysis set comprised of 503 patients.
153 (30.4%) patients discontinued treatment before W100, mainly due to lack of efficacy (N= 95 [18.9%]) or lost
to follow-up. The safety profile was in line with data from phase III clinical trials. No new or unexpected safety
signals were reported.



PASI, mean (SD)
PGA, mean (SD)
DLQI, mean (SD)

Scalp-PGA,
mean

Nail-PGA, mean

Itch-VAS, mean

Conclusion:

Baseline

15.9 (9.1)
3.1(0.6)

13.0 (7.3)

2.6 (0.9)

1.8 (0.9)

56.0 (28.7)

w100
oC

1.6 (2.3)
0.9 (0.9)

22(3.7)

0.6 (1.0)

0.4 (0.8)

12.7 (19.3)

This interim analysis demonstrates the sustained efficacy and safety of tildrakizumab in a real-world setting.
Patients with plaque psoriasis in sensitive areas or suffering from itch showed good response, reflected in

significant improvements of all measured parameters including treatment satisfaction.
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Abstract N°: 3116

Effectiveness of secukinumab and guselkumab in patients with moderate-to-severe psoriasis after
ustekinumab failure in real world clinical practice.

Sonsoles Berenguer—Ruizl, Elena Del Alcazar Viladomiuz, Anna Lopez-Ferrer3, Eva ViIIarasa3, Pablo Coto—Segura4,

Susana Armesto®, Enrique Herrera-Acosta, Jose Manuel Carrascosa?, Esteban Daudent, Mar Llamas-Velascot

IHospital Unversitario La Princesa, Dermatology Department, Madrid, Spain,2Hospital Universitari Germans Trias ,
Dermatology Department, Barcelona, Spain, 3Hospital de la Santa Creu i Sant Pau, Dermatology Department,
Barcelona, Spain, *Hospital Universitario Central de Asturias, Dermatology Department, Asturias, Spain,”Hospital

Universitario Marqués de Valdecilla, Dermatology Department, Santander, Spain, ®Hospital Clinico Universitario
Virgen de la Victoria, Dermatology Department, Méalaga, Spain

Introduction & Objectives: The ARROW study, a phase II clinical trial, showed greater clinical efficacy of
secukinumab (SEK) versus guselkumab (GUS) in patients with moderate-to-severe plaque psoriasis, who
presented recalcitrant plaques that were resistant to ustekinumab (UTK) after 16 weeks of treatment. The objective
of this study was to compare the effectiveness and survival of SEK and GUS in patients with moderate-to-severe
psoriasis and insufficient response to UTK at week 12-16 and 48 weeks in real world clinical practice.

Materials & Methods: Two psoriasis cohorts complied by Spanish psoriasis group were analyzed: the SEK cohort
(November 2015-December 2017) and GUS cohort (March 2019- September 2019). All patients who had received
UTK as the last treatment prior to GUS or SEK, irrespective of basal PASI or reason for UTK discontinuation, were
included for comparison. Clinical and disease activity data were collected, including PASI at weeks 12-16 and 48. A
propensity score and a matched analysis were performed to minimize the historical cohort comparison bias.
Statistical analysis was performed using SPSS (version 22.0 for Windows). Values of p < 0.05 were considered
statistically significant.

Results: 277 patients were included, 171 (61.7%) treated with SEK and 106 (38.3%) treated with GUS.
Demographic statistically relevant differences were found between the SEK and GUS cohorts regarding the
proportion of men (37.8% vs 56.6%; p=0.01), mean weight (86.4kg SD 17.3 vs 80kg SD 5, 6; p=0.04), mean
number of previous biological treatments (BT) (2.55 vs 2.13; p=0.001) and baseline PASI (13.7 SD 8.8 vs 8.4 SD
5.03; p<0.001).** The proportion of patients who achieved an absolute PASI response < 3 was higher in the group
treated with GUS compared to the group treated with SEK at week 12-16 (81.7% vs 68.2; p=0.01) and at week 48
(93.6% vs. 71.1%; p<0.01). Survival rate was higher in the SEK group (8.28 months, SD 0.42) versus GUS (6.8
months, SD 0.69) without reaching statistical significance (p=0.18). In the subgroup of patients who had only
received UTK as BT in the SEK (n=24) or GUS (n=36) cohorts, no differences were found in the PASI < 3 response
at weeks 12-16 (p=0.580) or at week 48 (p=0.272). After applying propensity score testing and matched analysis
using the demographic variables showing baseline differences, no differences were found regarding PASI < 3
response either at week 12-16 or week 48.

Conclusion:

GUS showed higher effectiveness in the short and medium-long term, although interpretation is complex as the
cohorts were asynchronous and had major demographic differences. No significant differences were found
regarding drug survival. When statistical methods were applied to balance both cohorts and in the group of
patients who had only used UTK as BT (analyzed to minimize the previously mentioned biases) both drugs
showed similar effectiveness and persistence. Therefore, according to our data both drugs seem suitable in



psoriasis patients with insufficient response to UTK in clinical practice.
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Abstract N°: 3120

Tildrakizumab demonstrates high efficacy regardless of baseline characteristics in patients with moderate-
to-severe chronic plaque psoriasis in conditions close to real clinical practice

Antonio Costanzo*l, Aldo Cucciaz, Esteban Daudén3, Gabriella Fabbrocini®, Raquel Rivera-Diaz>, Kristian Gaarn Du

Jardin®, Ismail Kasujee®, Lluis Puig’, José Manuel Carrascosa®

1Section of Dermatology, Department of Biomedical Sciences, Humanitas University, Pieve Emanuele, Milan;
Dermatology unit, IRCCS Humanitas Research Hospital, Rozzano, Milan, Italy, 2Unit of Dermatology, San Donato

Hospital, Arezzo, Italy, 3Department of Dermatology, Hospital Universitario de la Princesa, Madrid, Spain,4Section
of Dermatology, Department of Clinical Medicine and Surgery, University of Naples Federico II, Naples, Italy,

>Department of Dermatology, Hospital Universitario 12 de Octubre, Universidad Complutense, Madrid, Spain,
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Introduction & Objectives

Tildrakizumab (TIL) is a high-affinity anti-interleukin-23p19 monoclonal antibody approved for the treatment of
moderate-to-severe plaque psoriasis with demonstrated long-term efficacy and safety.1,2 The objective of this
analysis was to examine the response to TIL in different subgroups of patients from the TRIBUTE study defined by
baseline characteristics.

Materials & Methods

TRIBUTE is a 24-week open-label phase IV study to assess TIL 100 mg efficacy and safety in adult patients with
moderate-to-severe chronic plaque psoriasis eligible for systemic biologic treatment. Patients were either naive to
systemic biologic treatment or had had a primary/secondary failure to treatment with =1 anti-tumour necrosis
factor agents. Efficacy assessments were proportions of patients who had an absolute Psoriasis Area and Severity
Index (PASI) <3, PASI <1, and a Dermatology Life Quality Index (DLQI) score of 0 or 1 (DLQI 0/1) at week 24.
Subgroups were defined based on baseline patient characteristics: current smoking status (yes/no/ex-smoker),
weight (<90/=90 kg), body mass index (<25/=25 kg/m2), disease duration (<5/5-<10/=10 years), baseline PASI
(<20/=20), and previous biologic exposure (bio-naive/bio-experienced). Analyses were performed for the
intention-to-treat population (N=177) and were based on observed cases.

Results

The proportions of TIL-treated patients who achieved absolute PASI scores <3 and <1 and DLQI 0/1 at week 24
by subgroups of baseline characteristics are shown in Table 1. Overall, TIL showed high levels of efficacy and
improvements in quality of life regardless of patients’ baseline characteristics. However, PASI =1 and DLQI 0/1
response rates were significantly higher among bio-naive versus bio-experienced patients, and PASI <3 and PASI
<1 responders had significantly lower PASI scores at baseline and lower body mass index, respectively. Up to
week 24, 29.4% of patients had at least one treatment emergent adverse event (TEAE). The most frequent TEAE
was headache (6.2%). Only one serious TEAE was reported (coronavirus infection not related to TIL that led to
death).

Table 1. Percentage of PASI<3, PASI<1 and DLQI 0/1 responders at week 24 by subgroups of baseline
characteristics



PASI =3 p-value* PASI=<1 ©p-value* DLQIO/1 p-value*

Smoking status

Yes 96.0 0.0667 68.9 0.6110 72.9 0.6336
No 83.0 67.9 72.3
Ex-smoker 829 58.5 62.2

Weight (kg)

<90 90.0 0.3963 67.3 0.7687 70.3 0.9583
=90 85.7 65.1 70.7

Body mass index (kg/m2)

<25 934 0.1288 77.1 0.0297 66.7 0.4357
=25 85.7 60.7 72.6

Disease duration (years)

<5 90.9 0.5890 75.0 0.3022 71.8 0.5336
5-<10 923 69.2 79.2

=10 86.4 62.1 67.7

PASI

<20 91.0 0.0470 66.4 0.9769 69.7 0.6999
=20 79.5 66.7 73.0

Previous biologic exposure
Bio-naive 89.9 0.3067 69.6 0.0402 75.2 0.0123

Bio-experienced 83.3 50.0 51.7

* Chi-square (versus non-responders). DLQI, Dermatology Life Quality Index; PASI, Psoriasis Area and Severity
Index.

Conclusion

Tildrakizumab demonstrates high efficacy, improvements in quality of life and a favorable safety profile regardless
of baseline characteristics in conditions close to real clinical practice in patients with moderate-to-severe chronic
plaque psoriasis.

References

1Thaci D, et al. BJD 2021;185:323-34; 2Drerup KA, et al. Dermatology 2022;238:615-19.
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Abstract N°: 3121

Super responders to tildrakizumab treatment in moderate-to-severe chronic plaque psoriasis in conditions
close to real clinical practice
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Introduction & Objectives

Tildrakizumab (TIL) is a high-affinity anti-interleukin-23p19 monoclonal antibody approved for the treatment of
moderate-to-severe plaque psoriasis with demonstrated long-term efficacy and safety.1,2 The objective of this
analysis was to evaluate and characterize the proportion of super-responder patients to TIL from the TRIBUTE
study.

Materials & Methods

TRIBUTE is a 24-week open-label phase IV study to assess TIL 100 mg efficacy and safety in adult patients with
moderate-to-severe chronic plaque psoriasis eligible for systemic biologic treatment. Patients were either naive to
systemic biologic treatment or had had a primary/secondary failure to treatment with =1 anti-tumour necrosis
factor agents. Super-responders were defined as those patients who achieved Psoriasis Area and Severity Index
(PASI) equal to 0 at week 16 and week 24. Non-super-responders were those patients who presented a PASI>0 at
week 16 and week 24 or achieved PASI=0 only in one of the two time points (16 or 24 weeks). Analyses were
performed for the intention-to-treat population (N=177) and were based on observed cases.

Results

A total of 20.4% of patients were super-responders, as they presented a PASI=0 at week 16 and week 24. Baseline
characteristics of super-responder and non-super-responder patients are shown in Table 1. With the exception of
age, there were no significant differences between the two groups in baseline characteristics, although a trend for
differences by sex and Body Surface Area (BSA) affected was observed.

Table 1. Baseline characteristics of super-responder and non-super-responder patients



Super-responders

Non-super-responders N=137

p-value

N=35
Age 40.6 (11.4) 45.5 (12.5) 0.0364
Sex
Female 15 (42.9) 37 (27.0) 0.0684
Male 20 (57.1) 100 (73.0)
Smoking status
No 12 (34.3) 41 (29.9) 0.0880
Yes 15 (42.9) 59 (43.1)
Ex-smoker 5(14.3) 35 (25.6)
Weight (kg) 81.3 (24.7) 81.7 (17.4) 0.9280
<90 24 (68.6) 86 (62.8) 0.0967
90-<120 8(22.9) 48 (35.0)
=120 3(8.6) 3(22)
Disease duration (years) 14.0 (11.4) 16.0 (12.3) 0.3922
<5 10 (28.6) 33(24.1) 0.7507
5-<10 6(17.1) 20 (14.6)
=10 19 (54.3) 84 (61.3)
PASI 16.1 (7.6) 16.2 (8.6) 0.9234
<20 27 (77.1) 106 (77.4) 0.9769
=20 8(22.9) 31 (22.6)
BSA (% affected) 25.7 (14.3) 20.9 (13.7) 0.0698
DLQI 12.9 (7.4) 14.3 (7.4) 0.3378
Previous biologic exposure
Bio-naive 25 (71.4) 111 (81.6) 0.1827
Bio-experienced* 10 (28.6) 25 (18.4)

Data are mean (SD) or n (%). BSA, Body Surface Area; DLQI, Dermatology Life Quality Index; PASI, Psoriasis Area

and Severity Index; SD, standard deviation.*=1 anti-tumour necrosis factor agents

Conclusion

Our study revealed, in conditions close to real clinical practice, the presence of one in five patients who super
respond to TIL at week 16 and 24. Both groups were similar in baseline characteristics, however, super-responder
patients were significantly younger than non-super-responders. In super-responders, a trend towards a higher
frequency of females and a greater BSA affected at baseline could be argued.

References
1Thaci D, et al. BJD 2021;185:323-34.

2Drerup KA, et al. Dermatology 2022;238:615-19.
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Tildrakizumab improves sleep quality and psoriasis-related pruritus and pain in patients with moderate-to-
severe plaque psoriasis in conditions close to real clinical practice
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Introduction & Objectives

Tildrakizumab (TIL) is a high-affinity anti-interleukin-23p19 monoclonal antibody approved for the treatment of
moderate-to-severe plaque psoriasis with demonstrated long-term efficacy and safety. Itch and skin pain can be
two of the most burdensome symptoms associated with psoriasis affecting patients’ quality of life,1 with an effect
on sleep.2 The objective of this analysis from the TRIBUTE study was to assess the efficacy of TIL 100 mg on sleep
improvement after 24 weeks through its correlation with Psoriasis Area and Severity Index (PASI) and psoriasis-
related pruritus, pain, and scaling.

Materials & Methods

TRIBUTE is a 24-week (W) open-label phase IV study to assess TIL 100 mg efficacy in adult patients with
moderate-to-severe chronic plaque psoriasis in conditions similar to routine clinical practice. The Medical
Outcomes Study (MOS)-Sleep scale evaluates sleep impairment on 6 domains (disturbance, adequacy,
somnolence, snoring, awakened by shortness of breath/headache, and quantity of sleep), ranging from 0 to 100
(except for sleep quantity), with higher scores reflecting more of the attribute indicated by the subscale name. The
MOS-Sleep Index II is a four-domain (disturbance, adequacy, somnolence, awakened by shortness of
breath/headache) aggregate measure. The score ranges from 0 to 100 (100=worse sleep problems). Pruritus, pain,
and scaling were evaluated by a Numerical Rating Scales (NRS) ranging from 0 to 10 (10=worse symptoms).
Analyses were based on observed cases.

Results

A total of 177 patients were included (mean [SD] age of 44.6 [12.4] years; 69.5% male). At W24, 88.4%, 76.5%, and
84.9% of patients achieved PASI <3, pruritus-NRS <3, and pain-NRS <3, respectively. Median scaling-NRS
decreased from 8.0 to 1.0 at W24 (median change from baseline: -6.0). At baseline, mean (SD) Sleep Index II was
39.8 (20.3) decreasing to 28.5 (15.6) at W24 (close to the population norm of 25.83), with a mean change from
baseline of 10.4, which is larger than the minimal clinically important difference of 5.1.4 Pearson’s correlation
coefficients (r) between MOS-Sleep domains and PASI, pruritus, pain, and scaling measures at W24 are shown in
Table 1. At W24, sleep disturbance, adequacy, and shortness of breath/headache dimensions, as well as MOS-
Sleep Index Il showed significant correlations with pruritus and pain. There was no significant correlation between
PASI or scaling changes and sleep improvement.



Table 1. Pearson’s correlation coefficients (r) between MOS-Sleep domains and PAS], pruritus, pain, and scaling
measures at week 24

Disturbance  Quantity = Adequacy Shortness of Snoring Somnolence Isr:::
breath/headache I

PASI 0.039 -0.115 -0.076 -0.021 0.138 0.038 0.04
Pruritus 0.142 0.017 -0.135 0.162* 0.091 0.116 0.19
Pain 0.268** -0.040 -0.202* 0.186* 0.109 0.109 0.287
Scaling 0.147 0.090 -0.138 0.072 0.108 0.012 0.15
A, i

*p<0.05; **p<0.01; MOS, Medical Outcomes Study; PASI, Psoriasis Area and Severity Index
Conclusion

In conditions close to real clinical practice, tildrakizumab improved sleep quality in patients with psoriasis through
improving itching and pain, which are highly correlated. These correlations highlight the importance of evaluating
other endpoints beyond PASI to assure improvements in overall well-being of patients.

References

1ljosaa TM, et al. ActaDV 2010;90:39-45.
2Gupta MA, et al. Sleep Med Rev 2016;29:63-75.
3Hays RD et al. Sleep Med 2005;6:41-4.

4Rejas J et al. Eur J Pain 2007;11:329-40.
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Tildrakizumab improves sleep quality, quality of life and work productivity in patients with moderate-to-
severe plaque psoriasis in conditions close to real clinical practice
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Introduction & Objectives

Tildrakizumab (TIL) is an interleukin-23p19 inhibitor approved for the treatment of moderate-to-severe plaque
psoriasis. The objective was to assess the efficacy of TIL 100 mg on sleep improvement after 24 weeks and its
correlation with quality of life (QoL), patient-relevant treatment benefits and impairments in work and activities.

Materials & Methods

TRIBUTE is a 24-week (W) open-label 100 mg TIL phase 1V study in adult patients with moderate-to-severe plaque
psoriasis in conditions close to real clinical practice. The Medical Outcomes Study (MOS)-Sleep scale evaluates
sleep problems on 6 domains (disturbance, adequacy, somnolence, snoring, awakened by shortness of
breath/headache, sleep quantity; range 0-100 [except for sleep quantity], with higher scores reflecting more of the
indicated attribute). The Sleep Index Il is a four-domain aggregate measure (range 0-100; 100=worse sleep
problems). QoL assessments included Dermatology Life Quality Index (DLQI; range 0-30; 30=worst Qol) and
Skindex-16 (overall score range 0-100; 100=worst QoL). The Patient Benefit Index (PBI) evaluates patient-relevant
treatment benefits (range 0-4; 4=maximal benefit; PBI =1=relevant benefit). The Work Productivity and Activity
Impairment (WPAI) questionnaire gives 4 scores (%): work time missed, impairment while working, overall work
impairment, and activity impairment. Analyses were based on observed cases.

Results

177 patients were included (mean [SD] age 44.6 [12.4] years; 69.5% male). Mean (SD) DLQI score decreased from
14.1 (7.4) at baseline (BL) to 2.0 (3.6) at W24. At W24, 70.4% of patients had a DLQI 0-1. At BL, mean (SD) overall
Skindex-16 score was 68.5 (25.0) vs 14.9 (21.8) at W24. At W24, mean (SD) PBI score was 3.4 (0.6) and 98.7% of
patients achieved a PBI score =1. All WPAI scores improved after 24 weeks (e.g., mean [SD] overall work
impairment decreased from 40.2 [32.5] at BL to 8.1 [19.7] at W24). At BL, mean (SD) Sleep Index Il was 39.8 (20.3)
vs 28.5 (15.6) at W24. Pearson’s correlation coefficients between MOS-Sleep domains at W24 and DLQ]I, Skindex-
16, PBI, and WPAI measures are shown in Table 1. Sleep disturbance, adequacy, and Sleep Index Il showed
significant correlations with QoL and work and activities measurements. There was no significant correlation
between patient-relevant treatment benefits and sleep improvement.

Table 1. Pearson’s correlation coefficients (r) between MOS-Sleep domains at week 24 and DLQ], Skindex-16, PBI,



and WPAI measures

Shortness of

Disturbance  Quantity = Adequacy breath/headache

Snoring Somnolence In

DLQI

0.368** -0.112 -0.339** 0.106 0.008 0.143 0.
(W24)

Skindex-
16 (CfB in

0.264** -0.051 -0.285** 0.136 0.107 0.093 0.
the overall

score)
PBI (W24) -0.063 -0.016 0.143 -0.005 -0.111 0.027 -(

WPAI
(CfB):

Overall
work 0.313** -0.207 -0.287* 0.203 -0.116 0.127 0.
impairment

Activity
impairment

4 ‘\ i

*p<0.05; **p<0.01. CfB, change from baseline; DLQI, Dermatology Life Quality Index; MOS, Medical Outcomes
Study; PBI, Patient Benefit Index; W, week; WPAI Work Productivity and Activity Impairment

0.186* -0.041 -0.201* 0.140 -0.015 0.139 0.

Conclusion

In conditions close to real clinical practice, TIL improved sleep quality, which were highly correlated with
improvements in QoL and work productivity and activity measurements. This highlights the importance of looking
beyond the skin symptoms to improve the overall well-being of patients with moderate-to-severe psoriasis.
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Depression and its associated factors among psoriasis patients at the Regional Dermatology Training
Center (RDTC) in Moshi, Tanzania.
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1Regional Dermatology Training Center in Moshi, Tanzania, Dermato-venereology, Moshi, Tanzania

Introduction & Objectives: The chronic nature and the aesthetic changes related to psoriasis can lead to social
stigmatization and psychological distress, which can cause depression. In addition, due to the shared pro-
inflammatory cytokines in both conditions, they can easily coexist. Furthermore, there are multiple psoriasis-
related factors contributing to depression. However, with the current lack of awareness of mental health, the
relationship between depression and psoriasis is not just a problem for Tanzania but is also a global problem.

This study aimed to determine the proportion of psoriasis patients with depression and the disease factors
associated with depression among patients attending the RDTC.

Materials & Methods: This cross-sectional study recruited all adult patients with psoriasis who consulted the
Regional Training Center (RDTC) outpatient clinic in Moshi, Tanzania, from December 2019 to April 2020. The
permission to conduct the study was sought and obtained from the Kilimanjaro Christian Medical University
College Research and Ethics Committee and the Principal of the RDTC before starting the study. Data was
collected through a questionnaire that was subdivided into two parts. The first part asked about the socio-
demographic characteristics, the medical history, the current treatment, and the physical examination. The second
part was the PHQ-9, a multilinguistic validated questionnaire for diagnosing symptoms of depression.

The patients enrolled in the study were either newly diagnosed or already on psoriasis treatment. Psoriasis was
mainly diagnosed clinically. Only one patient had a biopsy to confirm pustular psoriasis. All psoriasis patients were
thoroughly examined after reading and signing a consent form. In all patients, the Body Surface Area (BSA) was
calculated using the patient’s palm for reference, representing 1% of the body surface. A score of less than 5%
BSA affected corresponded to mild psoriasis; moderate psoriasis meant 5%-10% BSA affected, and severe psoriasis
more than 10% BSA. After the physical examination, the PHQ-9 was used to assess the presence and severity of
depression amongst the psoriasis patients. Each of the 9 items on the PHQ-9 is scored from 0 to 3, and the total
score ranges from 0 to 27. A PHQ-9 score of 0-4 meant none to minimal symptoms; 5-9 meant mild depression;
10-14 meant moderate depression; 15-19 meant moderately severe depression; and 20-27 meant severe
depression. We used SPSS version 24 to analyze our data. The median and IQR were calculated for continuous
data, and percentages were used for categorical data. We did a univariate and multivariate regression analysis to
determine the factors associated with depression, and the odds ratio was used to measure the strength of the
association. A p-value of less than 0.05 was considered a statistically signifiant association.

Results: We found that 38.2% had none to minimal depressive symptoms, 29.4% had moderate depression, 20.6%
had mild depression, and 11.8% had moderately severe depression. We also found that having psoriasis for more
than 5 years and severe psoriasis are associated with depression among psoriasis patients attending RDTC (P-
value=0.02 and P-value=0.04).

