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Purpose: Psoriasis profoundly impairs patients’ social, emotional, and physical condition, impacting on their overall well-being. 
Tildrakizumab is an interleukin-23p19 inhibitor labelled for the treatment of moderate-to-severe plaque psoriasis. The main objective 
of this study was to assess the effect of tildrakizumab on the overall well-being of people with psoriasis. Effectiveness, quality of life 
(QoL), symptomatology, treatment satisfaction, and the impact of psoriasis on the patients’ partners were also evaluated.
Patients and Methods: POSITIVE is a 24-month observational study in adults with moderate-to-severe psoriasis treated with 
tildrakizumab in a real-world setting (ClinicalTrials.gov ID: NCT04823247). Outcome measurements included the 5-item WHO Well- 
being Index (WHO-5), Psoriasis Area and Severity Index (PASI), Dermatology Life Quality Index-Relevant (DLQI-R), Treatment 
Satisfaction Questionnaire for Medication (TSQM-9), and FamilyPso. We report 52-week (W52) interim data (N = 400; observed 
cases).
Results: Mean ± 95% CI WHO-5 score increased from 53.8 ± 2.2 at baseline to 66.0 ± 2.3/65.7 ± 2.7 at W28/W52 (p < 0.0001, both). 
Mean ± 95% CI PASI decreased from 13.1 ± 0.8 at baseline to 1.7 ± 0.3/1.5 ± 0.3 at W28/W52 (p < 0.0001, both). At W28 and W52, 
85.8%/54.8% and 88.4%/56.8% of patients achieved PASI ≤ 3/≤ 1. Mean ± 95% CI DLQI-R score decreased from 12.6 ± 0.8 at 
baseline to 3.3 ± 0.6/3.1 ± 0.6 at W28/W52 (p < 0.0001, both). At W52, mean ± 95% CI TSQM-9 domain scores were 77.4 ± 3.2 for 
effectiveness, 81.5 ± 2.6 convenience, and 81.1 ± 2.6 global satisfaction. Mean ± 95% CI total FamilyPso decreased from 1.3 ± 0.1 at 
baseline to 0.7 ± 0.2 at W52 (p < 0.0001). At the point of this analysis, 24.0% of patients had ≥1 adverse event (AE). Only one patient 
discontinued due to a treatment-related AE.
Conclusion: Tildrakizumab successfully contributes to value-based long-term health care for moderate-to-severe psoriasis by 
increasing patient wellbeing, QoL and clinical outcomes while showing very good safety and tolerability.
Keywords: effectiveness, psoriasis, real-world evidence, RWE, tildrakizumab, well-being, WHO-5 Well-being Index

Introduction
Psoriatic disease is a chronic inflammatory condition, with a complex pathophysiology, affecting over 60 million people 
worldwide.1–3 Beyond its physical impact on the skin, plaque psoriasis can profoundly affect patients’ psychological and 
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social well-being.4–10 Thus, the disease has been associated with an increased risk of numerous medical and psychiatric 
comorbidities,11,12 including anxiety and depression,13 or even suicidality.14

Traditionally, the assessment of plaque psoriasis has primarily focused on skin clearance (eg, Psoriasis Area and 
Severity Index [PASI] and health-related quality of life [HRQoL] improvement (eg, Dermatology Life Quality Index 
[DLQI]).15–18 However, this approach likely overlooks the holistic impact of plaque psoriasis on patients.19,20 Recent 
studies highlight that plaque psoriasis affects the overall well-being of patients, their families, as well as their personal, 
social and occupational life.8 Unfortunately, these crucial dimensions are often absent from commonly used decision- 
making tools.21,22
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The term “well-being” was incorporated to the definition of health at the World Health Organization (WHO) 
constitution in 1948. According to the WHO, health is “a state of complete physical, mental and social well-being and 
not merely the absence of disease or infirmity”.23,24 Hence, despite being one of the main goals of a treatment, PASI 
improvement does not necessarily mean having a good well-being or being healthy.17,18,25,26 Recently, a series of 
recommendations for implementing well-being in the management of psoriasis in clinical practice has been 
proposed.26 Among these recommendations is the need to listen to the patient and evaluate the physical and also the 
emotional impact of the disease (well-being). However, robust evidence on how plaque psoriasis and treatments influence 
both the well-being of patients and their families is lacking.

Tildrakizumab is an interleukin (IL)-23p19 inhibitor approved for the treatment of adults with moderate-to-severe 
plaque psoriasis with demonstrated long-term disease control both in clinical trials and in the real-life setting.27–32 

Tildrakizumab has also recently showed an improvement on disease-related symptoms such as itch, skin pain and scaling, 
which is also associated with better sleep quality, work productivity, and quality of life.31,32

For the first time in psoriasis research, the POSITIVE study uses patient-reported well-being as the primary endpoint 
with therapeutic intervention to holistically evaluate the impact of plaque psoriasis and a biologic therapy, tildrakizumab, 
on patient lives in a real-world setting.33 To assess patient well-being, this study applies the 5-item WHO Well-being 
Index (WHO-5), a widely used questionnaire assessing psychological health-related well-being across a wide range of 
chronic diseases such as diabetes mellitus, cancer or mental disorders.34 In addition, traditional endpoints such as PASI 
and DLQI are also included to assess the effectiveness of tildrakizumab and its impact on the quality of life of the 
patients. The POSITIVE study also encompasses the entire environment of the patient (assessing the long-term benefit of 
tildrakizumab reported by patients in terms of treatment satisfaction [TSQM-9], and treatment-related patient benefits 
[PBI-S-10], work impairment due to psoriasis [WPAI:PSO] and extent of the skin manifestations on the entire body using 
a “heat map”), as well as the impact on partners (FamilyPsO) as well as treating physicians. Here, we present the interim 
analysis up to week 52 of the POSITIVE study.33

Materials and Methods
Study Design
POSITIVE is an ongoing 24-month, multinational, observational phase IV study in adult patients with moderate-to-severe 
plaque psoriasis who require systemic biologic therapy and qualify for treatment with tildrakizumab in real-world clinical 
practice (ClinicalTrials.gov ID: NCT04823247).33 All participant inclusion and exclusion criteria, participating countries as 
well as details of the study design and ethics committees that approved the study, have been previously reported.33

The study assessments for this interim analysis (up to week 52) encompassed outcomes reported by patients, their 
partners, and the physicians.

Primary Outcome
Well-being was assessed using the WHO-5,34 a global rating scale measuring subjective well-being by positive 
assertions. The respondent is asked to rate the extent to which each of the five items applies to him/her in the last 
2 weeks from 5 (all the time) to 0 (none of the time). The standardized score ranges from 0 to 100, where 0 = “absence of 
well-being” and 100 = “maximal well-being”. In order to monitor possible changes in well-being, an increase of 10 
points after treatment versus baseline in a continuous score change from baseline (in a range from 0 to 100 points) is 
considered a clinically meaningful change.34

The WHO-5 questionnaire is provided in the Supplementary Material.

Secondary Outcomes
Full details on the secondary assessments can be found elsewhere.33 Briefly, routine clinical documentation records 
included medical charts; physician assessments: PASI (0–72),35 Physicians Global Assessment (PGA) global, scalp, nails 
and palmoplantar; skin manifestations distribution (heat map/patient’s) according to location and total percentage of area 
affected; and Patient Reported Outcomes (PROs): HRQoL (DLQI; 0–30,36 which was rated using the DLQI-Relevant 
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[DLQI-R] scoring system), treatment satisfaction (TSQM-9 and physicians’ satisfaction questionnaire),33,37 treatment 
related patient benefits (PBI-S-10), work productivity (WPAI:PSO),38,39 and symptomatology (Numeric Rating Scale 
[NRS] for itch, pain, joint pain and fatigue). In addition, the impact on partner’s life was assessed using the FamilyPso 
questionnaire.40

DLQI includes 10 items to assess patient’s HRQoL during the previous week on a 4-point scale, indicating “not at 
all”, “a little”, “a lot” and “very much”, respectively. For each patient, the DLQI- R score is estimated as a sum score of 
the original DLQI score replacing items rated “not relevant” by the mean of the other items.36 TSQM-9 consists of nine 
statements distributed in three domains: efficacy (three items), convenience (three items) and global satisfaction (three 
items). Each domain is computed by summing the individual TSQM items and then transforming the composite score 
into a value ranging from 0 to 100.37

DLQI, TSQM-9, PBI-S-10, and FamilyPso questionnaires are provided in the Supplementary Material.

Safety
The number of withdrawals and discontinuations, adverse events (AEs), and treatment-related AEs, with their degree of 
severity, were collected. All AE terms were coded by system organ class and preferred term using the Medical Dictionary 
for Regulatory Activities.

Statistical Analysis
This analysis was based on the data cut-off date of 23rd October 2023, and represents the full analysis set for all the 
endpoints and the safety analysis set for all safety outcomes until week 52.

All data analyses were performed with SAS version 9.4 (SAS Institute, Cary, North Carolina, USA). Interim data 
through week 52 are presented here using observed cases (OC), last observation carried forward (LOCF) and multiple 
imputation (MI) approaches. Descriptive analyses were performed to describe the change from baseline in the different 
questionnaires at weeks 16, 28 and 52. Tests for whether the change from baseline was significant were conducted using 
paired t-tests (or Wilcoxon signed-rank test).