Conclusion: These data showed that most of our psoriasis patients suffer from mild to moderately severe
depression. The longer duration and severity of psoriasis may be associated with depression among psoriatic
patients.
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Abstract N°: 3138

Effectiveness, safety and survival of guselkumab for the treatment of difficult-to-treat Areas: Scalp, Nail,
Palmoplantar and Genital Psoriasis accompanied with moderate-to-severe plaque PsO in real clinical
practice

Lourdes Rodriguez Fernandez—Freirel, Ricardo Ruiz—ViIIaverdez, Jose Carlos Armario Hita3, Amalia Pérez Gil?*,

Fiorella Clemencia Vasquez®, Fatima Morenc®, Manuel Galan-Gutiérrez’, Leandro Martinez®

1Hospita| Virgen del Rocio, Unidad Dermatologia, sevilla, Spain,zHopsitaI San Cecilio, Dermatologia, Granada,
Spain, 3Hospital U.Puerto Real, dermatologia, Cadiz, Spain,*Hospital U. Virgen de Valme, Sevilla, Spain, °Hospital

Quiron Salud, Sevilla, Spain, 6Hospital U. Jaen, Jaen, Spain,7HospitaI Reina Sofia, Cordoba, Spain,SHospitaI Carlos
Haya, Malaga, Spain

Introduction & Objectives: . Guselkumab is a human IgG1A monoclonal antibody that binds selectively to the
p19 subunit of IL-23. Few series of real clinical practice reflecting the use of GUS in difficult to treat locations:
scalp, facial, genital, palmoplantar and nail psoriasis (PsO) have been published. Objective. To evaluate the
effectiveness, safety and survival of Guselkumab in patients with difficult to treat locations as well as moderate-to-
severe PsO.

Materials & Methods: This is an observational, retrospective multicenter study of real clinical practice. Patients
were treated with guselkumab 100mg subcutaneous every 8 weeks (w). A total of 183 patients with moderate-to-
severe PsO were included in this study and 42 of them had been affected with difficult to treat

locations. Treatment response was assessed by PASI, BSA, VAS pruritus and DLQI over 156 w, and sIGA over 52w.
Data are presented as mean + standard deviation for continuous variables, and number and percentage for
categorical variables. Wilcoxon tests were performed to analyze possible differences between periods of time.
Survival was calculated using Kaplan-Meier survival analysis. All analyses were performed by GraphPad Prism 8.0.0
(California USA, www.graphpad.com”).

Results: Our population composed by 183 patients with moderate-to-severe PsO presented a mean age of 50.53
years, 60.65 % were male, had a mean PsO evolution of 21.74 years, a mean BMI of 29 and 38.79% of them were
obese. They also presented other comorbidities: dyslipidemia (34.4%), arterial hypertension (28.96%); diabetes
(15.84%); psoriatic arthritis (26.22%); Non-alcoholic fatty liver disease (NAFLD) (10.92%) and depression (14.2%).
Last comorbidity was increased in patients with difficult to treat location (16%). At baseline, disease parameters
were: PASI=13, BSA=17.9, VAS pruritus=5.6, DLQI=13.7. Moreover, 42 patients had difficult to treat locations with
a baseline sIGA: 3.68 (Table 1). After two administrations all disease parameters decreased significantly versus
baseline: PASI=1.66 (2.64) (p<0.0001); BSA=1.68 (2.95) (p<0.0001); VAS pruritus=0.66 (1.1) (p<0.0001) and
DLQI=1.2 (2.1) (p<0.0001). Statistically significant differences were found after just one administration of
Guselkumab in all parameters, improving until 156 w. Similarly, patients with difficult to treat locations improved
significantly sIGA = 0.6 (0.7) . Besides, if we classify the different locations (scalp, facial, genital, palmoplantar and
nail PsO), we found in all of them significant differences in sIGA versus baseline at 4w . This population also
improve their PASI, VAS pruritus and DLQI in short and long term. In fact, 93.8% and 91.3% of patients maintain
SIGA 0/1 and PASI 0/1 at 52w, respectively. After 156 weeks of treatment, global survival was 83% (included
discontinuation by any cause) and 95.65% due to lack of effectiveness or safety issues. In difficult to treat locations
population the survival scores were even better; 92% and 93.7 respectively.

Conclusion: Guselkumab showed excellent effectiveness, safety and survival results in the control of PsO in a real
clinical practice. Population who had difficult to treat locations improved since the first administration maintaining


http://www.graphpad.com

sIGA and other parameters near the remission until 52w. More than 90% of patients that initiated Guselkumab,
remained on treatment after 156w.
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Abstract N°: 3140

Calcipotriol/Betamethasone Dipropionate Aerosol Foam for Plaque Psoriasis: A Prospective, Observational,
Non-Interventional, Single-Center Study on Patient Adherence and Satisfaction in real clinical practice

Ricardo Ruiz-ViIIaverdel, Francisco José Navarro Triviﬁol, Marta Cebolla Verdugol, Carlos LIamas-Segural, Alvaro

Prados Carmonal, Juan Pablo Velasco-Amador!

IHospital Universitario San Cecilio , Dermatology , Granada, Spain

Introduction & Objectives: Psoriasis is a chronic inflammatory disease characterized by erythematous and scaly
skin lesions, with a negative impact on patients’ quality of life. Patients with mild-moderate psoriasis can be
treated with topical medications, such as the combination drug calcipotriol/betamethasone dipropionate
(Cal/BD), available in different formulations, including the foam.

The main objective was to assess the adherence to Cal/DB foam in patients with mild to moderate plaque psoriasis
4 weeks after initiating treatment, using the validated Morisky Green scale.

The secondary objective was to determine the degree of patient satisfaction both during treatment and at the end
of treatment, by means of the Treatment Satisfaction Questionnaire for Medication (TSQM 9).

Materials & Methods: Patients included were aged =18 years, had a diagnosis of mild to moderate plaque
psoriasis located in trunk and extremities for at least 6 months.Treatment was applied only to psoriasis plaques on
the trunk and/or extremities, avoiding use in areas such as the scalp, face, genitals and/or skin folds.

Data were collected at baseline and at weeks 4 and 12. Adherence and satisfaction were assessed by Morisky
Green and TSQM-9 questionnaires, respectively. Psoriasis severity was assessed by PASI and BSA. Quality of life
(Qol) was measured by the Dermatology Life Quality Index (DLQI).

Results: A total of 100 patients (51 men and 49 women, mean age 40 years) with mild to moderate plaque
psoriasis in treatment with Cal/BD foam were included.

At week 12, 70 patients showed high adherence, 20 patients had moderate adherence and 9 patients had poor
adherence.

Patient-reported satisfaction assessed by TSQM-9 scale at 4 weeks (visit 1): 64% of the patients were completely
satisfied with the treatment, 29% of the patients (were moderately satisfied,. At week 12-(visit 2), 72% of the
patients were completely satisfied with the treatment.

No side effects related to the application of Cal/ BD aerosol foam were reported.
The evolution of psoriasis severity (assessed by PASI and BSA) and quality of life were also measured

Regarding its cosmetic properties, 17% rated as the most significant fact that the product did not leave residues or
stains on the skin; 4% valued the absence of odor, and 81% highlighted as most relevant the easy application of
the foam.

In terms of general satisfaction with Cal/BD aerosol foam, 65% of the patients were very satisfied, 25% was
satisfied, 7% was not very satisfied, and 3 % was not at all satisfied.

Conclusion: This 12-week study in patients with plaque psoriasis located on the trunk and extremities showed
that Cal/DB foam provides significant improvement in the treatment of this dermatosis, while maintaining very



good adherence to treatment, with a favorable safety profile. The high level of adherence, related to the fast onset
of action, and the adequate cosmeticity of the vehicle, make Cal/DB spray foam a first-line topical treatment in
this pathology.
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Abstract N°: 3151

big hope on small molecule !! a comparative study for safety and efficacy of oral apremilast as
monotherapy versus in combination with narrow band uvb for chronic plaque psoriasis

Nidhika Sorake*l, Dr Sharath Kumar Bct

IKempegowda Institute of Medical Sciences, dermatology, Bengaluru, India
Introduction & Objectives: :

Psoriasis is a chronic, inflammatory disease characterized by erythematous, scaly plaques over the skin which
occurs due to hyper-proliferation of keratinocytes. Psoriasis being a serious global problem with a reported
prevalence of psoriasis in countries ranging between 0.09% and 11.4%. Approximately 1.3% to 34.7% of
individuals with psoriasis develop psoriatic arthritis that leads to joint deformations and disability. Individuals with
psoriasis are at increased risk of developing other serious clinical conditions such as cardiovascular and other non-
communicable diseases (NCDs). Psoriasis affects mental health and people suffering from the disease experience
significant social stigma.

Treatment modalities for psoriasis include immunosuppressants and biologicals which are associated with side
effects. With limited research on the use of combined therapy, this comparative study was done for the safety and
efficacy of oral apremilast and its combination with NBUVB in chronic plaque** psoriasis patients

OBJECTIVES :

1.To assess the safety and efficacy of Oral Apremilast versus Oral Apremilast and Narrow Band UVB in patients
with moderate to severe chronic plaque psoriasis.

\2. To assess clinical improvements based on Psoriasis Area and Severity Index (PASI) score.

Materials & Methods: This was a longitudinal comparative study for 18 months, 30 patients each in groups A and
B treated with oral Apremilast and oral Apremilast and NBUVB respectively. PASI scores done at baseline and at
every 4 weeks up to 24th week until PASI 75 was attained.

Results: 100.0% of those in group A and 96.7 % in group B had achieved 75% reduction in the PASI scores. The
response time was significantly lesser in Group B compared to group A. Only minor side effects noted. Though all
100.0% of them had relapse in both, average duration in group B was significantly prolonged compared to group
A

Conclusion: : Patients with psoriasis have higher incidence of comorbidities including arthritis, metabolic
syndrome, cardiovascular diseases and depression. It reduces the quality of life and associated with higher
healthcare utilization and increase cost.

Methotrexate, acitretin, cyclosporine is the commonly used systemic agents and are associated with cumulative
and end organ toxicities, treatment related adverse effects and requires proper monitoring during treatment.
Whereas, biological agents have limitations of added costs to health care and possibility of iatrogenic
immunosuppression. In this background, an agent that is orally administered, less toxic, cost-effective having
optimal efficacy is APREMILAST. There is no associated organ toxicity and doesn’t require blood investigations for
monitoring, hence decreases the cost burden on the patients.

Combined therapy with narrow band ultra violet B was found to be significantly better in terms of average



response and relapse time compared to monotherapy. Synergistic effect might lead to faster clearance of the
disease with lesser cumulative toxicity when compared to other immunosuppressants. Hence this comparative
study is worthwhile to know its safety and shows that there is big hope on small molecule indeed.

32ND EADV Congress 2023
11 OCTOBER - 14 OCTOBER 2023
POWERED BY M-ANAGE.COM
/\\ a)



[=/\ CONGRESS
DV

BERLIN 11-14 OCTOBER 2023

Abstract N°: 3220

Incidence of psoriatic arthritis among psoriasis patients newly initiated with secukinumab in a US claims
database and a UK registry

Yvonne Geissbuhler*l, Yen-Hua Chenz, Lujia Zhou3, Marc Vandemeulebroeckel, Anna Passeral, Craig Richardsonl,

Corine Gaillez!

INovartis Pharma AG, Basel, Switzerland, 2KMK Consulting Inc,, New York, NY, United States,3Novartis
Pharmaceuticals Corp., East Hanover, United States

Introduction & Objectives:

Approximately 20%-30% of patients with psoriasis (PsO) have a concurrent diagnosis of psoriatic arthritis
(PsA)1,2 with an annual incidence rate (IR) of 2.7 cases per 100 PsO patients.3 A retrospective US cohort study
based on an electronic health record database using IL-12/23 or IL-23 inhibitors suggests a reduction in
progression of PsO to inflammatory arthritis versus (vs) TNF inhibitors.4 There are limited data on IR of PsA in
patients with PsO treated with secukinumab. The purpose of this retrospective, real-world cohort study was to
assess the IR of PsA among patients with PsO treated with secukinumab or other biologics and assess the time
from the treatment initiation to first diagnosis of PsA.

Materials & Methods:

The current analysis was performed on two databases, a United States administrative claims database, IBM®
MarketScan® database5: Commercial Claims and Encounters and Medicare Supplemental Beneficiaries from 01-
Jan-2010 to 30-Sep-2020, and an Ireland/United Kingdom registry, BADBIR,6 from 01-Jan-2016 to 01-Sep-2021.
This study included patients with PsO who had received secukinumab or any other biologic (excludes
secukinumab). From the BADBIR registry, only secukinumab data were available. The primary objective was to
assess the IR of PsA among PsO patients with newly initiated secukinumab. In MarketScan, PsA was identified
using the ICD-10-CM code; in BADBIR, PsA was recorded as a binary variable. The secondary objective was to
assess time from secukinumab initiation to the first diagnosis of PsA.

Results:

From the MarketScan® database, 3.6% (N=695) and 4.7% (N=14,429) of adult patients were included in the
secukinumab or other biologics cohorts, respectively; from the BADBIR registry, 37.9% (N=476) adult
secukinumab-treated patients were included. The IRs (per 100 patient years) of PsA in patients with PsO were
slightly lower for patients treated with secukinumab vs those treated with other biologics over 3 years
(MarketScan® database: 3.32 vs 4.01, respectively; BADBIR registry: 1.80; Table 1). Patients treated with
secukinumab had a lower IR of PsA in the first year of treatment vs those treated with other biologics
(MarketScan® database: 3.75 vs 5.98, respectively; BADBIR registry: 2.78; Table 1). Figure 1 shows that over 3
years (1095 days), patients treated with secukinumab had a lower probability of developing PsA vs those treated
with other biologics. In patients who developed PsA treated with secukinumab in the post-index period (7.6%,
N=53/695) vs other biologics (9.4%, N=1350/14,429), there was a longer median time from treatment initiation to
first diagnosis of PsA (MarketScan® database: 336 days vs 238 days, respectively). In patients who developed PsA
treated with secukinumab in the BADBIR registry (4.2%, N=20/476), median time from treatment initiation to first
diagnosis of PsA was 271 days. Time for 3% and 5% of patients to develop PsA in the MarketScan® database was
longest in patients treated with secukinumab (264 days and 601 days, respectively) vs those treated with other
biologics (128 days and 286 days, respectively).



Conclusion:

IR of PsA was lower and time to develop PsA was longer for patients treated with secukinumab vs other biologics.
IRs of PsA were highest in the first year and decreased over 3 years with secukinumab treatment. Study limitations
were absence of group adjustment for potential confounding factors, and that data after 3 years should be
interpreted with caution due to low sample size.
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Table 1. Three-year incidence rates of PsA among patients with PsO treated with secukinumab or other biologics

PsA Onset 0 -1 year(s) >1-2years »>2 — 3 years
MarketScan® database

Secukinumab

Number of new PsA

patients (N) 43 25 15 3

Exposure in person - years 1295.56 666.75 440.17 188.65

Incidence Rate* 3.32 3.75 3.41 1.59
Lower (95% Cl) 2.40 2.43 1.91 0.33
Upper [95% CI 4.47 5.54 5.62 4.65

Other biologic* N = 14,429 N =14,429 N=13,210

Number of new PsA

patients (M) 1196 822 261 113

Exposure in person - years 29,830.91 13,751.78 10,312.07 5767.06

Incidence Rate™® 4.01 5.98 2.53 1.96
Lower (95% Cl) 3.79 5.58 2.23 1.61
Upper [95% Cl) 4.24 6.40 2.86 2.36

BADBIR registry

Secukinumab

Number of new PsA

patients (N) 20 13 5 2

Exposure in person - years 1114 468.28 402.11 243.21

Incidence Rate* 1.80 2.78 1.24 0.82
Lower {95% Cl) 1.10 1.48 0.40 0.10
Upper [95% Cl) 2.77 4.75 2.90 2.97

*Per 100-patient year

“Excluding secukinumab

Cl, confidence interval; N, total number of patients; PsA, psoriatic arthritis; PsO, psoriasis
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Figure 1. Time from initiation of secukinumab and other biologics to the first diagnosis of PsA up to 3 years.
(A) Cumulative incidence curve showing the time to first PsA diagnosis (days) among patients with PsO from the
MarketScan® database treated with secukinumab or other biologics. (B) Cumulative incidence curve showing
the time to first PsA diagnosis (days) among patients with PsO from the BADBIR registry treated with

secukinumab. PsA, psoriatic arthritis; PsO, psoriasis.

32ND EADV Congress 2023
11 OCTOBER - 14 OCTOBER 2023
POWERED BY M-ANAGE.COM

f\,ﬁ



[=/\ CONGRESS
DV

BERLIN 11-14 OCTOBER 2023

Abstract N°: 3247

Exploring the inflammatory nexus between Psoriasis and Multiple Sclerosis

Varitsara Mangkorntongsakul*l' 2, Helen Mcguirea, Ariadna Fontes-ViIIaIbaz, Geoffrey Herkesz, Saxon Smitht 4 5 6,
John Parratt?

IFaculty of Medicine and Health, the University of Sydney, Camperdown, Australia,2Royal North Shore Hospital,
Neurology , St Leonards, Australia, 3School of Medical Sciences, Faculty of Medicine and Health, University of
Sydney, Camperdown, Australia, “Sydney Adventist Hospital, Dermatology, Wahroonga, Australia, °The

Dermatology And Skin Cancer Centre, St Leonards, Australia, °The Australian National University, ANU Medical
School, ANU College Health and Medicine, Canberra, Australia

Introduction & Objectives:

Psoriasis and multiple sclerosis (MS) are both complex immune-mediated, inflammatory conditions. T-helper 1
(Th1),Th17, and Th17.1 T-cells are implicated and pathogenetically integral to both diseases. This study evaluated
novel cellular biomarkers linking psoriasis and MS.

Materials & Methods:

Twenty-six patients with MS and 12 patients with both MS and psoriasis (PsoMS) were identified and compared to
10 age and sex matched healthy controls (HC). All MS patients bar one, were treated with immune modulating
medication. Mass cytometry (CyTOF) was used to comprehensively analyse T-helper CD4+ cell subsets derived
from the peripheral blood mononuclear cells of patients and controls.

Results:

The frequency of Th17 CD4+ T-cells (CCR4+CCR6+CXCR3-) was not different among MS, PsoMS and HC but there
was significant depletion of the CD4+Th1 (CXCR3+ CCR4- CCR6-) and Th17.1 (CXCR3+ CCR4- CCR6+) T-cell
subsets in MS and PsoMS compared to HC. The frequency of Th17.1 T-cells was no different between PsoMS and
MS, and was neither influenced by the type of immune-modulating treatment nor disease progression.

Conclusion:

A T-cell immunotype is not distinguishable between people with MS and PsoMS, treated with immune modulating
medications. Surprisingly, suppression of Th17.1 T-cells occur universally independent of the type of treatment
used for these patients including B-cell suppression and may represent the treatable nexus of these two immune
conditions.
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Abstract N°: 3289

Risk of Developing Inflammatory Arthritis in Psoriasis Patients Initiating Treatment with Biologics: A
Population Based Analysis

Mark Lebwohll, Ahmed M Solimanz, Chao LIZ, Ikenna Unigwez, Bruce Strober> 4

icahn School of Medicine at Mount Sinai, New York, United States,2AbbVie Inc., North Chicago, United States,

3vale University, New Haven, United States, 4Central Connecticut Dermatology Research, Cromwell, United States

Introduction & Objectives: Patients with psoriasis (PsO) are at risk of developing inflammatory arthritis,
including psoriatic arthritis (PsA). Recent research has shown a relationship between biologic use among psoriasis
patients and incidence of inflammatory arthritis1. Using a similar research design, we assessed the impact of
initiation of different classes of biologics among PsO patients on the risk of developing inflammatory arthritis
and/or PsA using real world data.

Materials & Methods: Patients included in this analysis were enrolled in the Optum database between Jan 2014
and Dec 2022 and required 2 ICD-9/ICD-10 diagnoses codes of PsO. The initial PsO diagnosis is considered the
index date, and the first treatment with a biologic after the index diagnosis is considered the index treatment.
Continuous enrollment was required for at least 6 months prior to index diagnosis and 2 weeks after the index
treatment. Patients with a history of rheumatologist visits, use of methotrexate, or prior biologics were excluded
from this analysis. Patients were assigned to 4 cohorts based on the biologic mechanism of action (IL-23, IL-17,
IL12/23, and TNF inhibitors), depending on which biologic they received first. Patients were followed for up to 3
years, until inflammatory arthritis developed (identified by ICD-9/ICD-10 codes), until patients switched or
discontinued their biologics, or were lost to follow-up (end of insurance continuous enrollment), whichever
occurred first. Risk of developing inflammatory arthritis and/or PsA was assessed using an adjusted Cox
proportional hazards model using IL-23 inhibitors (newest class of biologic) as the reference group while
controlling for differences in baseline patient characteristics (main analysis). Sensitivity analyses modifying the
confirmation of outcome occurrence to require at least 2 instances of ICD-9/ICD-10 codes and expanding the
required continuous enrolment post index treatment initiation to 3 and 6 months were conducted to test the
robustness of the main analysis findings.

Results: A total of 7144 biologic naive PsO patients were included with 2330 in the IL-23 cohort, 1100 in the IL-
12/23 cohort, 819 in the IL-17 cohort, and 2895 in the TNF cohort. Baseline characteristics are presented in Table
1. Patients receiving IL-23 and IL-17 inhibitors had numerically longer times from diagnosis to first treatment and
were numerically more likely to have reported joint pain prior to the index treatment. Apremilast usage at the
index treatment ranged from 8.23% of patients receiving TNF inhibitors to 17.04% in patients receiving IL-23
inhibitors. Patients receiving IL-23 for PsO were significantly less likely to develop inflammatory arthritis or PsA
relative to other classes of biologics in the main analysis. (Table 2). Results from the sensitivity analyses were
generally consistent with the main analysis findings.

Conclusion: Biologic-naive** psoriasis** patients treated with IL-23 inhibitors were significantly less likely to
develop inflammatory arthritis or PsA compared to patients treated with IL-17, IL-12/23, or TNF inhibitors. A
potential limitation of this study is channeling bias as providers may preferentially prescribe specific biologics to
patients with early markers of PsA. These results support recent research findings about the differential impact of
biologics class on future risk of inflammatory arthritis.

1Singla et al. The Lancet Rheumatology. April 2023.



Table 1. Baseline Demographics

IL23 IL17 IL12/23 TNF
N=2330 N=819 N=1100 N=2895

Age, mean (SD) 4731(1517) 5092(1537)  4478(1537)  47.70(1531)

Female, N (%) 1,080 (46.74%) 414 (5055%) 524 (47.64%) 1,429 (49.36%)

Time from diagnosis to
first treatment in days, 59488 (618.91) 530.05(55963) 341.83(43536)
mean (SD)

Baseline comorbid
obesity event, N (%)
Joint pain prior to index
treatment, N (%)
Baseline Apremilast use,
N (%)

539 (23.13%)  219(26.74%) 192 (17.45%)
77 (41.93%)  345(42.12%) 362 (32.91%)

397 (17.04%)  100(12.21%) 110 (10.0%)

Table 2. Adjusted Cox Models for Development of Inflammatory
Arthritis or PsA (Main Analysis)

Any Inflammatory Arthritis
Hazard Ratio Lower CI Upper Cl Pr(=|z])

Cohort: IL 17 2.06 1.36 3.11 0.0006
Cohort: IL 12/23 1.78 1.18 269 0.0064
Cohort: TNF 1.91 1.36 267 0.0002
Reference group: IL-23
PsA

Cohort: IL 17 1.98 1.15 341 00132
Cohort: IL 12/23 1.83 1.09 3.08 00228
Cohort: TNF 2.28 15 3.48 0.0001

Reference group: IL-23

Adjusted covariates: age, sex, race, region, duration of PsO to index
biologic treatments less than or equal to 2 years, number of baseline
hospitalizations, baseline Charlson comorbidity score, baseline
comorbidities including cardiovascular diseases, hypertension,
COPD, diabetes, obesity, liver disease, renal disease, baseline
apremilast use, joint pain any time prior to index biologic treatment
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Abstract N°: 3303

Association of patient-reported disease burden and treatment switching among patients with plaque
psoriasis on nonbiologic systemic therapy

Sang Hee Parkl, Yichen Zhongl, Adam P. Simaz, Vardhaman Patell, Joe Zhuol, Carla Roberts—ToIerz, Brandon
Beckerl, Sara Hovland!, Bruce Strober® 4

1Bristol Myers Squibb, 2CorEvitas, LLC, 3Yale University, *Central Connecticut Dermatology

Introduction & Objectives: Better understanding of the relationship between quality of life and treatment
patterns in psoriasis may help guide therapeutic algorithms. This study evaluated the association between patient-
reported disease burden and treatment switching from nonbiologic to biologic therapy in patients with plaque
psoriasis enrolled in the CorEvitas Psoriasis Registry.

Materials & Methods: This cross-sectional study included biologic-naive patients aged =18 years who had used
nonbiologic systemic therapy 28-365 days prior to their Registry enrollment between April 2015 and August 2022.
A switch to biologic therapy was defined as the introduction of biologic treatment up to 45 days post-enrollment,
in addition to or in place of the initial nonbiologic systemic therapy. Measures of patient-reported disease burden
collected at enrollment were: the Dermatology Life Quality Index (DLQI); Work Productivity and Activity
Impairment Index (WPAI); itch, skin pain, fatigue, and Patient Global Assessment (PGA), measured on visual
analog scales (VAS); and the EuroQolL 5-Dimension, 3-Level (EQ-5D-3L) questionnaire. The association between
each patient-reported disease burden measure and switching to biologic therapy was evaluated using
multivariable logistic regression models, adjusting for age, sex, race, ethnicity, work status, body mass index,
psoriasis duration, psoriatic arthritis status, disease severity, number of prior nonbiologic therapies used, and
history of difficult-to-treat areas. A secondary analysis stratified each model by patients with PASI scores <2 or >2.

Results: Of 848 patients included in the analysis, 323 (38.1%) switched to biologic treatment at enroliment.
Significantly higher odds of switching were observed for patients reporting greater vs lesser burden on the DLQI
(adjusted odds ratio [aOR] = 1.55; 95% CI, 1.08-2.23); VAS measures of itch (aOR = 2.14; 95% CI, 1.49-3.08), skin
pain (aOR = 2.18; 95% (I, 1.45-3.29), fatigue (aOR = 1.66; 95% CI, 1.15-2.40), or PGA (aOR = 3.09; 95% (I, 1.94-
4.91); or WPAI activities impairment (aOR = 2.51; 95% (I, 1.72-3.65). Numerically higher odds of switching were
observed for greater vs lesser burden measured by EQ-5D-3L. In the secondary analysis, 52 of 330 patients with
PASI scores =2 (15.8%) switched to biologic treatment. Among patients with PASI scores <2, those with greater vs
lesser burden for VAS itch, skin pain, or PGA, or with impairment of their usual activities as measured by EQ-5D-3L
had significantly higher odds of switching to biologic treatments.

Conclusion: Data collected from real-world patients with plaque psoriasis suggest that, in addition to disease
severity, patient-reported disease burden, such as itch and skin pain, may be an important driver of switching from
a nonbiologic to biologic therapy, even among patients with a low degree of skin involvement.
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Abstract N°: 3319

Ixekizumab significantly improved quality of life and joint pain in patients with psoriatic arthritis, nail
disease and DIP Involvement from SPIRIT-H2H

Christopher T. Ritchlinl, Arthur Kavanaughz, Lars Erik Kristensen3, Joseph F. Merola®, Bruce Strober®, Rebecca
Bolce®, Jeffrey R Lisse®, Jennifer M PustizzP, Christophe Sapin®, Dennis Mcgonagle’

1University of Rochester Medical Center, Allergy, Immunology, and Rheumatology, Rochester, United States,
2University of California San Diego, Department of Rheumatology, Allergy, and Immunology, La Jolla, United

States, 3The Parker Institute, Bispebjerg and Frederiksberg Hospital, Copenhagen, Denmark, *Brigham and
Women'’s Hospital, Harvard Medical School, Department of Medicine, Division of Rheumatology, and Department

of Dermatology, Boston, United States, *Yale University, New Haven, CT, and Central Connecticut Dermatology,

Cromwell, United States, 6F|; Lilly and Company, Indiana, United States,7University of Leeds, Department of
Rheumatology, Leeds Biomedical Research Centre, Leeds, United Kingdom

Introduction & Objectives:

In the SPIRIT-H2H study in adults with Psoriatic Arthritis (PsA), 65% of patients had nail nail psoriasis (PsO) at
baseline and of these, 96.2% had simultaneous distal interphalangeal joint (DIP) disease in =1 digit at baseline.
Significantly more patients experienced improvements in nail PsO with ixekizumab (IXE) treatment vs adalimumab
(ADA). The analysis describes the impact of IXE and ADA in patients with PsA and concomitant nail and DIP
involvement on quality of life (QoL), function and joint pain.

Materials & Methods:

This analysis included patients from SPIRIT-H2H treated with IXE or ADA who had simultaneous nail and DIP
involvement (swelling or tenderness) in =1 digit at baseline. Nail PsO was measured using Nail Psoriasis Severity
Index (NAPSI), joint involvement by tender/swollen joint count scores and joint pain by patient’s assessment of
pain Visual Analogue Scale. QoL measures were Dermatology Life Quality Index (DLQI), Health Assessment
Questionnaire-Disability Index (HAQ-DI) and Short Form-36 Mental and Physical Component Summary Scores
(SF-36 MCS/PCS). Patients were evaluated at baseline and Week 4, 8, 12, 16, 24, 32, 40, and 52. Joint pain and SF-
36 MCS/PCS changes from baseline were analyzed using mixed effects model of repeated measures while patients
achieving DLQI =1 or HAQ-DI change =0.35 (minimal clinically important difference) were analyzed using logistic
regressions.

Results:

354 patients had a NAPSI total score >0 and DIP involvement in =1 digit simultaneously at baseline (IXE, N=186;
ADA, N=168) (Table 1). IXE-treated patients had a significant improvement in joint pain at Week 4 and a larger
improvement in joint pain over 52 weeks vs ADA-treated patients (Figure 1). Also, most of IXE-treated patients
achieved a DLQI score of 0 or 1, and these statistically significant differences were observed at Week 4 and
sustained at each visit over 52 weeks (Figure 2). IXE-treated patients also showed statistically significant
improvements in SF-36 MCS at Week 4, 12 and 32 vs ADA-treated patients; numerically greater improvements in
favor of IXE were sustained at all other visits (Figure 3). IXE-treated patients showed a larger improvement in SF-
36 PCS over 52 weeks vs ADA-treated ones, and these differences reached statistical significance at Week 24 and
32 (Figure 3). Similar proportions of patients treated with IXE or ADA showed a clinically important improvement
in HAQ-DI (Table 2).



Conclusion:

In patients with simultaneous nail and DIP involvement in =1 digit at baseline, IXE treatment resulted in significant
improvements across multiple QoL measures, and greater improvements in joint pain vs ADA treatment. This data
may help health care providers make clinical decisions concerning the care of PsA in patients with nail and DIP
involvement.

Presented at CCR East-39th Annual, 2023.

Figures and Tables.
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Figure 1. Change from baseline in patient reported joint pain over 52 weeks in patients treated
with either IXE or ADA who had simultaneous NAPSI >0 and DIP joint involvement at baseline.
Data are presented as least squares mean * standard error. Significant difference in joint pain
improvement between IXE vs ADA treatment denoted by *(p<0.05). Abbreviations:
ADA=adalimumab; IXE=ixekizumab; NAPSI=Nail Psoriasis Severity Index; VAS=Visual Analog Scole.

Proportion of patients reporting DLQI < 1

*
90+ L e
ors f‘ a m o O m IXE
s = & B @ g g 8 . ADA
o
(T o WS o
3 = = b

% of patients
(2]
=
L

4 ] 12 16 24 32 40 52
Weeks

Figure 2. Proportion (%) of patients reporting DLQI scores of 0 or 1 over 52 weeks, among those
treated with IXE or ADA who had simultaneous NAPSI =0 and DIP joint involvement at baseline.
DLOI scores 0-1 are considered to have no effect on patient's life. Data are NRI mean + 95%
confidence intervals. Significant difference in DLQI response between IXE vs ADA treatment denoted
by *(p<0.05), **{p=<0.01), and ***{p <0.001). Abbreviations: ADA=adalimumab; DIP=Distal
Interphalongeal Joint; DLQI=Dermatology Life Quality Index; IXE=ixekizumuab, NAPS!=Nail Psoriasis
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Figure 3. Change from baseline in 36-item Short Form Health Survey Mental and Physical
Component Scores over 52 weeks in patients treated with either IXE or ADA who had
simultaneous NAPSI >0 and DIP joint involvement at baseline. Data are |east squares mean +
standard error. Significant difference in component scores between IXE vs ADA treatment denated by
*(p<0.05) and **(p< 0.01). Abbreviations: ADA=adalimumab; DIP=Distal Interphafangeal Joint;
IXE=ixekizumab; MCS5=Mental Component Score; NAPSI=Nail Psoriosis Severity Index; PCS=Physical
Component Score; SF-36=Medical Outcomes Study 36-ltem Short Form Health Survey

Table 1. Baseline demographics and disease characteristics of patients treated with either
ixekizumab or adalimumab who had simultaneous NAPSI >0 and DIP joint involvement at baseline.

Data are mean + standard deviation unless stated otherwise.

IXE ADA

(N=186) (N=168)
Age, years 4741176 487+ 1251
Male, n (%) 115(61.8) 96 (57.1)
Duration of PsA, Vears 7.4+ 780 6.4+ 6,70
NAPSI fingernails 19521818 1931650
Tender Joint Count 2051319 226+1547
Swollen Joint Count 1092758 113886
Joint Pain VAS, mm 60.2+22.55 61.5+21.86
HAQ-DI 1.2 =060 1.3£0.72
DLOT 105+ 785 10,5+ 7.58
SF-36 MCS 4531143 #Ho6+£1102
SF-36 PCS 37.2+£7.98 36.2£9.13

Abbreviations: ADA=adalimumab; DIP=Distal Interphalangeal Joint; HAQ-DI=Health Assessment
Questionnaire-Disability Index; IXE=ixekizumab; MCS=Mental Component Score; NAPSI=Nail Psoriasis
Severity Index; PCS=Physical Component Score; PsA=psoriatic arthritis; 5F-36=Medical Outcomes
Study 36-Item Short Form Health Survey; VAS=Visual Analog Scale.



Table 2. The proportion (%) of patients with a clinically important improvement in HAQ-DI {minimal
clinically important difference 20.35) among patients treated with either ixekizumab or adalimumab
who had simultaneous NAPSI =0 and DIP joint involvement at baseline.

Assessed for patients with HAQ-DI score 20.35 at baseline. Data are NRI mean.

Week 4

Week 8

Week 12
Week 16
Week 24
Week 32
Week 40
Week 52

IXE
44.6
8.6
60.2
60.8
60.2
64.0
62.4
60.2

ADA
429
51.8
389
60.1
62.5
61.3
al.3
389

p-value
0.691
0.168
0.691
0.826
0.742
0517
0.793
0.716

Abbreviations: ADA=adalimumab; DIP=Distal Interphalangeal loint; HAQ-DI=Health Assessment
Questionnaire-Disability Index; IXE=ixekizumab; NAPSI=Nail Psoriasis Severity Index; NRi=non -

responder imputation.
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Abstract N°: 3327

An integrated safety analysis of treatment-emergent fungal infections in patients with psoriasis, psoriatic
arthritis, or axial spondyloarthritis treated with ixekizumab from 26 clinical studies

Sergio Schwartzmanl, Lluis Puigz, Arnon Dov Cohena, Saakshi Khattri*, Christian Jossart®, Carlos Diaz>, Alyssa
Garrelts®, Danting Zhw, Nadezhda Eberhart?, Areti Eleftheriadi®, Nithi Tangsirisap®, Christopher Schuster™ ©, Alice
B. Gottlieb*

IHospital for Special Surgery, New York, United States, ?Hospital de la Santa Creu i Sant Pau, Barcelona, Spain,
3Clalit Health Services, Tel Aviv, Israel,“Icahn School of Medicine at Mount Sinai, New York, United States, °Eli Lilly

and Company, Indiana, United States, ®Medical University of Vienna, Department of Dermatology, Vienna, Austria

Introduction & Objectives: Interleukin (IL)-17 plays a role in host defense against common extracellular
pathogens, including fungi. Treatment with IL-17 inhibitors has been associated with fungal infections. Ixekizumab
(IXE) is an anti-IL-17A monoclonal antibody approved for the treatment of psoriasis (PsO) in adults and children,
psoriatic arthritis (PsA) in adults, and axial spondyloarthritis (axSpA) in adults. This integrated post hoc analysis
investigates treatment-emergent fungal infections in IXE-treated patients across the approved indications.

Materials & Methods: Safety data on fungal infections were pooled from the IXE pediatric and adult clinical trial
programs, comprising 26 clinical studies. Here we describe the types of fungal infections, number of infections,
recurrence (defined by at least two separate events irrespective of location), severity (defined at the investigator’s
discretion), events that lead to discontinuation, and anti-fungal medications. Data are presented as frequency or
incidence rate per 100 person-years (IR).

Results: Fungal infections were reported in patients with PsO (IR=4.0), PsA (IR=4.1), and axSpA (IR=2.7; Table 1).
Across indications, most fungal infections were not recurrent and were classified as mild or moderate in severity
(Table 1). There were few severe fungal infections in patients with PsO (IR=0.1), PsA (IR=0.0), and axSpA (IR=0.0;
Table 1). Most fungal infections in patients with PsO, PsA, and axSpA were candidiasis (IR=1.9, IR=2.5, IR=1.4,
respectively) and superficial dermatophytosis (IR=1.5, IR=1.0, IR=1.0, respectively). No cases of subcutaneous and
systemic mycosis infections were reported. The proportions of patients with PsO, PsA, and axSpA who received a
topical vs systemic anti-fungal medication were 53.6% vs 1.1%, 47.8% vs 0.0%, and 45.6% vs 3.5%, respectively
(Table 2). Most fungal infections did not lead to discontinuation of IXE (Table 2).

Conclusion: Consistent with previously disclosed IXE data, the majority of treatment-emergent fungal infections
observed in patients with PsO, PsA, or axSpA treated with IXE were: (/) not recurrent; (//) mild or moderate in
severity, (/i) associated with candidiasis and superficial dermatophytosis, (/v) managed with topical anti-fungal
medications or no treatment reported, and (v) not leading to drug discontinuation.

Previously presented at Congress of Clinical Rheumatology East - 39th Annual.

Table 1. Incidence rates (95% confidence intervals) of fungal infections based on recurrence and severity.



P} PsA axSpA
(N = TOEE) (N= 1401) (N =932)
Total Patient-Years = Total Patient-Years = Total Patient-Years
18369.71 1247.652 097711
Patients with
=1 Fungal Infections® 4.0{3.7-4.3) 4.1 (3.3-5.0) 2.7(2.1-3.5)
1 Fungal Infection® 28(2.7-3.2) 32(264.1) 2.1(1.6-2.9)
2 Fungal Infections® 0.7 {0.6-0.8) 0.7 (0.4-1.1} 0.4(0.2-0.8)
=3 Fungal Infections? 0.4 {0.3-0.5) 0.2 (0.10.5) 0.2(0.1-0.50
Severity®
Mild 2.4 (2.2-2.6) 32 (2.5-1.0) 2.0(1.4-2.7)
Moderate 1.5(1.4-1.7) 0.8 (0.5-1.3) 0.7(0.4-1.2)
Severe 0.1{0.0-0.1) 0.0 (0.00.3) 0.0{0.0-0.3)
MNumbers are rounded.

“Patiznts with al feast 1 fungal infection; "Patients with only 1 fungal infection; Patipnts with 2 fungal infections (not
inclusive of patients with only 1 fungal infection); “Patients with 3 or move fungal infections (nat inclusive of potients
with anly 1or 2 fungal infectinns); EPatients with multiple nccurrences af the same event are countad uader the highest
severity. Abbreviations: AxSpa, axial spondyloarthritis; M, number of patients in the analysis population; PsA, psoriatic

Table 2. Anti-fungal medications used in patients treated with ixekizumab experiencing at least one treatment-

emergent fungal infection, and events that lead to discontinuation.

PsO PsA axSpA

(N=731) (N=92) {N=57)

n (%) n (%) n (%)
Systemic therapy 8(1.1%) 0 (0.0%) 2 (3.5%)
Topical therapy 392 (53.6%) 44 (47 8%) 26 (45.6%)
Non-specified 5(0.7%) 0 (0.0%) 0 (0.0%)
No treatment reported 326 (44.6%) 48 (52.2%) 29 (50.8%)
Events leading to 1(0.0%) 1(0.1%) 1(0.1%)

discontinuation

Patients treated with multiple different medications were counted in more than one medication category.
Abbreviations: axSpA, axial spondyloarthritis; N, number of patients in the analysis population; n, number af patients
in the specified cotegory; PsA, psoriotic arthritis; PsQ, psoriasis.

32ND EADV Congress 2023
11 OCTOBER - 14 OCTOBER 2023
POWERED BY M-ANAGE.COM
/\\ a)



[=/\ CONGRESS
DV

BERLIN 11-14 OCTOBER 2023

Abstract N°: 3345

Use of anti II-23 p19 inhibitors in cancer patients with severe psoriasis, a multicentric Italian experience

Francesca Maria Gaianil, Luisa Maria Halina Arancioz, Andrea Carugno3'4

1[RCCS San Donato Polyclinic, Dermatology Unit, San Donato Milanese, Italy, 2Fondazione IRCCS Ca Granda
Ospedale Maggiore Policlinico, Unit of Dermatology, Milano, Italy, 3ASST Papa Giovanni XXIII Hospital,

Dermatology Unit, Bergamo, Italy, *Ph.D. Program in Molecular and Translational Medicine (DIMET), University of
Milan-Bicocca, Milano, Italy

Introduction & Objectives:

Psoriasis is a systemic immune-mediated disease associated with an increased risk of comorbidities, such as
psoriatic arthritis, cardiovascular disease, metabolic syndrome, inflammatory bowel disease, psychiatric disorders,
and malignancy. There is a lack of experience in the use of biologic therapies in patients with psoriasis and a
history of malignancy. The latest biologics drugs are thought to be safe in this population but scientific literature is
limited.

Materials & Methods:

In this retrospective multicentric study, we assessed the safety and the efficacy of IL-23 p19 inhibitors
(risankizumab, guselkumab, tildrakizumab) in psoriatic patients with a previous diagnosis of neoplasia. The
efficacy of biologic treatments was evaluated by assessing the Psoriasis Area and Severity Index (PASI) score at
every visit and during the follow-up. All patients were evaluated by an oncologist before starting the treatment
and periodically during follow-up.

Results:

20 patients with a diagnosis of neoplasia and concomitant use of biologic agents were followed in our study.
These psoriatic patients had several comorbidities and were strictly monitored during the study. Out of 20
patients, 9 patients were treated with risankizumab, 8 patients were treated with guselkumab and 3 patients were
treated with tildrakizumab. No patients had evidence of neoplasia worsening during the study period. Study
limitations include the retrospective nature and the different type of neoplasia in patients receiving biologic drugs.

Conclusion:

Based on our experience, IL-23p19 inhibitors appear to be safe and effective in psoriatic patients with a previous
diagnosis of neoplasia.
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Abstract N°: 3357

Assessing humanistic burden among patients with moderate to severe psoriasis in the United States

April W. Armstrongl, Lauren Seigelz, Sayeli Jayadeg, Sanika Rege3, Hannah Penton3, Vardhaman Patelz, David
Davidson?, Samaneh Kalirai?, Dan Wolir?, Kimberly Boyle4, Tina Bhutani®

IKeck School of Medicine, University of Southern CaIifornia,ZBristoI Myers Squibb, 30PEN Health Evidence &
Access, *RTI Health Solutions, ®University of California San Francisco

Introduction & Objectives: Various treatments for psoriasis are available, yet evidence reveals substantial
humanistic burden remains. This study assessed the humanistic burden among patients with moderate to severe
psoriasis.

Materials & Methods: This non-interventional, cross-sectional survey study in adult patients with moderate to
severe psoriasis in the USA grouped patients based on treatment at time of survey. The survey collected
demographics, clinical characteristics, and outcomes associated with humanistic burden via the Dermatology Life
Quality Index (DLQI), the Work Productivity and Activity Impairment Questionnaire-Psoriasis (WPAI-PSO), and
questions on disease-related anxiety and depression.

Results: Within this study population of 882 patients, 92.8% were currently receiving treatment (mean
duration=2.9 [+4.8] years). Over the past 30 days, 76.8% experienced anxiety and 57.4% experienced depression
due to psoriasis. Of the 677 patients with anxiety due to psoriasis, 58.6%, 20.5%, and 12.6% experienced it for
several days, more than half the days, and nearly every day, respectively. Of 506 patients who experienced
depression due to psoriasis, 67.2%, 16.4%, and 8.5% experienced it for several days, more than half the days, and
nearly every day, respectively. Compared with other treatment groups, patients in the untreated/nonprescription
group experienced more depression (78.0%) and anxiety (94.0%). Topical/phototherapy and
untreated/nonprescription groups had the smallest percentage of patients who believed their anxiety had
decreased (yes definitely, probably yes) since initiating their current treatment (26.5% and 27.8%, respectively).
Similar results were seen for depression, with 23.4% of topical/phototherapy users and 27.7% of the exploratory
group reporting that their depression decreased since starting treatment. Compared with TNFi and ustekinumab
users, apremilast users reported lower reduction in depression (50.4%. 52.1%, 43.6% respectively) (all P <0.001).
Mean DLQI global score overall was 8.9. Ustekinumab users had the lowest DLQI score (7.6), indicating better
quality of life (QoL), compared with 8.1 for apremilast users, 8.8 for TNFi users, 10.3 for topical/phototherapy
users, and 11.3 for the untreated/nonprescription group (P<0.001). DLQI scores increased with psoriasis severity
(P<0.001). Of 528 employed patients, the mean absenteeism score was 6.0, presenteeism score was 25.4, total
work productivity impairment score was 27.9, and activity impairment score was 29.3. Topical/phototherapy and
exploratory group patients and those receiving TNFis had greater presenteeism and activity impairment scores,
indicating worse productivity, than those receiving apremilast or ustekinumab.

Conclusion: Patients’ current treatment, or lack thereof, influences how psoriasis impacts QolL, anxiety and
depression, and productivity. We recommend physicians consider QoL in addition to symptom management when
making treatment decisions.
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Abstract N°: 3361

Deucravacitinib improves Dermatology Life Quality Index in patients with moderate to severe psoriasis:
Results from the phase 3 POETYK PSO-1 and PSO-2 trials

Matthias Augustinl, Bruce Strober? 3, April W. Armstrong4, Jennifer L. Beaumont®, Tan P. Pham®, Stacie HudgensS,
Joe Zhuo®, Brandon Becker®, Subhashis Banerjee®, Renata M. Kisa®, Kim A. Papp’

nstitute for Health Services Research in Dermatology and Nursing, University Medical Center Hamburg-
Eppendorf, 2Yale University, 3Central Connecticut Dermatology, *Keck School of Medicine, University of Southern
California, >Clinical Outcomes Solutions, 6Bristol Myers Squibb, 7Probity Medical Research

Introduction & Objectives: We assessed improvements in Dermatology Life Quality Index (DLQI) from the phase
3, double-blind, POETYK PSO-1 and PSO-2 trials to determine the impact of deucravacitinib on quality of life.
Deucravacitinib is approved in the US, EU, and other countries for the treatment of adults with moderate-to-severe
plaque psoriasis who are candidates for systemic therapy.

Materials & Methods: The POETYK trials randomized patients with moderate to severe plaque psoriasis to
placebo, deucravacitinib 6 mg once daily, or apremilast 30 mg twice daily (1:2:1). DLQI meaningful change
thresholds (MCTs) were derived using anchor- and distribution-based methods using data from POETYK PSO-1.
Improvements in DLQI scores and individual items were evaluated using change from baseline and an MCT-based
responder analysis through Week 52.

Results: Mean changes from baseline in DLQI were greater for deucravacitinib as early as Week 1 vs placebo in
POETYK PSO-1 (—3.67 vs —2.18) and PSO-2 (—3.49 vs —2.82) and Week 4 vs apremilast in PSO-1 (—5.63 vs
—4.83) and Week 8 in PSO-2 (—7.35 vs —6.31). Improvements were consistent across all individual items. More
patients treated with deucravacitinib achieved =4-point improvement on the DLQI (MCT =4) at Week 16 vs
placebo-treated and apremilast-treated patients in POETYK PSO-1 (77.6% vs 43.4% and 68.8%, respectively) and
PSO-2 (78.6% vs 44.9% and 69.3%). Higher responses vs apremilast were maintained through Week 24 in POETYK
PSO-1 (79.5% vs 67.9%) and PSO-2 (79.2% vs 67.5%). In PSO-1, 81.6% achieved MCT =4 at Week 52 with
continuous deucravacitinib treatment. Results were similar when applying an MCT =5.

Conclusion: Deucravacitinib improved DLQI as early as Week 1 vs placebo and Week 4 vs apremilast. Higher
proportions of patients reached MCT =4 and MCT =5 with deucravacitinib vs placebo and apremilast, with
sustained responses through Week 52.
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Abstract N°: 3370

Evaluating prevalence and consequence of residual disease among patients with moderate to severe
psoriasis in the United States

April W. Armstrongl, Sayeli Jayadez, Sanika Regez, Hannah Pentonz, Vardhaman Patel3, David Davidson3, Samaneh
Kalirai3, Dan Wolir*, Kimberly Boyle*, Lauren Seigel®

IKeck School of Medicine, University of Southern California,ZOPEN Health Evidence & Access,3BristoI Myers
Squibb, 4RTI Health Solutions

Introduction & Objectives: To assess unmet needs in psoriasis (PsO), this study assessed the prevalence of and
factors associated with residual disease in patients (pts) with moderate to severe PsO receiving apremilast, and
compared clinical and humanistic burden in apremilast users with vs without residual disease.

Materials & Methods: This non-interventional, cross-sectional, online survey study of adults with PsO in the US
collected information on demographics and clinical characteristics, current treatment, prevalence of residual
disease, flare-ups, humanistic burden (via Dermatology Life Quality Index [DLQI], Work Productivity and Activity
Impairment Questionnaire-Psoriasis [WPAI-PSO], and questions on disease-related anxiety and depression), and
healthcare resource use (HCRU). Pts were defined as having residual disease if they had =3 on the Body Surface
Area scale or reported moderate, severe, or very severe PsO on a 6-point PsO severity scale. Respondents viewed a
profile of a hypothetical once-daily oral treatment and asked about their anxiety associated with it.

Results: Among 344 apremilast users, 50.6% had =3% BSA or at least moderate severity over the past week. Pts
were significantly more likely to experience residual disease if they were Black (OR=4.5, 95% CI=1.6-12.2) vs
White; if their treatment duration was =1y (OR=16.5, 95% CI=7.9-34.4) vs <1 year; if they had =2 flare-ups
(OR=10.0, 95% CI=4.9-20.1) vs 0-1 flare-ups in the past 3 mo; and if they had =4 body regions affected (OR= 8.6,
95% (CI1=3.8-19.8) vs 1-3. The mean (SD) number of flare-ups in the past 3 mo was greater in apremilast users with
residual disease (4.7 [£7.6]) vs those without (0.9 [+1.1]) (P<0.001). A higher percentage of apremilast users with
residual disease experienced anxiety (89.7% vs 50.0%) and depression (69.0% vs 23.6%) over the past 30 days vs
those without (P<0.001). A higher percentage of apremilast users with residual disease had anxiety for several
days or more (94.9% vs 78.8%) over the past 30 days than those without (P=0.001). Pts with residual disease also
had greater depression severity (very depressed, depressed) vs those without (23.0% versus 4.2%; P<0.001). When
shown a hypothetical once-daily oral PsO treatment, 71.8% of apremilast users with residual disease said it would
cause less anxiety than treatment given as an injection/infusion. Apremilast users with residual disease had
significantly higher mean DLQI and WPAI scores vs those without, indicating lower QoL and productivity
(P<0.001). These pts also had higher all-cause and PsO-related HCRU than those without residual disease.

Conclusion: Among apremilast users, those with residual disease had more flare-ups, worse QolL, anxiety,
depression, and work productivity, and greater HCRU than those without residual disease. We recommend that
physicians evaluate residual disease in pts treated for PsO to identify alternative treatment options that may
mitigate clinical and humanistic burden.
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Abstract N°: 3372

Ixekizumab reduces key IL-17 and IL-23 pathway genes more rapidly than guselkumab: 4-week results
from IXORA-R

Sandra Garcetl, Lam Tsoiz, Andrew Blauvelt3, Kim A. Papp4, Venkatesh Krishnan®, Bruce Konicek®, Ernst Dow?,

David Gemperline®, Hany EImaraghy®, James Krueger?, Johann Gudjonsson?

1Rockefeller University Hospital, New York, United States, 2University of Michigan Medical School, Department of
Dermatology, Ann Arbor, United States, 2Oregon Medical Research Center, Portland, United States,*Probity
Medical Research, Waterloo, Canada, °Eli Lilly and Company, Indiana, United States

Introduction & Objectives: Blockade of interleukin (IL)-17 and IL-23 inflammatory pathways by ixekizumab (IXE)
and guselkumab (GUS) are highly effective treatments for plaque psoriasis. We compared the early effects of IXE
and GUS on psoriasis pathway genes in lesions between baseline and weeks 1, 2, and 4.

Materials & Methods: In IXORA-R (NCT03573323), adults with moderate-to-severe psoriasis received approved
dosing of IXE or GUS. A total of 54 patients (32 IXE, 22 GUS) were included in the RNA sequencing (RNAseq)
analysis. Gene expression was analyzed for patients treated with IXE versus GUS and a separate cohort of healthy
controls (N=26).

Results: Treatment effect, from baseline transcriptome genes, was observed for IXE at weeks 1 (14%), 2 (31%),
and 4 (48%), but was only observed for GUS at week 4 (8%). Expression of several highly up-regulated genes were
modulated with both treatments at week 4 (S100A7, SI00A8, S1I00A9, S100A12, IL36A, IL36G, IL19, PI3, and
KRT16), with a fold-change decrease with IXE at least 5-times greater than with GUS. Average percent
improvement for transcriptome genes was ~50% with IXE versus ~25% with GUS at week 4, which was also
reflected in the IL-17-centric pathway analyses. GUS results at week 4 were similar to IXE week 1 outcomes.

Conclusion: When measured with RNAseq, transcriptomic changes were earlier and more robustly dampened
with IXE compared with GUS, primarily in psoriasis-centric pathways including the IL-17/IL-23 signaling pathway.
These results within the first 4 weeks support the clinical observation of faster psoriasis resolution in IXE-treated
patients compared to GUS.

Previously presented at American Academy of Dermatology - 81st Annual Meeting; 17-21 March, 2023; New
Orleans, LA, USA. **
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Abstract N°: 3381

Registry of psoriasis health outcomes: A longitudinal real-world collaboration (RePhlect)—Global registry
design and approach

April W. Armstrongl, Kim A. Pappz' 3'4, Alice B. Gottlieb®, Joseph F. Merola6, Bruce Strober”: 8, Matthias Augusting,
Shinichi Imafukul®, Mark Lebwohl!?, Yayoi Tadal?, Luigi Naldil3, Akimichi Morital4, Melinda Gooderham? 1516,
Renata M. Kisa17, Andrew Napoli17, Stefan Varga17, Mamitaro Ohtsukil®

IKeck School of Medicine, University of Southern California,2Probity Medical Research, 3Alliance Clinical Trials,
4University of Toronto, °Icahn School of Medicine at Mount Sinai,6Harvard Medical School, "Yale School of
Medicine, 8Central Connecticut Dermatology, University Medical Centre Hamburg, 1°Fukuoka University Faculty
of Medicine, 1IMount Sinai, 12Teikyo University School of Medicine, 13 Centro Studi GISED, 1*Nagoya City
University, 1>Centre for Dermatology, 1°Queens University, 1/Bristol Myers Squibb, 18Jichi Medical University

Introduction & Objectives: Deucravacitinib, an oral, allosteric tyrosine kinase 2 (TYK2) inhibitor, is approved in
the US, EU, and other countries for the treatment of moderate-to-severe plaque psoriasis in adults who are
candidates for systemic therapy or phototherapy. Two global, phase 3 clinical trials, POETYK PSO-1 and PSO-2,
demonstrated the superior efficacy of deucravacitinib vs placebo and apremilast. Real-world patient registries
generate data on the long-term effectiveness of therapies in clinical practice. The Registry of Psoriasis Health
Outcomes: A Longitudinal Real-World Collaboration (RePhlect) study aims to assess the real-world, long-term use
of deucravacitinib in a diverse, global population of patients with psoriasis.

Materials & Methods: RePhlect is a prospective, observational, real-world study of adult patients with diagnosis
of moderate to severe plaque psoriasis who are treated with deucravacitinib or other conventional systemic
psoriasis therapy. The registry will be established in 6 countries, and the data will be collected in partnership with
existing registries (in the US, Canada, Germany, and UK) or by setting up de novo registries (in Japan and France).
Patients may be enrolled if they are aged =18 years, newly initiating systemic treatment, and not enrolled in an
interventional clinical trial. Patients will be enrolled at treatment initiation (baseline visit) and followed up every 6
months for up to 5 years. Primary outcomes include skin clearance as measured by body surface area involved,
Psoriasis Area and Severity Index (PASI) score, and Physician or Investigator Global Assessment score; health-
related quality of life as measured by the Dermatology Life Quality Index (DLQI) score; and drug survival.
Secondary and exploratory outcomes will examine the demographics and clinical characteristics of patients
initiating treatments of interest, evaluate disease activity with additional measures including patient-reported
outcomes using visual analog scales, assess the impact of therapies on healthcare resource utilization and work
productivity, and describe treatment safety profiles. Once data are available from all countries, pooled analyses are
planned to generate long-term, global comparative effectiveness data for deucravacitinib that demonstrate its
real-world impact on clinical practice and treatment outcomes.

Results: Patient enroliment in RePhlect began in North America in 2022. As of April 2023, patients enrolled in the
study included 148 receiving deucravacitinib and 84 receiving apremilast.

Conclusion: RePhlect is a multicountry, intercontinental, collaborative effort to generate evidence on the real-
world comparative effectiveness of deucravacitinib that will help to establish its long-term effectiveness and
further complement the clinical trial data of deucravacitinib. This abstract describes the design and approach for
setting up the Global RePhlect registry.
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Abstract N°: 3384

Dimethyl Fumarate in Psoriasis

Shraddha Rane*l, Amy Foulkesz, Paul Martinl, John Bowesl, Daniel Johnston3, Des Tobin3, Ignasi Pau-Charles?,
Brian Kirby3, Steve Eyrel, Richard Warren> ©

The University of Manchester, Manchester, United Kingdom,ZSaIford Royal NHS Foundation Trust, Manchester,
United Kingdom, 3University College Dublin, Dublin, Ireland, *Almirall, Barcelona, Spain, >Salford Royal NHS

Foundation Trust the University of Manchester, Manchester, United Kingdom, 6The University of Manchester,
greater manchester, United Kingdom

Introduction & Objectives:

Analysis of patients receiving dimethyl fumarate (DMF) therapy to determine differential gene regulation in
response to treatment.

Materials & Methods:

As part of a phase 3b clinical study assessing the efficacy and safety of DMF a sub-cohort of participants had
additional blood (n=48) and skin (lesional, n=28 and non-lesional, n=15) biopsies (3mm) from photo-protected
back or buttock skin taken for a multiomic analysis. Here we present the blood RNA gene expression from
baseline, week 4 and 24 week correlating with the clinical outcomes of PASI (Psoriasis Area and Severity Index)
and physicians global assessment. Whole blood RNA was extracted using PAXgene blood RNA System and gene
regulation was assessed using RNA-seq GEN27012 by Novogene.

Results:

In the full 48 samples blood RNA sequence analysis demonstrated statistically significant differences in gene
regulation when baseline samples were compared with samples both at 4 weeks and at 24 weeks post treatment
irrespective of response (fig.1). Expression of IDO1 and TFF3 increased over time whilst CD2 and KIF5C decreased.
CD2 is reported to stimulate Naive T cells via keratinocytes (Orlik et al., 2020) and is a target for a biologic
(Alefacept), which reduces infiltrating T cells while activating dendritic cells and inflammatory genes (Chamian et
al., 2005). TFF3 is associated with cell migration by activating STAT3, MAPK and PI3K. CLC, STAC, and CCL23 gene
expression significantly increased at week 4 compared to that of baseline. CLC is reported to be involved in imune
surveillance for inflammatiuon and tumours and has recently been reported to play vital role in immune sipression
function of the regulatoiry T cells (Swaminathan et al., 1999; Liu et al.,, 2005; and Kubach 2007). In the preliminary
analysis 33 patients were assessed for PASI and response was categorised into PASI75, PASI50-75, PASI<50 or a
final absolute PASI (<3). In this cohort KIF5C, CXCR3, and GZMK all decreased in expression over time (fig.2), with
CXCR3 showing evidence of a more prominent effect in responders (blue dots) at week24. CXCR3 is present in
infiltrating T cells in psoriasis lesion. GZMK gene expression was significantly reduced at week 24.

Figure 1



Figure 2
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Conclusion:

Gene expression changes significantly from baseline by week 4 in patients taking DMF, with pathways relevant to
the pathogenesis of psoriasis being dis-regulated. Preliminary data also indicate patients who achieve a higher
level of response may have reduced CXCR3 at week 24 although this will require validation. Future analysis will be
able to compare these signals in skin and blood and perform a multiomic assessment of response layering in
analyses of DNA and the proteome.

Grant reference: Almirall
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Abstract N°: 3392

A literature review of real-world evidence from psoriasis patient registries and its role in decision-making
Lauren Passerot 2, Teresa Simon3, Yichen Zhongz, Joe Zhuoz, Renata M. Kisaz, Stefan Vargaz, April W. Armstrong4

LUNC, 2Bristol Myers Squibb, 3Physicians Research Center, LLC, *Keck School of Medicine, University of Southern
California

Introduction & Objectives: Psoriasis is a chronic, inflammatory skin disease mediated by the immune system and
affecting approximately 2% of the global population. As a chronic condition, the treatment of moderate to severe
psoriasis typically requires the use of multiple systemic therapies over a patient’s lifetime. The efficacy and safety
of conventional systemic and biologic treatments are first examined in clinical trials. Today, patient registries are
increasingly used to monitor the long-term outcomes of systemic therapies for psoriasis in real-world settings.

Materials & Methods: We conducted a systematic review to assess how psoriasis patient registries utilize real-
world evidence on the health outcomes of psoriasis treatments. We searched PubMed and Embase for
observational studies using psoriasis patient registry data published between January 2018 and March 2023 in
English. We included studies that examined the outcomes of psoriasis treatment in adult patients in real-world
settings. We excluded studies that (1) used non-observational methods, (2) did not evaluate treatment outcomes,
and (3) did not use registry data. Screening and data extraction were performed by two independent reviewers
and followed PRISMA reporting guidelines. To assess how these studies have informed practice, treatment, and
reimbursement guidelines, we will conduct a narrative review of recommendations based on psoriasis patient
registry studies found in clinical guidelines and coverage and reimbursement reports published from 2018 to
2023.

Results: A total of 1178 titles and abstracts were identified and 79 full-text articles using data from 32 registries
were included for analysis based on our criteria. Real-world studies were categorized by the primary type of
outcome reported. Thirty studies examined effectiveness, 22 studies evaluated drug survival, 14 studies reported
safety outcomes, and 13 studies described the baseline characteristics of psoriasis patients using specific
treatments. PASI was the most frequently reported measure in 26 studies evaluating effectiveness (87%). DLQI
measurements were the second-most common effectiveness measure reported in 19 studies (63%). BSA, IGA, and
PGA measurements were reported in fewer than 50% of studies measuring effectiveness. Safety studies covered a
wide variety of outcomes from mortality to risks of cardiovascular events, serious infections, and skin cancer. Only
three studies evaluated the impact of psoriasis treatment on healthcare resource utilization.

Conclusion: These findings demonstrate that data from psoriasis patient registries are used to assess a variety of
health outcomes, including effectiveness, drug survival, safety, and utilization. Patient registries play a critical role
in evaluating the long-term outcomes of psoriasis treatments in terms of real-world treatment effectiveness, drug
survival, health-related quality of life, safety, and healthcare resource utilization.
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Abstract N°: 3397

Characterisation of the sociodemographics of patients with psoriasis in Romania compared to Germany
Yasmine Safta*l' 2, Niamh Kearney?, Brian Kirby? 3, Laurentiu Tony Hangan?

10vidius University of Constanta, Department of Dermatovenerology, Constanta, Romania,?St. Vincent's

University Hospital, Department of Dermatology, Dublin, Ireland, 3University College Dublin, Charles Institute of
Dermatology, Dublin, Ireland

Introduction & Objectives:

Psoriasis is a chronic inflammatory disorder with polygenic predisposition and triggering environmental factors.
Individual patient experiences can vary greatly depending on access to dermatology care, effective treatment and
social support. It is important to understand disease demographics, environmental risk factors and associated
comorbidities, which may be affected by background population rates, on an individual country-by-country basis.
Romania has the highest prevalence of psoriasis in Europe, almost double that of Germany. Our aim was to
compare sociodemographics between a cohort of psoriasis patients in Romania and Germany to identify any
features which could explain the increased prevalence of disease.

Materials & Methods:

This was a cross sectional study involving two different psoriasis patient groups: one from a Romanian public
hospital (n=22) and one comprised of online survey participants in Germany with a diagnosis of psoriasis (n=44).
Data was collected from May to August 2022 with information on age, sex, alcohol, smoking, co-morbidities and
body mass index (BMI). Statistical analysis was completed using Jamovi v2.0 (Sydney, Australia). Chi-square test
was used to compare categorical variables, student’s t-test to compare parametric data and Mann-Whitney U to
compare non-parametric data.

Results:

Patients in Romania were older (p<0.001) and more likely to be male (p=0.042). Significant differences were
noted between the two cohorts with regards to smoking and alcohol. Active smoking was significantly more
common in Romanian patients (63.6% vs 36.4%, p=0.012) while alcohol consumption was more likely in German
patients (70.5% vs 36.4%, p=0.008). In the German patient group, 30% reported a diagnosis of depression while
not a single Romanian patient did (p=0.004). BMI was similar between the two groups and there were no
differences in the prevalence of hypertension, diabetes, psoriatic arthritis, inflammatory bowel disease, hepatic
steatosis or anxiety.

Conclusion:

Romania has the highest prevalence of psoriasis in Europe. Little research has been conducted into the reasons for
this burden. We have identified an increased frequency of active smoking in patients in Romania compared to
Germany. The younger age and female predominance in the German cohort is probably explained by their
recruitment via an online survey. Depression was common in the German cohort potentially reflecting cultural
differences and increased alcohol use. This study has not identified any significant discrepancies in
sociodemographics which may explain the increased prevalence. Further research is needed with larger studies
assessing the epidemiology of psoriasis in Romania and underlying genetic differences which could explain the
high burden of disease.
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Abstract N°: 3418

Comparative Effectiveness of Biologics Across Clinically Relevant Comorbidity Subgroups with Moderate-
to-Severe Plaque Psoriasis: Results at Week 12 from the PSoHO Study in a Real-World Setting

Stefano Piaserico*l, Shirin Zaheriz, Saakshi Khattri3, Ayman Elgendi4, Jens Gammeltoft Gerwien®, Diane Rioli®, Can
Mert®, Joo Lee®, Catherine Reed”, Andreas Pinter’

1Dermato|ogy Unit - Department of Medicine, University of Padova, Padova, Italy,ZHCA Healthcare UK, London,
United Kingdom, 3Mount Sinai Hospital, New York, United States,*Saudi Airlines Medical Services Center, Saudi
Arabia, °Eli Lilly and Company, Indianapolis, United States, 6HaaPACS GmbH, Schriesheim, Germany,

Universitatsklinikum Frankfurt, Frankfurt, Germany

Introduction & Objectives: Patients with moderate-to-severe plaque psoriasis (PsO) value rapid treatment
effects. However, with the wide range of biologic treatments available it can be challenging to determine the most
suitable option for achieving that outcome. Particularly little is known about the comparative effectiveness of
approved biologics in special patient subpopulations, including those who smoke or have comorbid metabolic or
psychiatric illnesses. To address this gap, we aimed to evaluate the real-world effectiveness of approved biologics
at week 12 across twelve clinically relevant subgroups.

Materials & Methods: The Psoriasis Study of Health Outcomes (PSoHO) is an ongoing, international,
prospective, observational study comparing the effectiveness of anti-IL-17A biologics (ixekizumab, secukinumab)
to other approved biologics in a heterogeneous population receiving treatment for moderate-to-severe PsO. In
this analysis, 1981 patients were stratified at baseline according to the presence or absence of six comorbidities:
smoking, diabetes, hypertension, dyslipidemia, depression, and anxiety. This analysis compared the proportion of
patients who achieved pre-specified outcomes at week 12 within each subgroup between the anti-IL-17A and the
other biologics cohorts. These included the primary endpoint, 290% improvement in Psoriasis Area and Severity
Index scores (PASI90) and/or static Physician Global Assessment (sPGA) 0/1, as well as the secondary outcome of
100% improvement (PASI100), at week 12. Missing data were imputed using non-responder imputation.
Unadjusted response rates are reported with 95% confidence intervals (CI).

Results: In this analysis of 1981 patients, 39.0% were in the anti-IL-17A cohort (received ixekizumab [n=532] or
secukinumab [n=241]), while 61.0% (n=1208) received other biologics. As previously reported (Pinter et al., 2022),
by week 12, higher proportions of patients had achieved both the primary endpoint as well as the more stringent
PASI100 when treated with anti-IL-17A than other biologics. Our new analysis shows that, in achievement of the
primary endpoint, this difference between biologic types was greatest in those with comorbid hypertension (anti-
IL-17A response rate: 71.6% [95% CI: 65.4% - 77.8%]; other biologics: 51.1% [45.2% - 57.0%)]) (Fig.1). Similarly, in
achievement of PASI100, the difference between anti-IL-17A and other biologics was greatest in those with
comorbid dyslipidemia (anti-IL-17A: 35.9% [28.1% - 43.7%)]; other biologics: 17.0% [11.8% - 22.2%]) or
hypertension (anti-IL-17A: 34.3% [27.8% - 40.8%]; other biologics: 15.4% [11.1% - 19.7%]) (Fig.2).

Conclusion: Across these clinically relevant subpopulations, a greater proportion of participants attained a high-
level treatment response (primary endpoint) or total skin clearance (PASI100) by week 12 when being treated
with anti-IL-17A biologics than other approved biologics in a real-world setting. Our data indicate that anti-IL-17A
biologics are particularly more effective than other biologics for PsO patients with comorbid hypertension or
dyslipidemia.

Reference:** Pinter A, Puig L, Schakel K, Reich A, Zaheri S, Costanzo A et al. Comparative effectiveness of



biologics in clinical practice: Week 12 primary outcomes from an international observational Psoriasis Study of
Health Outcomes (PSoHO). J Eur Acad Dermatol 2022;36:2087-100.
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Figure 1: Percentage of patients in clinically relevant subgroups who achieved the primary endpoint
of either PASI90 and/or sPGA 0/1, indicating a high-level response, after 12 weeks of real-world
clinical treatment with either anti-IL-17A biologics (ixekizumab or secukinumab) or other biologics
approved for the treatment of moderate-to-severe PsO. Regarding smoking status, ‘Yes' indicates
current smoker while ‘No” indicates never or former smoker.

IL, interleukin; PASI90, 290% improvement in Psoriasis Area and Severity Index score from baseline;
Ps0, psoriasis; sPGA 0/1, static Physician Global Assessment score of 0 or 1.

100 — B Ant-IL-17A
I Other Biologics
o
E
>
o 80—
=
i
2%
o=
-
7]
al® 3768 35,5 . .
- g 4 111 36.1% 3 ek MR TR 5.4
z: 40 —
o 22,6% 25 7
g E L o 20403 5% . L 16% e 3%
] e 4
) 20—
=
[7]
o
0 —
Yes No Yes No Yes No Yes No Yes No Yes No
Anti-IL-17TAn: 318 325 236 407 145 623 93 675 204 564 199 463
Other biologics n: 486 515 338 662 200 1001 124 1077 272 929 320 724
Ardety Depression Dyslipidemia Diabetes Hypertension Smoking
N = 1643 N = 1643 N = 189569 M= 1869 N = 1868 M= 1706

Figure 2: Percentage of patients in clinically relevant subgroups who achieved PASI100, indicating total
skin clearance, after 12 weeks of real-world clinical treatment with either anti-IL-17A biclogics
(ixekizumab or secukinumab) or other biologics approved for the treatment of moderate-to-severe PsO.
Regarding smoking status, "Yes' indicates current smoker while ‘Mo’ indicates never or former smoker.

IL, interleukin; PASI100, 100% improvement in Psoriasis Area and Severity Index score from baseling;
PsQ, psariasis.
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Abstract N°: 3432

Efficacy and Safety of Secukinumab in the Treatment of Chronic Plaque Psoriasis
Kehkshan Tahir*l, Muhammad Omer Altaf?

IFatima Jinnah Medical University, Dermatology Department, Lahore, Pakistan,?Lahore General Hospital,
Dermatology Department, Lahore, Pakistan

Introduction & Objectives:

Psoriasis is a chronic inflammatory skin disease and is associated with significant comorbidities including
depression, cardio-metabolic disorders and diminished quality of life. Interleukin (IL)-17A plays an integral part in
the pathogenesis of psoriasis. Secukinumab is a fully human, monoclonal anti-IL-17A antibody indicated for the
treatment of moderate to severe plaque psoriasis.

The objective of this study was to determine the efficacy and safety of secukinumab in the treatment of chronic
plaque psoriasis. The scarcity of research data related to this topic warrants the need to evaluate long-term
efficacy and safety of this drug in our setting.

Materials & Methods:

Twelve patients of chronic plaque psoriasis, fulfilling the inclusion & exclusion criteria, were enrolled in the study.
Patients were given 300 mg of secukinumab subcutaneously at weekly intervals for two consecutive weeks (week
0-1) followed by a dose of 150 mg at weekly intervals for three weeks (week 2-4) and then a dose of 150 mg at
monthly intervals until week 24. Each patient was followed up for further 28 weeks. In case of relapse, patients
were given 150 mg secukinumab subcutaneously on monthly intervals for further 3 months.

Primary end points for establishing the efficacy of the treatment included, at least 75% reduction from baseline in
psoriasis area & severity index score (PASI 75) at week 12 and achievement of dermatology life quality index
(DLQI) score of 0-1 at week 12. Secondary end points of study were at least 90% reduction in PASI score (PASI 90)
till week 24 and maintenance of PASI 90 from week 24 through week 52. Safety of secukinumab was assessed by
observing any side effects in the patients on each follow up visit.

Results:

Both primary efficacy end points were achieved in our study. PASI 75 was attained in 11 (91.7%) patients at week
12 (Figure 1). DLQI score of 0-1 (no effect at all on quality of life) was observed in 11 (91.7%) patients at week 12
(Table 1).

Secondary end point of PASI 90 was also achieved in 11 (91.7%) patients before week 24. PASI 100 was achieved
in 4 (33.3%) patients at week 24. Maintenance of PASI 90 from week 24 through week 52 was seen in 4 (33.3%)
patients (Figure 2). Relapse was observed in 7 (58.3%) patients. PASI 90 was again achieved in these patients with
the monthly maintenance dose of secukinumab.

Safety of secukinumab was established as no significant adverse effects were observed in any patient during and
post treatment (Table 2).

Conclusion:

Secukinumab showed excellent efficacy in the treatment of moderate to severe chronic plaque psoriasis with a



very good safety profile. It is highly effective in achieving early and rapid reduction of PASI score.
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Figure 1: Efficacy of Secukinumab - PASI Response
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Table 1: Efficacy of Secukinumab - DLQI Scores
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Figure 2: PASI scores of patients at baseline, week 12 and week 24



Side Effects
NASOPHARYNGITIS
URTI
RHINORRHOEA
ORAL HERPES
ORAL CANDIDIASIS
URTICARIA
OTHER (SPECIFY)

GIT COMPLAINTS
(Diarrhea,
Constipation,
Mucus or Blood in
stool)

SOB, PRODUCTIVE
COUGH, WEIGHT
LOSS

2 Weeks

+(1)

4 Weeks

8 Weeks

12 Weeks

24 Weeks

Table 2: Adverse effects of secukinumab in the treatment of chronic plaque psoriasis (n)
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Real-world long-term skin clearance and patient-reported outcomes among patients with moderate to
severe psoriasis treated with risankizumab - an interim analysis from an international medical chart review
(RAPID) study

Andreas Pinterl, Ahmed M Solimanz, Irina Pivnevag, Roksana Ghanbariamin3, Min Yang3, Lluis Puig4, Mark
Lebwohl®

1University Hospital Frankfurt am Main, Department of Dermatology, Germany,2AbbVie Inc., United States,
3Analysis Group Inc., United States, “Hospital de la Santa Creu I Sant Pau, Department of Dermatology, Spain,
>Ichan School of Medicine at Mt. Sinai, Department of Dermatology, United States

Introduction & Objectives: Biologic agents are indicated for the treatment of moderate to severe plaque
psoriasis (PsO) in adults who are candidates for systemic therapy. Risankizumab (RZB), an interleukin 12/23
inhibitor, has shown efficacy in PsO clinical trials; however, real-world data, especially outside of the United States,
is limited. This study sought to describe characteristics and clinical outcomes of patients with PsO using data
collected from an established panel of participating dermatologists in Canada, Czech Republic, Germany, Japan,
and Poland.

Materials & Methods: This ongoing, retrospective, multi-country medical chart review study collected data,
starting in 09/2022, from licensed dermatologists who have actively treated adult patients with moderate to severe
PsO for =3 years and have direct access to patient medical charts. Patients initiating treatment with RZB on or
after 01/2019 (index date: date of RZB treatment initiation), had moderate to severe PsO (ie, Investigator Global
Assessment [IGA] or static Physician’s Global Assessment [sPGA] score =3), and medical records available for =12
months post-index date. Records had to include recorded Psoriasis Area and Severity Index (PASI), IGA, or sPGA
scores =3 months prior to index date, =<6 months after the index date, and between 7-18 months post-index date.
Patient characteristics were descriptively reported for patients with moderate to severe PsO at baseline. Outcomes
were the proportion of patients achieving clear or almost clear PsO (IGA/sPGA = 0 or 1); PASI = 0, =1; 90%, or
100% improvement from baseline in PASL; mean change in Dermatology Life Quality Index (DLQI) scores;
proportion of patients achieving DLQI=0/1; and mean change in itch and skin pain (range: 0-10) at 12- and 18-
months post-index date. Only patients with outcomes available at all timepoints (ie, 12- and 18-months post-
index date) were included in this analysis.

Results: For this interim analysis, a total of 271 patients with moderate to severe PsO were included. Most patients
(66.4%) were male and the mean time from diagnosis was 9.9 + 9.9 years (Table 1). The majority (76.4%) of
patients were biologic-naive and had scalp PsO (73.4%); almost half of patients had PsO on skin folds (41.3%) or
nails (46.1%). The mean IGA/sPGA at baseline was 3.7 = 0.5, with a mean body surface area affected of 27.4% +
15.8% and a mean PASI of 23.1 + 12.1. On a scale of 1 to 10, the mean itch and skin pain severity scores were 7.3
+ 6.0 and 5.2 + 5.6, respectively. Over time, the proportion of patients achieving IGA/sPGA = 0 or 1 increased, with
up to 92.4% of patients reporting clear or almost clear skin after 18 months of treatment (Figure 1A). Similarly, by
18 months, 88.3% of patients achieved a PASI <1 (Figure 1B) and 90.4% achieved PASI 90 (Figure 1C). Patients
also reported a marked decrease in DLQY, itch, and skin pain scores at 12 and 18 months (Figure 2).

Conclusion: This study assessed a population of patients with severe disease similar to that was assessed in
clinical trials. This interim analysis demonstrates the long-term durable real-world effectiveness of RZB in patients
with moderate to severe PsO. Patients receiving RZB demonstrated continued improvement in disease and
symptom severity over 18 months, with >90% of patients reporting clear or almost clear skin. As this study is



ongoing, future analyses will assess outcomes in a larger population.

Table 1: Baseline Demographic and Clinical Characteristics Among Patients with Moderate to Severe PsO Receiving
Risankizumab

Characteristic Patients with Moderate to Severe PsO
(IGASsPGA 23)
N=271
Age [years], mean £ 5D 486+119
Male, n (%) 180 [66.4)
Years since PsO diagnosis to index date, mean £ 5D 9.9+99
IGAfsPGA, mean + 5D 3.7405
Disease Severity, n (%)
Moderate (1GA/sPGA=3) 85 (31.4)
Severe (IGA/sPGA=4) 186 [68.6)
BSA, mean % 5D N=133
27.4+158
PASI, mean 1 5D N=266
23.1+12.1
DLQI, mean £ 5D N=265
152+7.2
Itch VAS, mean £ 5D N=40
7.3+6.0
Pain VAS, mean + 5D N=14
52156
BMI, mean £ 5D N=234
254+4.1
Country, n (%)
Japan 102 (37.6)
Germany 69 (25.5)
Poland 53 (19.6)
Canadg 45 (16.6)
Czech Republic 210.7)
Biologic-naive, n (%) 207 [76.4)
Smoking status, n (3)
Newver 110 (40.6)
Past, but not current 81(29.9)
Current 69 (25.5)
Family history of PsQ, n (%) 124 (45.8)
Family history of autoimmune disease excluding PsO, n (34) 38 (14.0)
Comorbidities, n [5)
Cardiovascular diseases 74 (27.3)
Depression 49 (18.1)
Dichetes 3838 (14.0)
Psoratic arthritis 33(12.2)
Anxiety 31(11.4)
PsO locations, n (54)
Scalp 199 (73.4)
Nail 125 (46.1)
Skin folds 112 (41.3)
Facial 104 (38.4)
Palmoplantar 76 (28.0)
Genital 75 (27.7)
Nane of the above 19 {7.0)

BMI, body mass index; BSA, body surface area; DLOJ, Dermatology Life Quality index; IGA, Investigator Global Assessment; PASI,
Psoriasis Area and Severity Index; PsQ, psoriasis; 5D, standard deviation, sPGA, static Physician’s Global Assessment.



Figure 1: Proportion of patients achieving clear or almost clear skin through 18 months of treatment with risankizumab
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Figure 2: Patient-reported itch and skin pain scores over time
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DLQI, Dermatology Life Quality Index; VAS, visual analog scale.
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Switching and discontinuation rates of biologics among psoriasis patients in Germany: A retrospective
analysis of InGef claims database
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Mark Lebwohl®
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Germany, “InGef - Institute for Applied Health Research Berlin GmbH, Berlin, Germany,’Ichan School of Medicine
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Introduction & Objectives:

Anti-interleukin and anti-tumor necrosis factor agents can be used in the treatment of moderate-severe psoriasis
(PsO). To achieve disease control, patients treated with these biologics may require therapy modification. This
study aimed at evaluating treatment switching and discontinuation in patients with PsO treated with biologics in
Germany.

Materials & Methods:

We conducted a retrospective, non-interventional cohort study based on German claims data covering the years
2016 to 2021. Data source was the Institute for Applied Health Research Berlin (InGef) sample database, which
comprises anonymized, longitudinal, and nationwide claims from about 4 million individuals.

Adult patients were included into 11 drug-specific cohorts if they initiated a biologic therapy (index date) and
were diagnosed with PsO prior to or in the same quarter of the year as the index date. Risankizumab (RIS),
guselkumab (GUS), tildrakizumab (TIL), ustekinumab (UST), brodalumab (BRO), ixekizumab (IXE), secukinumab
(SEC), adalimumab (ADA), certolizumab (CER), etanercept (ETA), and infliximab (INF) were considered. Also,
patients had to have continuous insurance coverage for at least 182 days prior to and 365 days after the index
date to be included. Patients with comorbidities, for which the respective drug was also approved, were excluded.
Patients were included in each drug-specific cohort they met the inclusion criteria for.

We evaluated treatment switching and discontinuation 365 days after the index date using Kaplan-Meier analyses.
Treatment switching was defined as a switch to a different biologic or a different drug was added to the treatment
within 150% of the days’ supply (number of days the dispensed package was assumed to last) of the last
dispensation. Treatment discontinuation was defined as a gap in treatment equal to 150% of the days’ supply of
the last dispensation.

We used multivariate Cox regression to estimate drug-specific adjusted hazard ratios for treatment
discontinuation and switching.

Results:

We included 2,565 patients with PsO treated with RIS (n=145), GUS (n=354), TIL (n=205), UST (n=241), BRO
(n=166), IXE (n=259), SEC (n=612), ADA (n=454), CER (n=29), ETA (n=91), or INF (n=9). At 365 days, patients
treated with RIS had a 98.6% probability to not change the treatment compared with 96.1% for GUS, 95.1% for
SEC, 90.7% for IXE, 88.4% for UST, 86.3% for ADA, 86.2% for CER, 85.9% for TIL, 83.5% for ETA, 84.9% for BRO, and
55.6% for INF. Compared to patients treated with RIS, the risk for having a switch was statistically significantly
(p<0.05) higher in patients treated with all other agents except GUS (Table 1).



At 365 days, patients treated with RIS had a 69.7% probability to not discontinue the treatment compared with
61.0% for UST, 58.1% for TIL, 57.5% for IXE, 55.6% for INF, 52.1% for SEC, 50.6% for GUS, 42.8% for BRO, 37.9% for
CER, 32.2% for ADA, and 30.8% for ETA. Compared to patients treated with RIS, the risk for a discontinuation was
statistically significantly (p<0.05) higher in patients treated with all other agents except UST (Table 2). 45.0% of
patients with a treatment discontinuation restarted the same therapy during the observation period (range: 0.0%
(INF) to 60.0% (GUS)).

Conclusion:

During the considered one-year period, treatment discontinuation occurred more often than treatment switching
in patients with PsO initiating a biologic therapy. Rates of discontinuation and switching varied across agents and
were lowest for RIS.

Table 1: Hazard ratio estimates for treatment switching,

I Cruse junasjssted) hazard ratio estimates ] Adjustd hazard ratio estimates
ifect [ Pomtetimate [ 85% 0 | peaks | Pomtommats | 95%0 | peaks
Index agant ireference: RI5)

AntiIL 23 GUS .29 |08 - 12.71] 0.1 3,08 [0.63 - 13.38) 0.4
TiL 0.2 |58 - 45.35] <005 13.18 13.14 - 55.34) <0.05
AmiiL12f23 | usT B82 |210-37.00] 20.0% 1269 13.01 - 53.43) < 0,05
AntiIL 17 BRO 11.7% |37 -49.71] < Q.05 13,65 |3.23~=57.711 <0.05
IEE 6.8% [1.65 - 19.53] <005 8.17 [1.93 - 34.58] = 005
SEC .58 |ouE6 - 15.03] 0.08 532 I1.27-2237) <005
Amti-THEF- A& 1054 [2.58 - 43.18] =005 18.59 [4.51 - T6.68] < 005
alpha A 125% |94 - 54.65] = 0.0% 21.59 14,99 - 95.31] <005
Aga 1.00 [1.00-101] .36 1.00 059 - 1011 0.56
Sex (reference: fomaley
ke | 062 | ioso-o24 | <0.05 | 0.66 | msi-oss | < 0.05
i [ 1o | moo-aam | 005 | 110 | pei-iasm | oo
Sytern|c trmatrant during the 122-duy baseline pariod | reference: naj
es [ 0.96 [ o72-120 ] 0.78 | 116 [ mas-156 | 0.34
Treatrmant with biakeges during the 122-day bazeline percd [reference: naj
ez | 245 [ mes-3zo) | <05 ] 349 [ mss.aquy [ <mis

Mote: Certolizemab and Infliximab were exduded from the regression analysis due to low patient numbers.



Table 2: Hazard Ratic estimates for treatment discontinuation.
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Molecular profile of interleukin-17RA blockade by brodalumab in Japanese patients with psoriasis
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Introduction & Objectives:

Psoriasis is a chronic, systemic, inflammatory disease and presents with well-demarcated, dry, raised, red skin
lesions covered with silvery scale. The importance of the IL-17 axis in psoriasis is high, as biological agents that
inhibit the IL-17 signal at various targets have shown efficacy in psoriasis. Brodalumab, a human anti-IL-17
receptor A (IL-17RA) monoclonal antibody, is globally approved for psoriasis and shows the efficacy. We aim to
characterize the molecular feature of IL-17RA blockade by brodalumab in psoriatic skin and serum.

Materials & Methods:

The ESPRIT study was conducted at 5 facilities across Japan from March 2020 to December 2021 and included
patients aged =18 years who had plaque psoriasis with PASI score >10 or BSA >10% (Trial identifier of Japan
Registry of Clinical Trials: JRCTs041190114). Patients received brodalumab 210 mg subcutaneously in daily clinical
practice on day 1 and at weeks 1 and 2, followed by subcutaneous doses every 2 weeks thereafter until week 12.
Healthy volunteers were enrolled based on the patient’s age group and sex. Skin samples were collected at
baseline, week 4, and 12, and serum samples were collected at baseline, week2, 4, and 12 from psoriasis patients.
Normal skin specimens from healthy volunteers and nonlesional psoriatic skin from psoriatic patients were also
collected. The skin specimens and serum samples were utilized for RNA sequencing and Olink high-throughput
proteomics, respectively. Differentially expressed genes (DEGs) were defined as fold change of = |1.5] and false
discovery rate < 0.05. In addition, IL-17 family cytokines were evaluated by quantitative reverse transcription
polymerase chain reaction (QRT-PCR).

Results:

Forty patients were enrolled, 39 until week 4, and 37 at week 12 were used for molecular profiling. The median
PASI score at baseline was 19.0, and the score significantly reduced to 0.4 at week 12 (P < 0.0001). The rate of
PASI score 0 was 35.0% at week 12. Principal component analysis showed overlap between nonlesional skin at
week 4 and week 12. The psoriasis disease transcriptome had 6303 genes at baseline, and it decreased to 788
(13%) and 303 (5%) at week 4 and week 12 respectively. Overall top 50 DEGs upregulated in BL. LS. began to be
suppressed from week 4 and decreased to the same level as nonlesional at week 12 by brodalumab treatment.
Heat maps of both top 50 genes and proteins showed that the expression profiles between at baseline and at
week 4 or 12 were different. Interestingly, various genes, such as IL1A, IL36B, IL1B, TGFA, REN and IL17C in skin
biopsy samples showed large improvement by brodalumab treatment even at 4 weeks. Messenger RNA levels of
IL17A, IL17F, IL17C, IL23A(p19) and IL12B(p40) at both week 4 and 12 were significantly decreased from baseline
but not that of IL12A(p35) by qRT-PCR. In particular, IL17C was decreased by 85% as early as week 4.



Conclusion:

These data suggested that IL-17RA blockade by brodalumab treatment induced rapid changes of the molecular
profiling, such as IL17C, compared to baseline. Changes in the molecular profile of the lesions and their
maintenance of a suppressed state may have led to the rapid clinical efficacy and high achievement rate of PASI
score of 0 at 12 weeks.
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Two cases of generalized pustular psoriasis successfully treated with spesolimab
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Introduction & Objectives:

Generalized pustular psoriasis (GPP) is a rare, recurrent, and sometimes life-threatening skin disease with
systemic inflammation characterized by erythema and sterile pustules spreading over the entire body
accompanied by acute fever and vascular hyperpermeability. Treatment options are limited. Spesolimab,
an anti-interleukin-36 receptor antibody, showed significant efficacy with tolerable safety for GPP in a
clinical trial, Effisayil-1. Recently, it was approved for the treatment of GPP. However, real-world data are
limited. We experienced two cases of GPP successfully treated with spesolimab.

Results:

A 37-year-old female took carbocisteine and clofedanol hydrochloride for persistent cough after COVID-
19 infection six days before her referral to our department. Three days later, she noticed erythema on her
limbs and trunk, then she withdrew these medicines immediately. However, the eruption did not improve
and got exacerbated, which resulted in the referral to our department. At her first visit to our department,
she presented with erythema and pustules on the limbs and trunk, especially intertriginous areas,
accompanied by fever and edema. Laboratory tests showed elevated white blood cell count, neutrophil
count, and eosinophil count, elevated serum levels of C-reactive protein, and decreased serum levels of
albumin. Skin biopsy revealed spongiform pustule of Kogoj. Considering the persistent eruption after
withdrawal of the drugs and clinical and pathological findings, she was diagnosed with GPP, and received
900mg of spesolimab. Four hours later after initiation of sepsolimab, her temperature increased from 37.8
to 39.9 degrees Celsius with the eruption of erythema multiforme, which was considered infusion reaction.
She was treated with antipyretics and topical high potency corticosteroid. Four days later, the eruption of
GPP and erythema multiforme improved and she reached remission.

A 57-year-old female noticed erythema and pustules on palms and soles 13 years before. Three years
later, they spread over her entire body, and she presented with erythroderma. She was diagnosed with
GPP and received etretinate, oral corticosteroid, and diaphenylsulfone, which did not induce sufficient
improvement. Three years later, she initiated infliximab. After four courses of administration, eruption was
exacerbated. She switched to adalimumab. Two years later, due to aggravation of eruption, she switched
to secukinumab. Four months later, however, its insufficient improvement resulted in switching to
brodalumab. One year later, she switched to ixekizumab for more improvement. However, she still
experienced flares with pustules on palms and soles. Therefore, she initiated spesolimab. Two courses of
spesolimab cleared pustules on palms and soles, and good conditions were maintained with bimekizumab.
Six months later, she presented with pustules on palms and soles again. She received two courses of
spesolimab, which resulted in improvement in pustules.

Conclusion:

Spesolimab was effective for GPP at an acute phase and GPP which was refractory to other biologics.
Infusion reaction should also be noted as one of adverse events.
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Impact of patient psoriasis on partner well-being in a real-world setting: 28-week interim data of the phase
1V POSITIVE study
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Introduction & Objectives

Psoriasis is a chronic inflammatory disease that profoundly impairs patients’ social, emotional, functional, and
physical condition as well as their families’. However, information on the impact of psoriasis on patients’ families,
particularly partners, is scarce. 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 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.

Materials & Methods

POSITIVE is an ongoing 24-month, phase IV observational 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 self-administrated
questionnaire to assess the burden on partners of patients with psoriasis.4 The questionnaire has 15 items divided
into five domains: (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: 0=not true, 1=somewhat true, 2=moderately true,
3=quite true, 4=very true, with the supplementary option “does not apply to me”. Here, we report 28-week
interim data using an observed cases approach.

Results

The cohort comprised 263 patients, of whom 162 (61.6%) were married or living in marital union. The FamilyPso
was completed by 113 and 64 partners at baseline and week 28, respectively. Mean (SD) age of patients was 46.3
(14.6) years (19.8% of patients aged =60 years), and 65.8% of them were male. Mean (SD) time since psoriasis



diagnosis was 15.3 (13.2) years. Mean (SD) total FamilyPso score decreased from 1.3 (0.9) at baseline to 0.8 (0.9)
at week 28 (p<0.001), with a mean (SD) change from baseline of -0.4 (0.7). The mean (SD) FamilyPsO scores by
domain at baseline and week 28 were 1.1 (1.1) and 0.7 (0.9) for “perceived strain by social reactions to the
partner’s psoriasis”, 1.4 (1.2) and 1.0 (1.2) for “strain caused by cleaning”, 1.2 (1.1) and 0.7 (1.0) for “acute
emotional strain attributed directly to the psoriasis”, 0.9 (1.2) and 0.4 (0.9) for “restrictions of social life”, and 1.9
(1.2) and 1.3 (1.3) for “general emotional strain”.

Conclusion

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 28 weeks.

References

1Thaci D, et al. BJD 2021;185:323-34.
2Tsianakas A, et al. JEADV 2023;37:85-92.
3Augustin M, et al. BMJ Open 2023;13:e060536.
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Patient-reported well-being using tildrakizumab in a real-world setting: 28-week interim data of the phase
1V POSITIVE study
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Introduction & Objectives

Psoriasis is a chronic inflammatory 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 The objective of this analysis was to assess the effectiveness of tildrakizumab on the overall
well-being of patients with moderate-to-severe psoriasis treated with tildrakizumab in routine care.

Materials & Methods

POSITIVE is an ongoing 24-month, phase IV observational 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 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 63.9,5 and was 52.2 among women with breast cancer or
56 among patients with type 2 diabetes.6,7 The threshold for a clinically relevant change is considered to be 10
points.5 When WHO-5 is used for the screening of depressive symptoms, a cut-off score of <50 is used, with a
score of =28 indicating possible presence of moderate-to-severe depressive symptoms.5 Here, we report 28-week
interim data using an observed cases approach.

Results

A total of 263 patients were included (65.8% male, mean [SD] age of 46.3 [14.6] years, mean body mass index of
28.2 [5.8] kg/m2, 34.2% current smokers). Mean (SD) time since psoriasis diagnosis was 15.3 (13.2) years. Mean
(SD) WHO-5 score significantly increased from 53.9 (22.1) at baseline to 67.1 (20.1) at week 16 (p<0.001; mean



change from baseline of 12.4) and to 67.3 (20.2) at week 28 (p<0.001; mean change from baseline of 12.7). At
baseline, 41.2% of patients had a WHO-5 score <50 (17.6% of patients =28). The percentages decreased to
20.2% (5.2% of patients =28) and 20.6% (5.7% of patients =28) at week 16 and week 28, respectively.

Conclusion

The well-being level at baseline of this cohort of patients with moderate-to-severe plaque psoriasis was
comparable to the well-being level found in other diseases, which highlights the unmet needs in the management
of psoriatic patients, with around 40% of them showing depressive symptoms at baseline. For the first time, we
demonstrated that 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 28.
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Real-world safety of tildrakizumab in patients with moderate-to-severe psoriasis: 28-week interim data of
the phase IV POSITIVE study
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Introduction & Objectives

Psoriasis is a chronic inflammatory disease that profoundly impairs patients’ social, emotional, functional, and
physical condition as well as their families’, impacting on their overall 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.1 The objective of this analysis was to further assess the safety of tildrakizumab in patients with
moderate-to-severe psoriasis in routine care.

Materials & Methods

POSITIVE is an ongoing 24-month, phase IV observational 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.2 Here, we report 28-week interim safety data.

Results

A total of 263 patients were included (65.8% male, mean [SD] age of 46.3 [14.6] years). The percentage of patients
that withdrew from the study for any reason was 4.2% (n=11). At the point of this interim analysis, 8.7% of
patients (n=23) had =1 adverse event (AE) and 2.3% of patients (n=6) had =1 treatment-related AE. The total
number of AEs was 36 (72.2% of mild severity). One patient (0.4%) discontinued from the study due to an AE
(urinary tract infection). The most frequent AE (1.9% of patients) was COVID-19, followed by nasopharyngitis
(1.5%). There was only one patient (0.4%) who had a serious AE (atrophic rhinitis). No deaths or serious AEs
related to tildrakizumab were reported.

Conclusion



The safety data provided here was consistent with previous studies1,3 and there were no new safety signals. This
prospective study demonstrates a reassuring safety profile of tildrakizumab in a real-world setting over 28 weeks.
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Introduction & Objectives

Psoriasis is a chronic inflammatory 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 The objective of this analysis was to assess the effectiveness, impact on health-related
quality of life (HRQol), and treatment satisfaction in patients with moderate-to-severe psoriasis treated with
tildrakizumab in routine care.

Materials & Methods

POSITIVE is an ongoing 24-month, phase IV observational 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 Effectiveness outcomes included proportions of patients achieving absolute
Psoriasis Area and Severity Index (PASI) scores <5, =3 and =<1. The HRQoL instrument was Dermatology Life
Quality Index-Relevant (DLQI-R). Treatment satisfaction was assessed through the Treatment Satisfaction
Questionnaire for Medication (TSQM-9). Here, we report 28-week interim data using an observed cases approach.

Results

A total of 263 patients were included (65.8% male, mean [SD] age of 46.3 [14.6] years). Mean (SD) PASI decreased
from 13.4 (7.7) at baseline to 1.6 (2.5) at week 28 (p<0.001), with a mean (SD) change from baseline of -11.6
(7.5). At week 28, 92.6%, 85.1%, and 55.3% of patients achieved PASI <5, PASI =3 and PASI <1 responses,
respectively. Mean (SD) DLQI-R score decreased from 12.3 (7.7) at baseline to 3.1 (4.7) at week 28 (p<0.001),
with a mean (SD) change from baseline of -9.0 (7.8). At week 28, 37.8% of patients with DLQI-R >1 at baseline
had a DLQI-R score of 0 or 1. At week 28, the mean (SD) scores on TSQM-9 domains were 77.2 (22.2) for



effectiveness, 81.8 (16.7) for convenience, and 78.3 (20.3) for global satisfaction.
Conclusion

Tildrakizumab significantly improved skin symptoms and patients’ HRQoL, with high rates of treatment
satisfaction in patients with moderate-to-severe plaque psoriasis after 28 weeks in a real-world setting.
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Comparison of Biologics vs. Methotrexate Treatment on Disease Burden and Treatment Outcome in
Malaysian Psoriasis Patients: Data from the Malaysian Psoriasis Registry (MPR)
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Introduction & Objectives:

Psoriasis (PsO) is an immune-mediated, chronic inflammatory disease manifesting in the skin, joints or both. The
estimated prevalence of PsO in Malaysia is 0.34% with the annual prevalence and incidence increasing steadily
from 2010 to 2020. Psoriatic arthritis (PsA) risk is higher in PsO patients and rises with disease duration, severity,
and PsO family history. Up to 30% of PsO patients are prone to develop PsA. This study aims to evaluate the
patient demographics, clinical characteristics, and treatment outcomes of adult PsO patients in Malaysia who are
on biologic and methotrexate (MTX) treatment.

Materials & Methods:

This was a multicenter, cross-sectional, observational study based on the nationwide Malaysian Psoriasis Registry
(MPR) data, which is an ongoing, prospective, collection of PsO patients’ data treated at 36 public and 2 private
hospitals. All adult PsO patients registered between January 2020 to December 2022 who had completed at least
6 months of treatment with MTX or biologics [TNFi, IL-17i (secukinumab) or IL-12/23i (ustekinumab)] were
included in this study. Descriptive analysis for patient demographics, clinical characteristics and treatment
outcomes was performed at baseline (patient enrolment into registry) and at 12 months. Statistical analysis was
performed using the two-sided t test and two proportion z test; p values were calculated against MTX using
medcalc® software. A sub-analysis was conducted to compare the risk of a new onset of PsA in PsO patients,
defined as a new PsA diagnosis established by a rheumatologist after 12-months of treatment with MTX or
biologics. In this analysis, PsO patients without a diagnosis of PsA at baseline and who had completed 12 months
of treatment were included. Patients with a new onset of PsA within 12 months of treatment initiation were
excluded to eliminate potential confounding bias.

Results:

This analysis included 794 PsO patients in total. At baseline, patients on biologics were younger, had longer
disease duration, and more severe disease compared to the MTX group (Table 1). In patients treated with
biologics, most were biologic naive (84.21%), and patients in the IL-17i treated group had worst skin disease
severity (body surface area (BSA) and Psoriasis area and severity index (PASI) scores). At baseline, about two
thirds of patients had nail and one third had concomitant PsA in both the biologic and MTX groups (Table 1).

At 6 and 12 months, a statistically significant improvement from baseline was observed in the BSA involvement



and PASI scores of patients on biologics vs. MTX, with the highest improvement in the IL-17i treated group (Figure
1); despite 37% being on the 150 mg dosing (Table 1). In the subanalysis of PsO patients without PsA, the risk of
new PsA onset was lower among PsO patients on biologics vs. MTX after 12-months of treatment (OR, 0.72 (95%
CI: 0.24-2.13) (Table 2).

Conclusion:

PsO patients on biologic treatment had significantly better BSA and PASI improvement, compared to MTX,
irrespective of duration and severity of disease at baseline. Among the biologic treated group, patients on IL-17i
demonstrated numerically higher improvement in disease severity. Patients on biologics had lower risk of
developing new onset PsA compared to those on MTX treatment at 1 year, despite high disease severity at
baseline and family history of PsO. Early biologic treatment initiation may help improve treatment outcome and
reduce the risk of new onset of PsA in PsO patients up to 1 year.

Table 1 - Baseline demographics and clinical characteristics of adult PsO patients in Malaysia according to
treatment groups

Demographicsand LW

clinical characteristics - : N=T9

Meanage (years)s SD 486721515  4335:1481°  4105:1460° 453451588 | 455121274
Female - n (%) 282 (42.66) 66(49.62) 44 (55.60) 17 (42.5) 5(35.71)

BMI (kg/m?) = SD 28112597  2954:606°  3009:741°  2910:670 = 27.66:4.63
Meanage of PSOONSSt | 343401408 | 264721205 264841203  2673+1270° | 2564+11.06°
!‘g“ age of diagnosis  3554.9488 | 27.00:1243" 27.58:1208"  28.78:1360° | 27.21:1158

Duration of PO (years, = 44 35.1035 | 1678:1076*  1530:11.03 = 13.50+1065° | 19.86:855°

maur_l] £3 _SD

E"n';;" history of PSO - 454 93 9y 35(26.31) 20(2531) 12(30) 3(21.42)
Nail involvement, n/iN 426 / 661 881133 56 /79 28140 4114
(%) (64.45) {66.16) (70.88) (70) {28.57)
Psoriatic Arthritis 209 / 661 427133 31/79 2740 9/14
(PsA), niN (%) (31.6) (31.57) (39.24) (5 (64.28)"
Fu’;‘“}g;'“" dactylitis, 23/200(11) | 6/42(1428) = 6/31(19.35) 0/2(0) 0/9(0)
'_’;"‘&F‘"“’ hoortdisease | 33 (4 gn) 6 (451) 2(253) 3(7.5) 1(7.14)
Cerebrovascular

disense (sBoke)  n (%) 11 (1.56) 0(0) D (D) 0(0) 0(0)
g,.“"’“” mellitus - n 140 (21.18) 33 (24.81) 16 (20.25) 13 (32.5) 4(28.57)
Hypertension - n (%) 235 (35.5) 48 (36.00) 28 (35.44) 14(35) 5 (42.85)
Hyperlipidemia - n (%) 194 (20.34) 41(30.82) 19 (24.05) 16 (40) 6 (42.85)
{F;i‘i‘ liver (NAFLD) —n 40 (6.05) 18 (13.53) 10 (12.65) 7 (17.5) 1(7.14)
B

naive_n (%) - 112 (84.21) 66 (83.54) 35 (87.5) 11(78.57)
E'[‘:',:;“'C experienced - . 21(15.79) 13 (16.46) 5(125) 3(21.43)
Secukinumab dose 300

mg - n (%) . ) 50 (63.29) . .
Secukinumab dose 150

ma - n (%) - 2003671) . .

Mote: **P<0.0001 vi methotrexate [non-biclogic); *P<0.0S vs. methotrexate (non-biclogic)
P30 - Proiasis, IL-17i - Inter|eukin-17 inhibitor, 1L 12/231 - Imeerleulin 12/23 inhibor, TNFi - Tumor necrosis facter inhibitor, BSA - Body surface area, PASI—
Pioriagis area and severity index, 5D = Standard deviation, BMI-body mass indaex, MAFLD = Non-alcoholic fatty liver dusase



Figure 1 — Treatment outcome (BSA and PASI) in adult PsO patients in Malaysia on biologics and
methotrexate therapy at 6 and 12 months

Figure 1a — Body surface area (BSA)
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Figure 1b — Psoriasis area and severity index (PASI)
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Table 2 - PsA incidence rate and odds ratio at 12 months post treatment in adult PsO patients on biclogic
and methotrexate therapy

All Biologics
(IL-17i, IL-12/23i, TNFi)

Methotrexate

N=312
N=56

New onset (incidence) of psoriatic

arthritis (PsA) post 12 months 30/312 (3.61) 4156 (7.14)

treatment, n, %

PsA incidence rates per 1000 [

patient-years (95% G} 96.1 (64.87 - 131.27) 71.43 (19.46 - 182.89)
0.723

PsA incidence- Odds ratio (95% CI) 1

(950% CI: 0.244-2.138)

P30 - Psoriasis, IL-171 = Interleukin-17 inhibitor, IL 12/23i = Interleukin 12/23 inhibitor, THFi = Tumar necrosis factor inhibitor, PsA - Psoriatic arthrits, Cl =
Confidence interval
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Establishing UK consensus to define a treat-to-target (T2T) outcome set that optimises psoriatic patient
wellbeing
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Introduction & Objectives:

Psoriasis, a chronic immune-mediated inflammatory disease, is associated with a significant impact on patients’
well-being.

Treatment options for plaque psoriasis include topicals, phototherapy, oral treatments, and biologics. However,
variation of outcomes still exists in the UK. There is an opportunity to define appropriate care based on expert and
peer reviewed consensus.

With the definition of a novel treat-to-target (T2T) composite outcome for psoriasis, clinicians and patients can
make shared decisions on the treatment goals they envisage, as a guidance for future treatment steps, leading to
a tighter management of their disease and improved patient wellbeing.

The objective of this modified Delphi consensus project was to define a T2T outcome set that optimises psoriatic
patient wellbeing. This outcome set can be used to complement future guideline development and patient care.

Materials & Methods:

Using a Delphi consensus approach, a panel of psoriasis experts met virtually to develop 58 statements across six
key themes. Post-meeting, statements were then ratified and prioritised individually and anonymously by the
expert panel.

Based on the outputs, a further round of consensus was delivered via an online 4-point Likert scale Delphi survey
that was sent to healthcare professionals working in dermatology across the UK to assess agreement (consensus)
with these statements.

Consensus was pre-defined as =75% and high consensus if 290% of respondents agreed with a statement.
Stopping criteria for the Delphi consensus rounds included 150 responses, a two-month window for response
(March to April 2023), and 80% of statements passing consensus threshold (agreed at =75%).

Results will be shared and discussed with the original panel of psoriasis experts (virtually) to develop a final
definition as the final round of consensus.

Results:

A total of 180 responses was received from HCPs including dermatology consultants, dermatology registrars,
dermatology specialist nurses, and general practitioners. There were responses received from across the UK (i.e.,,
all devolved nations), with most responders having been in their role between 10-15 year.
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Fig 1: Responder time in role

Consensus amongst respondents was achieved in 50/58 statements. Thirty-six (62%) statements achieved >90%
agreement, fourteen (24%) statements achieved <90 and >75% agreement and consensus was not achieved in
eight (14%) statements.

=90% agreement =90% and 275% agreement <75% agreement

Fig 2: Summary of results achieved.

95% of all responders agreed that a treat-to-target strategy should result in improved patient outcomes including
the impact on patient quality of life and mental wellbeing. 95% of all responders also agreed that wellbeing and
mental health should be considered in all part of patient management with 91% of respondents agreed that
assessment of wellbeing and mental health should include validated measures. High consensus was also reached
for the quality-of-life target should be at least a 5-point decrease of the DLQI score.

Conclusion:

Implementation of these recommendations and measures across the care pathway in the UK has the potential to
provide agreed psoriatic disease outcome targets that optimise psoriatic patient wellbeing, mitigate the potential
variation of care, and complement future guideline development.
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Prescription patterns, treatment experience, and prescription preferences for systemic treatments for
moderate to severe psoriasis among Chinese dermatologists: A cross-sectional survey study
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University School of Medicine

Introduction & Objectives: To assess Chinese dermatologists’ prescription patterns, treatment experience, and
prescription preferences for systemic treatment of moderate to severe psoriasis (msPsO).

Materials & Methods: 50 dermatologists from 5 tertiary hospitals were surveyed on their prescription patterns,
clinical experience, and preferences for systemic treatment for msPsO (oral drugs [acitretin, methotrexate,
cyclosporine, apremilast] and biologics [adalimumab, infliximab, etanercept, secukinumab, ixekizumab,
ustekinumab, guselkumab]). We assessed systemic treatments prescribed and treatment pathways. Treatment
experiences were evaluated for effectiveness, safety, and convenience. Prescription preferences were evaluated by
a choice-based conjoint (CBC) questionnaire with seven medication attributes (administration route, frequency,
effectiveness, loss of effectiveness, and safety). Descriptive statistics methods were used to summarize the
information. Counting analysis, hierarchical bayesian analysis, and conjoint simulation analysis were conducted to
assess prescription preference.

Results: No treatment predominated. The treatment persistence time of oral drugs and biologics were 4.1-5.7
months and 9.7-16, respectively. Dermatologists’ oral drug concerns included the restrictions of dosage and
duration (96%), monitoring (94%) and treatment for adverse events (AEs, 82%). Specific concerns for apremilast
included titration (64%), treating patients with kidney failure (39%), and treatment for AE (58%). Concerns for
biologics included injection site reaction (72%), treatment administration in hospitals (48%), and needle phobia
(40%). Accessibility challenges for biologics included high price (86%) and the requirement for cold-chain
transportation (80%). The most common reasons for discontinuation were unsatisfying effectiveness and AE
occurrence for apremilast (77.8% and 59.3%) and other oral drugs (92% and 92%), and loss of effectiveness
(76%), comorbidity development (62%), and paradoxical reaction (60%) for biologics. When oral drugs and
subcutaneous injection biologics had comparable medication attributes, oral drugs were preferred over biologics
for both moderate (74% vs. 26%) and severe psoriasis (80% vs. 20%).

Conclusion: Chinese dermatologists’ prescription patterns for msPsO are diverse. Chinese dermatologists
perceive treatment challenges with both oral drugs and biologics and prefer to prescribe oral drugs for msPsO
when oral drugs and biologics had comparable attributes.
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Abstract N°: 3529

Characteristics of patients with moderate to severe psoriasis initiating systemic drug therapy in France and
evolution of treatment sequences: A national observational study

Isabelle Durand-ZaIeskil, Carle Paulz, Astrid Foix Coloniers, Sébastien Branchoux?, Virginie Vannier-Moreau?,

Anne-Francoise Gaudin?, Joe Zhud?, Yichen Zhong4, Valentine Laizet3, Monia Ezzalfani3, Ingrid Plessala3, Marie-
Aleth Richard> 67

LCRESS, Université de Paris, 2Department of Dermatology, Université Paul Sabatier et CHU Larrey,>Amaris
Consulting, 4Bristol Myers Squibb, 5CEReSS-EA 3279, Research Centre in Health Services and Quality of Life, Aix

Marseille University, ®Dermatology Department, University Hospital Timone,Assistance Publique Hopitaux de
Marseille, APHM

Introduction & Objectives: New treatments for psoriasis, notably phosphodiesterase 4 (PDE4) inhibitors, have
impacted therapeutic strategies. Few studies have documented real-life treatment sequences. The objectives of
this study were to describe the characteristics and treatment sequences of adult patients with moderate to severe
psoriasis initiating systemic drug therapy in France.

Materials & Methods: A retrospective observational study was performed using medico-administrative data from
the Systeme National des Données de Santé (SNDS). The index date was the first dispensing of systemic drug
treatment between 2014 and mid-2018 to account for the arrival of different therapeutic classes over time. The
first dispensing had to have been prescribed by a dermatologist or followed within 1 year by 2 dermatology visits,
or administered during a hospitalization for psoriasis. A 2-year history was considered to verify the delivery of
topical psoriasis treatment and the absence of systemic drug treatment before the index date, and to identify
comorbidities via ICD-10 and ATC codes. Patients’ treatment sequences were described from the index date to the
end of follow-up or end of 2020, and during 2014-2016, 2017, and 2018. Any change in treatment was considered
a new line.

Results: A total of 29,715 patients were included (60% from 2014 to 2016, 26% in 2017, and 14% in mid-2018).
The mean age at the index date was 51.9 years (standard deviation [SD], 15.3), and 60.1% of patients were men
(N=17,852). The 2 most frequent comorbidities were hypertension and dyslipidemia, with a prevalence of 28.8%
(N = 8544) and 19.3% (N = 5724), respectively. Over the follow-up period (median follow-up, 54.1 months), the
mean (SD) number of lines of treatment was 2.0 (1.7). One fourth of patients (24.7%, N = 7329) received =3 lines
of treatment. Treatment sequences changed over time. Among patients included between 2014 and 2016, for first-
line (L1) treatment, 89% received conventional therapy (55.3% acitretin, 30.6% methotrexate, and 3.1%
cyclosporine) and only 1.9% received PDE4 (Figure). For patients included in 2017, for L1, the percentage of
patients receiving a PDE4 increased to 22.8% and the percentage receiving conventional therapy decreased to
69%. The decline in L1 use was greater for acitretin than for other conventional treatments. The treatment
sequences of patients included in 2017 and 2018 were similar. During the study period, very few biologic
treatments were used in L1 (4.5%, N = 1325), in agreement with recommendations. More than half of the patients
on conventional therapy in L1 did not have a subsequent line of therapy (53.7%, N = 12,891).

Conclusion: This study comprehensively describes, at the national level, the evolution of treatment sequences for
patients with moderate to severe psoriasis included between 2014 and mid-2018 in France. It shows a significant
change in the sequence of treatment over time and the introduction of new therapeutic agents.



Figure 1. Description of treatment sequences in France for patients
with moderate to severe psoriasis
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Trade-offs and decision-making in moderate to severe psoriasis for oral versus injectable treatment: data
from Australian patients and dermatologists

Saxon D. Smithl, Simon Fiferz, Meredith Edwardsg, Anne Walter3, Yichen Zhong3, Joe Zhuo3, Bronwyn Westz, Lynda
Spelman?

IANU Medical School, College of Health and Medicine, Australian National University,zCommunity and Patient
Preference Research, Research and Innovation, 3Bristol Myers Squibb, 4Veracity Clinical Research Pty. Ltd.

Introduction & Objectives: Despite many systemic treatments being approved and reimbursed for moderate to
severe psoriasis (PsO) in Australia, many patients remain undertreated. There is limited evidence on how patients
and physicians make trade-offs for oral and injectable treatments in the Asia-Pacific region. The goals of this study
were to identify treatment features that patients and physicians value, evaluate the relative importance of different
treatment features, and understand how patients and physicians trade-off in their decision-making for oral vs
injectable treatment.

Materials & Methods: In Phase 1, a targeted literature review, 15 qualitative interviews, and clinician input were
used to develop a survey including a discrete-choice experiment (DCE) to explore trade-offs. In Phase 2,
Australian dermatologists and patients completed a 25-minute online survey. The DCE allowed a choice between
two hypothetical treatment alternatives: “oral” and “subcutaneous injection.” Nine DCE treatment features were
displayed in each choice set: injection device, PsO reduction, times until initial and maximum improvement, risk of
minor and severe adverse effects (AEs), frequency of administration, monitoring requirement, and storage
condition.

Results: Phase 2 included 178 patients and 43 dermatologists. The DCE found that PsO reduction and mode of
administration drive most decision-making. Needle fear also significantly affected treatment mode choice, and
35% of patients reported needle fear of 5 or more on a scale of 0 (don’t mind them) to 10 (avoid at all costs)
(median=3); 59.7% of patients (with a median needle fear) and 72.8% of physicians prefered oral vs injectable
treatment with once-weekly dosing for moderate disease, holding all treatment features equal. For severe disease,
50.1% of patients and 55.6% of physicians prefered oral treatment, holding all treatment features equal.

Conclusion: These findings highlight the unmet need driven by patients” and physicians’ preference for
efficacious oral treatments.
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The effect of age on biologic survival: a cohort study from the British Association of Dermatologists
Biologics and Imnmunomodulators Register (BADBIR)
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The effect of age on biologic survival: a cohort study from the British Association of Dermatologists
Biologics and Immunomodulators Register (BADBIR)

Introduction & Objectives:

Few studies have used real-world data to examine the safety and effectiveness of biologics in psoriasis patients
across different age groups. Our aim was to explore whether the response to biologics is modified by age using
BADBIR, a long-term pharmacovigilance register of patients designed to assess the long term safety and
effectiveness of systemic treatments for psoriasis.

Materials & Methods:

Data from patients with moderate-to-severe psoriasis in the UK and the Republic of Ireland registering to BADBIR
from 2007-2022 on a first course of adalimumab, etanercept, secukinumab or ustekinumab with at least 6 months’
follow-up were analysed. Patients aged =18 years at enrolment were categorised into 18-24, 25-34, 35-44, 45-54,
55-64, and =65 years age groups with 45-54 years as the reference group. Biologic survival was defined as the
duration between biologic initiation to discontinuation or censoring at the latest follow-up. Reasons for
discontinuation were ineffectiveness or occurrence of adverse events (AEs). Adjusted hazard ratio (HR) with 95%
confidence interval (CI) was estimated using a flexible parametric model to compare discontinuing therapy
between age groups for each reason of discontinuation. Each model included exposure (biologics), effect modifier
(age groups), interaction terms and adjusted for baseline demographic, clinical and disease severity covariates
(sex, smoking, alcohol consumption, body mass index, disease duration, the presence of comorbidities, and
psoriasis phenotype) using multiple imputed data.

Results:

A total of 11,849 subjects were included. The modal age group was 45-54 years 3,245 (27%) with 742 (6%) aged
18-24, 2,022 (17%) aged 25-34, 3,051 (26%) aged 35-44, 1,872 (16%) aged 55-64 and 917 (8%) aged =65 years.
Patients aged 18-24 years compared with 45-54 years (reference) were more likely to discontinue biologics
associated with ineffectiveness [HR (95% CI), 1.26 (1.08-1.47)], however, there was no difference for 25-34, 35-44,
55-64 and =65 years groups [1.11 (0.99, 1.23), 1.05 (0.96, 1.16), 0.99 (0.89, 1.10) and 1.02 (0.88, 1.18),
respectively]. Compared with the reference group, older patients 55-64 and =65 years were at higher risk of
biologic discontinuation associated with adverse events [HR (95% CI) 1.31 (1.13, 1.51) and 1.92 (1.63, 2.27),
respectively], while those aged 35-44 were at lower risk of biologic discontinuation [0.84 (0.73, 0.97)] with no
difference in those aged 18-24 and 25-34 years [0.95 (0.74, 1.21) and 0.90 (0.76, 1.07), respectively].

Conclusion:

Patients with moderate-to-severe psoriasis over 55 years old were more likely to discontinue biologics due to



adverse events compared with younger patients. However, those aged 18-24 years were more likely to discontinue
biologics due to ineffectiveness. These findings provide important information to aid clinicians managing psoriasis
patients with biologic therapies.
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Dose escalation rates of biologics among patients with psoriasis in Germany: A retrospective analysis of
InGef claims database
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Introduction & Objectives:

Several biologic therapies such as anti-tumor necrosis factor (TNF) agents and anti-interleukin (IL) agents are
available for the treatment of moderate to severe plaque psoriasis (PsO) in Germany.If a satisfactory treatment
response is not achieved through standard dosing, dosing exceeding guidelines may be considered. This study
aimed at evaluating above-label dosing for patients with PsO treated with anti-IL/TNF agents in Germany.

Materials & Methods:

Based on German health claims data, we carried out a retrospective, non-interventional cohort study covering the
years 2016 to 2021. The source of data was the Institute for Applied Health Research Berlin (InGef) sample
database, which comprises anonymized, longitudinal, and nationwide claims from approximately 4 million
individuals insured by the German statutory health insurance (SHI).

Adult patients were included into 11 drug-specific cohorts if they initiated a biologic treatment (index date) and
were diagnosed with PsO prior to or in the same quarter of the year as the index date. The considered drugs were
risankizumab (RIS), guselkumab (GUS), tildrakizumab (TIL), ustekinumab (UST), brodalumab (BRO), ixekizumab
(IXE), secukinumab (SEC), adalimumab (ADA), certolizumab (CER), etanercept (ETA), and infliximab (INF).
Additionally, patients had to have at least three dispensations with the drug after having completed an induction
period, and continuous insurance coverage for at least 182 days before and 365 days after the index date. Patients
diagnosed with selected comorbidities, for which the respective drug was also approved, were excluded. Patients
were included in each drug-specific cohort for which they met the inclusion criteria.

For each time interval between a dispensation claim and the next dispensation claim, we calculated the received
daily dose (DDpat) by dividing the dispensed dose by the number of days until the subsequent dispensation
claim. Dose escalation was defined to have occurred if the DDpat exceeded the European Medicines Agency label-
recommended maintenance dose by a threshold of =20% (sensitivity analysis: =30%) in at least two time
intervals.

The odds for experiencing a dose escalation based on the anti-IL/anti-TNF agent was evaluated using a
multivariate logistic regression model adjusting for age and sex.

Results:

The study included 1,366 patients with PsO treated with RIS (n=92), ADA (n=171), CER (n=13), ETA (n=45), INF
(n=7), UST (n=133), BRO (n=77), IXE (n=142), SEC (n=359), GUS (n=209), and TIL (n=118). Overall, 22.2% of
patients received at least one dispensation with another biological agent within 182 days before their respective
index date, with the highest proportion observed among patients treated with RIS (40.2%). The observed



proportion of patients with dose escalation was lowest for RIS (1.1%), TIL (4.2%), and UST (9.8%) (Figure 1).
Compared to patients treated with RIS, the odds of experiencing a dose escalation were statistically significantly
(p<0.05) higher in patients treated with all other treatments except TIL (controlling for age and sex) (Table 1).

Conclusion:

The relative frequency of dose escalation within 365 days after completion of the induction phase varied by
biological agent. RIS (an IL-23 inhibitor) was associated with the lowest rates of dose escalation. Dose escalation
may be associated with unmet clinical goals and incremental economic burden to the German SHIL.

Figure 1: Proportion of patients experiencing a dose escalation within 365 days of completing induction
with the respective biological agent.
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Table 1: Odds ratio estimates for dose escalation (using the 220% threshold to define dose escalation)



Table 1: Odcls ratio estimates for dose escalation (using the 220% threshold to define dose escalation)

[ Crude oclds rartho estimartes Adjusted odds ratin extimates
Paint etimate 95% 0 prvalos Paint eitimate 5% 0 prvilies
Indas H[Nl{lf‘l“; RIS|
Anti-IL 23 GUS 1181 [244-212.70] =005 1164 [2.43-213.51] =0.08
TiL 4.03 10.63 - 77.87] 0.21 4.04 [0.64 - 78.08] 0.21
Anti-ll12/23 | usT 9,86 1.9 - 180.72] <005 9.67 [L.67 - 177.44] <0.05
Antl-IL 47 BRD 13.58 [2.51 - 252 28] <0.05 13.45 [2.48 - 250.10) <0.05
3 1321 [1.6% - 235 82] <005 15.08 [2.62 - 23767 <0.05
SEC 13.04 [2.95 - 232.63] =005 13.04 [2.78-232.77] =0.08
Anti-TNF- ADA 1274 (2,60 -230.29] <005 13.21 [2.69 - 238.04) <005
alpha ETA 1844 [5.42-548.41] <008 2855 [5.32 - 539.87) <0.05
Age 160 1.00- 1631 0.07 100 [1.00- 1.02] 0.07
Sex {reterance: famale)
male | 0.70 | imso-o99) | <005 | 0.73 | msi-104) | 0.08

MNote: Certolizumab and infliimab were exduded from the regression analysis due to low patient numbers,
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LIBERO VISIBLE: Disease Characteristics of Patients with Visible and/or Stigmatizing Psoriasis Lesions and
Impact on Quality of Life

Ralph Von Kiedrowski*l, Andreas Kleinheinzz, Elisabeth Wurzer3, Matthias Augustin4
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and Venereology, Buxtehude, Germany, 3LEO Pharma GmbH, Medical Affairs, Neu-Isenburg, Germany,4University
Hospital Hamburg-Eppendorf, German Center for Health Services Research in Dermatology (CVderm), Institute for
Health Services Research in Dermatology and Nursing (IVDP) , Hamburg, Germany

Introduction & Objectives: Stigmatization is one of the key challenges for patients with psoriasis, but only
limited real world evidence is available on co-localization of visible and/or stigmatizing localizations, as well as the
effect of psoriasis treatments on those.

Materials & Methods: LIBERO VISIBLE is a German, prospective, multicenter, open-label, single-arm,
observational, 60 weeks (W), non-interventional study (NIS) on brodalumab 210 mg in patients with stigmatizing
and/or visible psoriasis lesions. In this interim analysis we describe the baseline characteristics of patients with
different stigmatizing and/or visible lesions.

Results: 490 patients (61.4% male, mean age 47.0 + 15.3 years, mean weight 88.2 + 20.9 kg, disease duration 15.6
+ 13.3 years), who were enrolled between 09-2020 and 09-2022, were included in the interim analyses. At baseline
mean affected Body Surface Area (BSA) was 21.2 + 15.3 %, mean Psoriasis Area Severity Index (PASI) 15.9 + 10.9
and mean Patient Global Assessment (PGA, 0-5 points) 3.9 + 0.8. The majority of patients suffered from scalp
psoriasis (79.4%), 46.9% from facial psoriasis and 46.7% from genital psoriasis, followed by fingernails (40.2%),
toenails (29.6%), palms (24.3%) and soles (17.4%) as affected areas. Validated, area specific severity scores per
localization were assessed in addition to overall severity scores. Co-manifestation different visible and/or
stigmatizing localizations were frequently observed (Tab. 1), e.g., in scalp, face and nail psoriasis more than 50% of
patients also had genital psoriasis. The main clinical symptom besides plaques was itch (86.5%), in particular in
patients with genital psoriasis (92.1%). Other manifestations were psoriasis inversa (16.5%), eczematous psoriasis
(13.7%) and psoriasis arthritis (12.0%). Mean Dermatological Life Quality Index (DLQI) was 13.3 + 7.7 with 18.7%
of patients presenting a DLQI > 10, indicating a very strong impact of visible/ stigmatizing lesions on patients’
quality of life. Regarding localizations strongest impact on quality of life was seen in face, genital and
palmoplantar psoriasis.

Conclusion: LIBERO VISIBLE is the largest, prospective NIS in psoriasis patients with visible and/or stigmatizing
manifestations. Baseline characteristics reveal that patients often suffer from psoriasis in different localizations and
that visible and/or stigmatizing manifestations strongly impact quality of life. Genital psoriasis was observed more
often than described in literature, which should be considered in daily practice.

Table 1: Baseline characteristics of the whole population and subgroups by location of patients with visible and
stigmatizing psoriasis lesions (interim analysis, intention-to-treat population)



all scalp face genital  fing.nails toenails palms soles

Number 4930 389 230 229 197 145 119 85
(%) (100%)  (79.4%) [46.9%) (46.7%) (40.2%) (29.6%) (24.3%) (17.4%)
Disease 15.6 12.0 9.4 7.8 8.7 10.2 8.8 9.9
duration at +13.3 +12.0 +12.2 +9.4 +10.5 +11.2 +12.2 +11.5
location, y
[m £ 5D)
Main zcalp face scalp scalp zcalp fing. nail scalp palms
co-affected 79.4% 54.2% 91.7% B84.3% 82.2% 87.6% 63.9% 78.9%
areas face genitals genitals face toe nails scalp soles scalp
(%) 46.9% 49.6% 57.4% 57.6% 64.5% 79.3% 56.3% 58.8%
genital fing.nails fing.nails fing.nails genital genital fing.nails  fing.nails
A6. 7% 41.7% 41.3% 47.2% 54.8% 52.4% 52.9% 49.4%
PASI (0-72) 159 16.5 17.5% 1r.0 16.5% 15.4 17.0 16.6
m+5D +10.9 +10.9 +12.3 +11.8 +10.9 +11.1 +133 +12.8
Local sewverity PAS] PS55I FF5I PGA-G tNAPS] tNAPSI PPRASI PPRAS|
score {0-72) {0-72) (0-72) (0-5) (0-32) {0-32) (0-144) (0-144)
m + 50 (n) 159 21.4 10.1 2.8 7.0 81 39.7 = 445+
+10.9 +17.6 +9.3 +1.0 4.9 4.4 379 39.7
(489) (389) (230) [229) (197) (145) (119) (85)
Itch (%) 86.5% 87.9% 87.4% 92.1% 85.3% 84.8% 79.8% B80.0%
Itch 6.1 6.3 B.5 6.6 6.1 6.0 6.4 6.6
{NRS 0-10) +2.8 +2.7 + 26 2.4 *28 + 2.7 +2.7 * 26
m + 50 (n) (473) (376) (224) [222) (190) (138) [118) (83)
DLOl (0-30) 133 135z 14.2 149 129 13.7 148 158
m + 5D (n) 7.7 7.7 +7.6 +7.1 7.6 +7.8 +7.8 +8.1
(471) (375) (224) (222) (189) (137) [116) (83)

Abbreviations: BL Baseline; DLOI Dermatological Life Quality Index; fing. finger; m mean; n number; PASI Psoriasis Area Severity
Index; PFS| Proriasis Face Area Severity Index; PPASI Palmoplantar Psoriasis Area Severity Index, PS51 Psoriasiz Scalp Severity Index;
5D standard devistion; tNAPS| target Nail Area Psoriasis Severity Index; W week; y years;

*%
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Assessing Psoriasis Patient Characteristics After Being Treated With 1st Line Advanced Therapy For 12
Months

Hannah Brownl, Mamting Thooz, Elizabeth Bayntonl, Denise Baldockl, Georgia Giannakopoulou1

psos, United Kingdom, 2Ipsos Sdn Bhd, Kuala Lumpur, Malaysia
Introduction & Objectives:

Skin clearance rates form fundamental efficacy assessments of biologics/targeted oral (advanced) therapies in
psoriasis (PsO); developmental molecules continue to be evaluated based on reductions in Psoriasis Area Severity
Index (PASI) scores. The objective of this study was to highlight characteristics of patients not experiencing high
skin clearance scores, despite receiving advanced therapy, to understand possible areas of unmet need.

Materials & Methods:

A multi-centre online medical chart review study of patients with PsO was conducted in Q4 2022 (Oct-Dec)
among dermatologists from UK, France, Germany, Italy and Spain. Dermatologists were screened for practice
duration, patient volume and ability to prescribe advanced therapies. Charts of patients with PsO who received
their first ever advanced therapy for a duration of 12 months were included in the analysis.

Results:

221 sampled dermatologists were recruited and collectively reported 253 PsO patients treated with their first
advanced therapy for a duration of 12 months. Among the reported patients, 98 were recorded as achieving PASI
75 and 155 not having achieved PASI 75.

Looking into recorded PsO disease severity at diagnosis and at most current consultation, reported patients who
have achieved PASI 75 after 12 months of advanced therapy were more likely to be considered ‘severe’ at
diagnosis and ‘mild’ at their most recent consultation, vs. patients not having achieved PASI 75.

Table 1: % of reported PsO patients with recorded disease severity at diagnosis and at most recent consultation

Reported patients who achieved Reported patients who did not
PASI 75 achieve PASI 75

Mild at diagnosis 10% 16%
Moderate at diagnosis 51% 57%
Severe at diagnosis 35% 22%
Mild at recent

] 82% 13%
consultation
Moderate at recent

) 13% 67%
consultation
Severe at recent

5% 21%

consultation



Reported patients who achieved PASI 75 were more likely to be recorded as having concomitant metabolic
conditions, whilst a greater proportion of reported patients who did not achieve PASI 75 were more likely to
experience mental health burden. (Table 1)

Table 2: % of reported PsO patients recorded as experiencing specific co-morbidities

Reported patients who achieved Reported patients who did not
PASI 75 achieve PASI 75
Metabolic conditions 69% 50%
Mental health burden 17% 31%

Conclusion:

Comparisons in this study cohort highlight patients who achieved PASI 75 after 12 months of treatment were
more likely to be deemed ‘severe’ at diagnosis and experience metabolic conditions - it may be that this patient
cohort was deemed ‘higher risk” and treated in a different manner to the cohort who had not achieved PASI 75. It
is worth exploring if nuances in treatment occur depending on different patient characteristics, and if those
patients with less severe disease could benefit from adjusted treatment paradigms. Further investigation using
comparator cohort is warranted.
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LIBERO VISIBLE: 12 Week Effectiveness of Brodalumab in Patients with Visible and/or Stigmatizing
Psoriasis Lesions

Matthias Augustin*l, Andreas Kleinheinzz, Elisabeth Wurzer3, Ralph Von Kiedrowskf*

1University Hospital Hamburg-Eppendorf, German Center for Health Services Research in Dermatology (CVderm),
Institute for Health Services Research in Dermatology and Nursing (IVDP) , Hamburg, Germany, 2Elbe Hospital
Buxtehude, Dermatology and Venereology, Buxtehude, Germany, 3LEO Pharma GmbH, Medical Affairs, Neu-
Isenburg, Germany, 4Medical Study & Service Selters GmbH, Selters (Westerwald), Germany

Introduction & Objectives: Patients with psoriasis often experience stigmatization based on the visibility or
localization of their plaques. So far, only limited real world evidence has been available on effectiveness of
treatments in those patients.

Materials & Methods: LIBERO VISIBLE is a German, prospective, multicenter, open-label, single-arm,
observational, 60 weeks (W), non-interventional study (NIS) on brodalumab 210 mg in patients with stigmatizing
and/or visible psoriasis lesions. In this interim analysis we describe the efficacy of brodalumab 210 mg after about
2,4 and 12 W in patients with stigmatizing or visible lesions in different localizations.

Results: 490 patients (61.4% male, mean age 47.0 + 15.3 years), who were enrolled between 09-2020 and 09-
2022, were included in the interim analyses. At baseline mean affected Body Surface Area (BSA) was 21.2 + 17.2%,
Psoriasis Area Severity Index (PASI) 15.9 + 10.9 and Dermatological Life Quality Index (DLQI) 13.3 + 7.7. The
majority of patients (70.2%) were treated with conventional systemic or UV therapy in the past and 22.5% with
previous biologic therapy, mainly adalimumab (11.0%), secukinumab (6.3%), tildrakizumab (4.3%) and
guselkumab (3.3%). Most patients suffered from scalp psoriasis (79.4%), followed by facial psoriasis (46.9%) and
genital psoriasis (46.7%). Mean overall PASI was reduced from 15.9 to 8.6 at ~W2 and further improved to 3.1 at
~W12. Rapid and high response with mean improvement rates between 42.7 to 62.4% at ~W2 and 72.1 to 87.4%
at ~W12 were shown with validated, area specific disease severity scores for scalp, face, genital and palmoplantar
psoriasis. (Fig.1, Tab.1) In nail psoriasis improvement between 42.0 to 54.3% at ~W12 was observed, which is in
line with expectations in slow growing nails. Quarterly analysis until ~W60 will further confirm long term
effectiveness of brodalumab 210 mg in these patients.

Conclusion: LIBERO VISIBLE is the largest, prospective NIS in psoriasis patients with visible and/or stigmatizing
manifestations treated with brodalumab 210 mg under daily practice conditions. It confirms the fast onset and the
high clearance rates in patients with visible and/or stigmatizing lesions treated with brodalumab 210 mg, which
has been seen in phase 3 studies and in daily practice for the general psoriasis patient population.

Figure 1: Mean improvement [%] of psoriasis severity scores by localization after about 2, 4 and 12 weeks of
treatment with brodalumab 210 mg (interim analysis, intention-to-treat population, as observed analysis)



]

g

—e— Overall (PASI, 0-72)

=
(=]

- & = 5calp (PSSI,0-72)
«-@-- Face (PFSI, 0-72)
—x— Ganitals [PGA-G, 0-5)

—+— Fing. nails (tNAPSI, 0-32)

Severity improvement in %
g & 8 8

— & =Toenails (tNAPSI, 0-32)
Palms (PPASI, 0-144)

- 4~ Soles (PPASI, 0-144)

BL ~2W ~d4W ~BW ~8W ~10W ~12W Time in weeks (W)

Table 1: Baseline characteristics and ~W12 response in patients with visible and stigmatizing psoriasis lesions
treated with brodalumab 210 mg (interim analysis, intention-to-treat population, as observed analysis)

all seolp Jace genital  fing.nails raendils palits soles
Number 4490 389 230 229 197 145 119 g5
(%) (100%) (79.4%) (46.9%) (46.7%) {40.2%) {29.6%) (24.3%) (17.4%)
PAS] 159 163 17.5 17.0 16.5 154 174 16.6
m~+ SD +10.9 +10.9 +123 +11.8 +10.9 +11.1 +133 +12.8
() [489) (389) (230} {228) (197) (145} (119} (85)
Score PASI P&SI PI'SI PGA-G INAPSI TNAPSI PPASI PPASI
(range) (0-72) (0-72) (0-72) (0-5) (0-32) {0-32} (0-144) (0-144)
BL. 15.9 214 101 28 7.0 8.1 397 445
m L 812 (n) £ 109 +17.6 L83 + 1.0 149 44 +37.9 £ 397
(489) (389) (230} (2293 (1973 (145) (119} (85)
~12W, 31 2.7 1.3 0.7 32 4.7 7.1 12.4
m L 813 (n) 158 158 141 +1.1 137 144 1144 1226
(444) (357) 214) (206) (197) (143) {104 (71
DLOL BL 13.3 13.5 14.2 14.9 129 13.7 14.8 15.8
m=+ SD (n) +7.7 +7.7 + 7.6 +7.1 + 7.0 +7.8 +7.8 + 8.1
{471) (375) 224y (222) (189 (137 {116} (83)
DLOL~12W 36E53 33149 30z45 34149 37154 40£57 45160 491635
m=+SD (1) (471) (347) (207) (200) (177 (122) (1a1) (68)

Abbreviations: BL Baseline; DLOQT Denuatological Lile Quality Index; fng. fnger; momem: o monber; PAST Psonasis Area
Severity Index:; PFS1 Psoriasis Face Area Severity Index: PPAS] Palmoplantar Psoriasis Area Severity lndex. PSSI Psonasis
Scalp Severity Index: 3D standard deviation: tNAPS] target Nail Area Psoriasis Severity Index: W week: v vears:
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Abstract N°: 3588

Investigation of regional differences in medical care for generalized pustular psoriasis in Japan
Koremasa Hayama*l, Hideki Fujital, Tadashi Terui!

INihon University School of Medicine, Division of Cutaneous Science, Department of Dermatology, Tokyo, Japan
Introduction & Objectives:

Generalized pustular psoriasis (GPP) is a rare disease showing extensive erythema with multiple pustules and
systemic inflammation, which largely affects patients’ quality of life. Access to professional medical care may be a
key to the disease management. However, regional differences in GPP diagnosis and treatment have not been
studied despite differences in the distribution of large hospitals and dermatologists. This study aimed to elucidate
regional disparities in GPP practice in Japan using a questionnaire targeting dermatologists.

Materials & Methods:

A questionnaire-based study was performed by sending questionnaires to the 641 hospitals/facilities providing
dermatological training under the certification of the Japanese Dermatological Association. The questionnaire
included items such as the location of hospitals, its zonal classifications (large city, provincial city, and
underpopulated area), hospital type (main hospital of medical school, branch hospital of medical school, national
or public hospital, and other general hospitals), hospital scale based on bed number (<20 beds, 20 to 99 beds,
100 to 199 beds, 200 to 499 beds, and = 500 beds), and the presence or absence of GPP patients. Information on
the most recent three patients were provided by the respondents, which includes time from onset to diagnosis of
GPP, number of medical institutions visited before GPP diagnosis, presence or absence of a referral form at the
first visit, type of previous medical institution (general hospital, clinic, and others), speciality of the previous
physician, diagnosis made by the previous doctor, GPP severity at the last visit, and use of biologics. These data
were statistically analyzed.

Results:

Out of 641 institutions, 295 completed the questionnaire (46.0%). GPP patients were treated at 88 (29.8%)
facilities in large cities, 147 (49.8%) in provincial cities, and 60 (20.3%) in depopulated areas. The proportion of
facilities treating at least one GPP patient was higher in underpopulated areas (Chi-squared test, p <0.01). A total
of 314 patients” medical records were collected: 106 (33.8%) from large cities, 160 (51.0%) from provincial cities,
and 48 (15.3%) from underpopulated areas. There were no statistically significant differences in time from onset to
GPP diagnosis, proportion of patients with mild disease, or use of biologics among the three regions. Referred
patients were 80 (75.5%) in large cities, 120 (75.0%) in provincial cities, and 27 (56.3%) in underpopulated areas,
meaning that patients were more likely to visit dermatologists without a referral form in underpopulated areas
(Chi-squared test, p <0.01). The mean number of medical facilities patients visited before GPP diagnosis was 2.03
in large cities, 2.01 in provincial cities, and 1.72 in underpopulated area (Brown-Forsythe test, p = 0.0035). No
differences were observed in the proportion of patients whose previous physician was a dermatologist. The
proportion of patients with a previous diagnosis of GPP did not differ among the three regions.

Conclusion:

The results of this study indicate that there are few major regional disparities in the practice of GPP at the present
time in Japan. Dissemination of the GPP guidelines may have reduced the potential healthcare gap between the
large cities and underpopulated areas in Japan.
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Abstract N°: 3592

Bimekizumab response through 3 years in patients with plaque psoriasis who stopped and re-started
treatment

Antonio Costanzol, Kim Pappz' 3, Christopher Griffiths® 5, David Rosmarin6, Luis Puig7, George Han8, Nicola Tilt9,
Krista Wixted19, Balint Szilagyill, Jérémy Lambert!?, Andrew Blauvelt!3

IHumanitas Clinical and Research Centre, Dermatology, IRCCS, Rozzano, Milan, ItaIy,ZProbity Medical Research
and Alliance Clinical Trials, Waterloo, Ontario, Canada, 3University of Toronto, Toronto, Ontario, Canada,
4University of Manchester, Manchester, United Kingdom,SKing's College London, London, United Kingdom,
éIndiana University School of Medicine, Indianapolis, Indiana, United States,’Hospital de la Santa Creu i Sant Pau,
Universitat Autonoma de Barcelona, Barcelona, Spain, 8Mount Sinai Medical Center, Department of Dermatology,
New York, New York, United States, UCB Pharma, Slough, United Kingdom, 1°UCB Pharma, Morrisville, North

Carolina, United States, ycs Pharma, Monheim, Germany, 12ycB Pharma, Colombes, France, 13Oregon Medical
Research Center, Portland, Oregon, United States

Introduction & Objectives:

Patients with plaque psoriasis may report interruptions in biologic treatment. Therefore, it is important to
understand how long responses can be maintained after treatment withdrawal, and whether they can be re-
captured and maintained upon retreatment.

In the BE READY phase 3 trial, median time to relapse (loss of PASI 75 [=75% improvement from baseline Psoriasis
Area and Severity Index]) in Week 16 PASI 90 responders from last bimekizumab (BKZ) dose was 32 weeks.1 Here,
BKZ response through 3 years in 2 patient groups from this study who stopped and restarted BKZ treatment are
reported.

Materials & Methods:

Data are reported from BE READY and its openlabel extension (OLE), BE BRIGHT.1,2 Included patients were initially
randomised to BKZ 320 mg every 4 weeks (Q4W), achieved PASI 90 at Week 16, were rerandomised to placebo
(PBO) for the 40-week randomised-withdrawal period, then entered the OLE (Figure 1).

Patients who maintained PASI 75 throughout the randomised-withdrawal period continued on PBO to Week 56,
then entered the OLE (Week 16-56 PBO group), undergoing a mandatory switch to BKZ Q4W. Patients who
relapsed (<PASI 75 response once between Week 20-56) while receiving PBO entered a 12week escape arm and
were re-treated with openlabel BKZ Q4W; those who achieved PASI 50 after the 12 weeks entered the OLE (escape
group), receiving BKZ Q4W or Q8W dependent on Escape Week 12 PASI 90 response. Proportions achieving PASI
90 and 100 are reported through OLE Week 96, as observed case.

Results:

Following 16 weeks of BKZ Q4W treatment, 105 patients who achieved PASI 90 were rerandomised to PBO; 31.4%
(33/105) continued on PBO for 40 weeks without relapse until OLE entry at Week 56 (Week 16-56 PBO group;
maintained PASI 75 at every visit while receiving PBO). Of these, 51.5% (17/33) maintained PASI 90 and 33.3%
(11/33) achieved PASI 100 at Week 56 (OLE Week O; Figure 2). Responses improved following BKZ retreatment: at
OLE Week 48, PASI 90 and 100 were achieved by 96.9% (31/32) and 81.3% (26/32), respectively, when all patients
began to switch to BKZ Q8W, then achieved 96.4% (27/28) and 85.7% (24/28) at OLE Week 96 (Figure 2).



Of the patients re-randomised to PBO, 62.9% (66/105) relapsed during the randomised-withdrawal period (lost
PASI 75; escape group) and entered the escape arm before entering the OLE. Of these, 90.8% (59/65) re-gained
PASI 90 and 63.1% (41/65) achieved PASI 100 after 12 weeks of BKZ retreatment (OLE Week O; Figure 2). At OLE
Week 48, 96.7% (58/60) and 83.3% (50/60) achieved PASI 90 and 100, respectively; following switch to BKZ Q8W,
93.2% (55/59) and 78.0% (46/59) achieved PASI 90 and 100 at OLE Week 96 (Figure 2).

Conclusion:

Almost a third of patients treated with BKZ Q4W who achieved PASI 90 at Week 16 maintained at least PASI 75 at
every visit for 40 weeks upon withdrawal of BKZ; after re-starting BKZ treatment, rates of complete/near-complete
skin clearance greatly improved. High proportions of patients who relapsed while receiving PBO achieved
complete/nearcomplete skin clearance after 12 weeks of BKZ retreatment. In both groups, high responses were
durable through 2 years of BKZ retreatment, indicating that stopping BKZ for up to 40 weeks and restarting did
not meaningfully impact longterm disease control.

References:

1. Gordon KB. Lancet 2021;397:475-86, NCT03410992; 2. BE BRIGHT: clinicaltrials.gov/ct2/show/NCT03598790.
Funding:

Study funded by UCB Pharma. Medical writing support by Costello Medical.

Figure 1. BE READY/BE BRIGHT study design
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Full study procedures have been reported previously (Gordon KB. Lancet 2021;397:475-86).! BE READY treatment arms excluded from these analyses are not shown (PBO during the initial
treatment period and BKZ 320 mg Q4W and Q8W during the randomised-withdrawal period). Following 16 wesks of treatment with BKZ Q4W, 105 patients who achieved PASI 90 were
re-randomised to PBO for the start of the randomised-withdrawal period; 99 patients later entered the OLE (5 patients discontinued from BE READY and 1 patient was not treated in the

OLE period). Patients in the Week 16-56 PBO group maintained PASI 75 at every visit until OLE entry at Week 56, at which point they received BKZ 320 mg Q4W (N=33). Patients in the escape
group lost PAS| 75 once between Week 20-56 (relapse) and entered a 12-week escape arm, in which they received open-label BKZ 320 mg Q4W. Patients who achieved PAS| 50 were allowed
to enter the OLE (N=66): patients who achieved PASI 90 were randomised 4:1 to receive either BKZ 320 mg Q4W or Q8W on OLE entry; patients who did not achieve PASI 90 received

BKZ 320 mg QAW on OLE entry. 54 patients from the escape group started the OLE on BKZ 320 mg Q4W and 12 started the OLE on BKZ 320 mg QBW, before dose switching occurred from
Q4W to QBW at OLE Week 24 (2PASI 90, at investigator discretion) and OLE Week 48 (or next scheduled clinic visit; mandatory switch). BEZ: bimekizumab; OLE: open-label extension;

PASI 50/75/90: 250%/275%/290% improvement from baseline in Psoriasis Area and Severity Index; PBO: placebo; Q4W: every 4 weeks; Q8W: every 8 weeks.


https://clinicaltrials.gov/ct2/show/NCT03598790

Figure 2. Achievement of PASI 90 and PASI 100 in those who did not relapse throughout the randomised-withdrawal period (Week 16-56 PBO group)
and those who relapsed and escaped to BKZ Q4W for 12 weeks (escape group), before entering the OLE to receive BKZ, through 3 years (OC)
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[a] Week 16-56 PBO group patients were re-randomised to PBO at Week 16, continued on PBO throughout the randomised-withdrawal period to Week 56 without relapsing, and recaived
BKZ Q4W on entry to the BE BRIGHT OLE; [b] Escape group patients were re-randomised to PBO at Week 16, subsequently relapsed (lost PASI 75 at Week 20 or later) and entered a 12-week
escape arm in which they were re-treated with open-label BKZ 320 mg Q4W. These who achieved PASI 50 after 12 weeks of escape treatment then entered the BE BRIGHT OLE, in which they
received BKZ Q4W or Q8W, dependent on PASI 90 response at the end of escape treatment; [c] Data reported from the BE BRIGHT OLE are pooled from patients who received

BKZ 320 mg Q4W and Q8W; [d] Patients in the Week 1656 PBO group had their OLE Week O study assessments at the end of the 40-week randomised-withdrawal period (Week 56), having
maintained PAS| 75 at every visit throughout; [e] Patients in the escape group had their OLE Week 0 study assessments at the end of the 12-week escape arm, given they achieved PASI 50 at
the end of the 12 weeks. BKZ: bimekizumab; OC: observed case; OLE: open-label extension; PASI 50/75/90,/100: 250/275/290/100% improvement in baseline Psariasis Area and Severity
Index; PBO: placebo; QAW: every 4 weeks; QBW: every 8 weeks.
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Abstract N°: 3614

Real-world impact of achieving higher skin clearance on patient reported outcomes in risankizumab-
treated patients with moderate to severe psoriasis - Evidence from an interim analysis of RisAnkizumab for
the treatment of moderate to severe Psoriasis - An International meDical chart review (RAPID) study

Andreas Pinterl, Ahmed M Solimanz, Irina Pivnevag, Roksana Ghanbariamin3, Min Yang3, Lluis Puig4, Mark
Lebwohl®

1University Hospital Frankfurt am Main, Germany, 2AbbVie Inc., United States, 3Analysis Group Inc., United States,
“Hospital de la Santa Creu I Sant Pau, Spain,Icahn School of Medicine at Mt. Sinai, United States

Introduction & Objectives:

The efficacy and safety of risankizumab (RZB), an interleukin-23 inhibitor, has been evaluated in phase 3 clinical
trials in patients with psoriasis (PsO). However, information on the effect of RZB on patient-reported outcomes in
patients with PsO in a clinical setting is limited, especially outside the US. The goal of this retrospective multi-
country medical chart review study (RAPID) was to evaluate the impact of achieving high skin clearance on
patient-reported outcomes.

Materials & Methods:

Data extraction from existing medical charts for the RAPID study began in September 2022 and is ongoing.
Licensed dermatologists from Canada, Czech Republic, Germany, Japan and Poland participated in the study and
had to be actively treating patients with PsO for =3 years. Patient medical charts were included if they initiated
RZB on or after January 2019 (index date: first date of initiation with RZB) were =18 years old at index date, had
moderate to severe PsO (ie, Investigator Global Assessment [IGA] or static Physician’s Global Assessment [SPGA]
score =3 at index date) and had =6 months of medical records pre-index date and =12 months of medical
records post-index date. Records had to include =1 recorded Psoriasis Area and Severity Index (PASI), IGA, or
sPGA score within 3 months of pre-index date, a score within 6 months of post-index date, and a score between
7-18 months of post-index date. Records also had to include =1 Dermatology Life Quality Index (DLQI) score
within 3 months pre-index date and within 18 months post-index date. This analysis focused on the impact of
achieving high skin clearance (PASI 100, PASI 90-99, IGA/sPGA 0/1) at months 12 and 18 post-index date on DLQI
score reduction and DLQI = 0/1.

Results:

For the interim analysis, we analyzed data from 271 patients with moderate to severe PsO (severe: 68.6%;
moderate: 31.4%). Nearly two-thirds (66.4%) were male and mean time since PsO diagnosis was 9.9+9.9 years
(Table 1). Most patients (76.4%) were biologic-naive, 73.4% had scalp PsO, 46.1% had nail PsO, and 41.3% had
PsO on skin folds. Mean DLQI, mean PASI, and mean IGA/sPGA at baseline were 15.2+7.2, 23.1+12.1 and 3.7+0.5,
respectively. Among patients who achieved skin clearance (PASI 100 or IGA/sPGA 0/1), a large percentage of
patients also achieved DLQI = 0/1 at 12 and 18 months (Figures 1 and 2). Furthermore, a substantially greater
reduction in mean DLQI at 12 and 18 months was observed for patients who achieved skin clearance (Figures 3
and 4).

Conclusion:

In this interim analysis, patients with moderate to severe PsO who received RZB demonstrated improvement in
HRQoL over 18 months. High skin clearance (clear/almost clear skin) was associated with better HRQoL. Overall,



these results demonstrate the real-world patient-centric value of achieving higher skin clearance among patients
with moderate to severe PsO.

Tahble 1: Baseline Demographic and Clinical Characteristics in Patients with Moderate to Severa Ps() Receiving Risankizumab

Characteristic Patients with Moderate to Severa PsO
(IGASSPEA 23}
N=271
Age [years), mean £ 50 4861119
Male, n (k) 150 (66.4)
Years from Ps0 diagnosis to index date, mean £ 5D oa¢99
BEASAPGEA, mean £ 50 37£05
Diseass Severity, n (%]
Moderate (IGA/5PEA=3) 85(31.4)
Severe (IGA/5PGA=4) 186 (68.6)
BSA, mean £ 50 N=13%
274:158
PASI, mean £ 50 N=286
231%1231
DLCY, mean 2 50 N=165
152472
tch WAS, mean & 50 N=d0
T3£60
Pain WAS, mean = 50 =14
52+ 56
BMI, mean = 5D N=234
154+41
Country. n (%)
Jopan 102 (37.6)
Germany 69 (25.5)
Poland 521198
Canada A5(18.6)
Crech Repubiic 2(0.7)
Blologic-nalwe, n (%) 207 (76.4)
Smoking status, n (%5
Never 110 (40.6)
Past, but it currénf 81299}
Current 63 (25.5)
Linknowrs 11(4.1)
Family history of P3O, n (%) 124 (45.8)
Family history of disease P50, n (%) 38114.0)
Comorbidities, n (%)
Cardiovascular diseoses Ta(27.3)
Depression 49(18.1)
Digbetes 3802400
Psoratic arthniss 33012.2)
Anxiety 31(11.4)
P50 locations, n (%6
Sealp 159 (73.4)
MNail 125 (46.1)
Skin folds 112 {41.3)
Facial 104 (38.4)
Palmopiomiar 76 (28.0)
Gemital TH20.7)
None af the obove 13 (7.00

BRI, bady mani indas, B3, body surlsce ana, DLOI, Dermatology Liks Quality indéa, 1G4, Invertigaten Global Aussimant, PRSI, Proria i Ared
ared Severty Index; Pe0, peoriasis 50, standard deviation, sPGA, static Physician's Global Assessmant,
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Figure 1. Impact of high skin clearance on percentage of patients achieving DLQI 011 at 12 months
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Figure 2. Impact of high skin clearance on percentage of patients achieving DLQI 0/1 at 18 months
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Figure 3. Impact of high skin clearance on mean DLQI reduction from baseline at 12 months
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Figure 4. Impact of high skin clearance on mean DLQI reduction from baseline at 18 months
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Abstract N°: 3620

Seasonality of psoriasis in the Oriental region of Morocco
Yousef Almheirat*}, Daflaoui Hanane?!, Zizi Nadat, Dikhaye Sihamt

IMohammed VI University Hospital of Oujda, Department of Dermatology, oujda, Morocco
Introduction & Objectives:

Psoriasis is an inflammatory disease characterized by erythematous scaly patches that usually occur on the elbows,
knees and scalp. The prevalence of psoriasis ranges from 0.09% to 11.4% worldwide. Although the
pathophysiology of psoriasis is not completely understood, the involvement of genetic and environmental factors
has been suggested. Infections, stress, diet, medication, smoking, alcohol consumption and cold weather can
trigger psoriasis flares.

The aim of this study is to determine the seasonal variations of psoriasis in theOriental region of Morocco
Materials & Methods:

We conducted a retrospective and descriptive study, including all patients admitted to the dermatology
department of the CHU Mohammed VI of Oujda for psoriasis during a 6-year period from January 2014 to
November 2022.

Results:

We collected 135 patients, 72 women and 63 men, that is to say a sex ratio M/F =0.87, the average age of our
patients was 42.23 +13.7 years and 39% had a profession with sun exposure. Concerning the history: 19% of the
patients were smokers, 4% alcoholics, 9% diabetics, 17% hypertensives and 11% had dyslipidemia. Forty-three
percent of the patients consulted in winter, 24% in autumn, 19% in spring and 14% in summer. Among the
patients who consulted in winter, 63% had no other risk factor apart from the cold, 18% had a metabolic
syndrome, 16% were smokers and 3% had alcoholism. Vitamin D deficiency was noted in winter and autumn in
64% of cases.

Conclusion:

Our study shows that cold can worsen psoriasis symptoms in the presence or absence of other risk factors.
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Abstract N°: 3672

Real World Experience among Biologic-Experienced and Biologic-Naive Patients with Psoriasis Treated
with Ixekizumab

Nanny Herwanto*?, Cita Rosita Sigit Prakoeswa?

1Husada Utama Hospital, Department of Dermatology and Venereology, Surabaya, Indonesia, 2Faculty of
Medicine, Universitas Airlangga/Dr. Soetomo General Academic Hospital, Department of Dermatology and
Venereology, Surabaya, Indonesia

Introduction & Objectives:

Real-world studies comparing treatment patterns among previous biologic-experienced psoriasis patients are
limited. Efficacy of biologics among previous biologic-experienced patients with psoriasis may be reduced because
of development of antibodies against the drug. In the clinical setting, Ixekizumab (IXE) has demonstrated
comparable efficacy among patients with or without previous biologic treatment; however, head-to-head
comparisons between biologic-experienced and biologic-naive patients are lacking. In this case, we reported
based on real-world efficacy and safety of IXE among biologic-experienced and biologic-naive patients with
psoriasis.

Materials & Methods:

A case of 2 biologic-experienced patients (previously treated with Secukinumab) and 1 biologic-naive patient was
treated with IXE. Dosing schedule consisted of initial 160 mg at week 0, followed by 80 mg at weeks 2, 4, 6, 8, 10,
and 12, and then 80mg every 4 weeks. To quantitatively evaluate treatment effectiveness, we measured the
Psoriasis Area and Severity Index (PASI) and Dermatology Life Quality Index (DLQI) scores at the end of the 6
months observation.

Results:

Two biologic-experienced patients achieved PASI 90 in weeks 2 and PASI 100 in weeks 6. Meanwhile 1 biologic-
naive patient achieved PASI 90 in weeks 2 and PASI 100 in weeks 4. DLQI were also decreased in 3 patients within
2 weeks. Minor adverse events such as pain in the injection sites and diarrhoea were mild and reversible. These
outcomes are consistent and no relapsed discovered until the end of the 6 months observation.

Conclusion:

The current findings in this study about the efficacy and safety among biologic-experienced and biologic-naive IXE
users were similar. IXE exhibits rapid and sustained clinical improvement without incremental adverse events. IXE,
a humanized antibody, has a higher immunogenicity may account for its effectiveness even after the failure of
Secukinumab, a fully human antibody belonging to the same class. The different epitopes targeted by these drugs
may be the potential explanation for the effectiveness of its treatment. Limitation of these report are small number
of cases reported with short observation period. Hence, these findings may assist medical professionals for
considering biologic agents for biologic-experienced patients with psoriasis.

Keywords:

Biologic agent, ixekizumab, psoriasis, secukinumab
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Abstract N°: 3687

Characteristic features of microbial flora in patients with psoriasis
Hennadiy Astsaturov?, Orysya Syzon!, Marianna Dashko?, Iryna Chaplyk-Chyzho!, Iryna Babak!

IDanylo Halytsky Lviv National Medical University, Dermatology, venereology, Lviv, Ukraine

Introduction & Objectives: Characteristic cChanges in the macroorganism state are reflected in the disorders of
microbial landscape of all topographical skin zones. It should be noted that the study of the skin microbial
landscape in patients with psoriasis have episodic and unstructured nature. Thus, it is claimed that the findings of
the skin microbiocoenosis disorder in patients with psoriasis are characterized by changes in the quantitative and
qualitative spectrum of microorganisms, in particular, by the appearance of Staphylococcus haemolyticus in the
foci, probable increase in the number of Corynebacterium spp., Micrococcus spp., Staphylococcus hominis,
Staphylococcus capitis, Staphylococcus aureus on the background of an oppression or a significant increase in the
colonization of Staphylococcus epidermidis. The purpose of our work was to investigate the quantitative
composition of microscopic flora and the degree of skin induration of patients with psoriasis, depending on the
clinical course (clinical form, stage) and duration of the disease.

Materials & Methods: The study of the skin microscopic flora was performed from the lesions in 37 patients with
psoriasis, which were under observation. 28 apparently healthy persons formed the control group. The material
was taken using a replica plating method with subsequent microbiological identification of microorganisms.

Results: It has been established that patients with psoriasis, which were under observation, had the skin microbial
landscape of the lesions formed mainly of S. aureus, S. epidermidis, S. saprophyticus, Bacillus and Micrococcus
genera. The clearest microbial contamination of the lesions has been observed in psoriatic erythroderma, slightly
less accentuated skin microbial contamination has been found in patients with the widespread form of dermatitis
and the presence of arthropathy, and the least number of microorganisms have been found in patients with
common psoriasis without complicated phenomena. The progressive stage of psoriasis has been characterized by
a higher level of microbial contamination. It has been established that patients with psoriasis have a very
significant dependence of contamination degree of S.aureus, S.epidermidis and S.saprophyticus from the duration
of dermatitis course, the growth of which had contributed to the intensification of microbial contamination. Thus,
the highest level of microbial contamination have been observed in patients with erythroderma, progressive stage
of the pathological progress and duration of the disease for more than 20 years.

Conclusion: Analyzing the obtained results, we observed a tendency that Staphylococcus aureus and
Staphylococcus epidermidis are the dominant components of the skin microbial landscape of lesions in patients
with psoriasis, which allows us to consider them as trigger factors of the pathological process.
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Abstract N°: 3700

Interaction between angiogenesis and endothelial cell proliferation in patients with psoriasis
Iryna Vozniak?, Orysya Syzon!, Hennadiy Astsaturov?, Iryna Babak?, Svitlana Volbyn!, Nataly Ivanyushko-Nasarko

IDanylo Halytsky Lviv National Medical University, Dermatology, venereology, Lviv, Ukraine

Introduction & Objectives: Psoriasis is a skin disease that is accompanied by systemic inflammation and affects
about 1 to 5% of the population worldwide.

The aim of our research was to determine morphological peculiarities of skin lesions in patients with common
psoriasis, investigation of the levels of expression of immunohistochemical markers of vascularization.**

Materials & Methods: 80 patients with psoriasis were observed. The control group consisted of 20 practically
healthy people (donors) of the same age. Skin biopsy with histological evaluation of biopsy materials was
performed for all patients to establish form and severity of the course of psoriasis according to requirements of
morphological chapter of contemporary classification.

Results: Applying the scale of intensity of skin vascularization according to Amin M.M. et. al. (2012), it was
detected that damaged dermal areas due to psoriasis, on average, had 17.25+5.34 micro vessels at magnification
(x400), which corresponds to the level of moderate vascularization (11-20 capillaries). Normal skin in control
group had mean index 4.32+2.01 at (x400) at the level of weak vascularization (4-10 capillaries), which
statistically reliably differs from general group (p