Results
Baseline Characteristics
A total of 400 moderate-to-severe patients with plaque psoriasis reaching week 52 as per protocol interim analysis were 
analyzed. Demographic and baseline characteristics are shown in Table 1.

Psychological Well-Being
Overall, the mean total (95% CI) WHO-5 score at the baseline was 53.8 (2.3), significantly lower than the general 
population of the European countries participating in the POSITIVE study (mean of 64.9).41 In comparison with the 
general population, the overall score and percent change from baseline were 11.3 and 46.0%, above the minimal 
clinically important difference (MCID) of the questionnaire,34 confirming that moderate-to-severe patients with plaque 
psoriasis in Europe, have a clinically meaningful impact on their well-being.

As early as 16 weeks of treatment, the WHO-5 score increased from 53.8 to 65.2 (2.2) [p < 0.0001], returning the 
psychological well-being levels back to the general population (Figure 1 and Table S1). This improvement was maintained 
over time, with scores of 66.0 (2.3) and 65.7 (2.7) after 28 and 52 weeks, respectively (p < 0.0001 for both timepoints).

Clinical Response
The mean (95% CI) PASI significantly decreased from 13.1 (0.8) at baseline to 2.4 (0.3), 1.7 (0.3) and 1.5 (0.3) at weeks 
16, 28 and 52 (p < 0.0001), with a mean (SD) change from baseline of −10.4 (7.9), −11.3 (8.0) and −11.7 (8.2), 
respectively (Figure 2a). MI and LOCF sensitive analysis are shown in Table S1.
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The proportion of patients achieving PASI ≤ 3 responses at weeks 16, 28 and 52 was 73.4%, 85.8% and 88.4%, 
respectively; while 40.7%, 54.8% and 56.8% of patients achieved a PASI ≤ 1, respectively (Figure 2b).

A total of 298 patients (75.3%) had a PGA score of 3/4 at baseline. Overall, 70.3%, 84.4% and 83.4% reached the 
treatment goal of PGA 0/1 (clear or almost clear signs) after 16 weeks, 28 weeks and 52 weeks, respectively.

Table 1 Demographic and Other Baseline Characteristics

Variable

Gender, N (%) (female) 147 (36.8%)
Age (years), mean (SD) 46.5 (15.1)

Weight (kg), mean (SD) 85.4 (20.1)

BMI (kg/m2), mean (SD) 28.4 (5.8)
Smoking habit, N (%)

Non-smoker 165 (41.3%)

Ex-smoker 72 (18.0%)
Current smoker 147 (36.8%)

Unknown 16 (4.0%)
Marital status, N (%)

Married 184 (46.0%)

Consensual union 64 (16.0%)
Single 98 (24.5%)

Divorced 31 (7.8%)

Widowed 6 (1.5%)
Unknown 17 (4.3%)

Time since diagnosis (years), mean (SD) 15.1 (13.0)

Location of plaque psoriasis at diagnosis, N (%)
Scalp 264 (66.0%)

Nails 138 (34.5%)

Flexures 114 (28.5%)
Genitalia 113 (28.3%)

Palms 67 (16.8%)

Soles 45 (11.3%)
Psoriatic arthritis at inclusion date, N (%) 48 (12.0%)

Co-morbidities at inclusion date, N (%) 180 (45.0%)

High blood pressure 84 (21.0%)
Depression 36 (9.0%)

Dyslipidemia 30 (7.5%)

Diabetes Mellitus 25 (6.3%)
Fatty liver disease 20 (5.0%)

Cardiovascular disease 17 (4.3%)

Metabolic syndrome  
Neoplasm

12 (3.0%) 
8 (2.0%)

Kidney disease 5 (1.3%)

Inflammatory bowel disease 2 (0.5%)
Psoriasis drug therapy history, N (%)

Topicals 213 (53.3%)

Phototherapy 127 (31.8%)
Systemic non-biologic 184 (46.0%)

Biologic 110 (27.5%)

Tildrakizumab dose at baseline, N (%)
100 mg 381 (95.5%)

200 mg 18 (4.5%)

Abbreviations: BMI, body mass index; SD, standard deviation.
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Heath-Related Quality of Life
HRQoL was evaluated using the well-established DLQI questionnaire, however, here we used a recently developed 
scoring that adjusts the total score of the questionnaire for the number of “not relevant” responses indicated by a patient 
(DLQI-R).42

The mean (95% CI) DLQI-R significantly decreased from 12.6 (0.8) to 4.1 (0.6), 3.3 (0.6) and 3.1 (0.6) at weeks 16, 
28 and 52 (p < 0.0001 for all) (Figure 3a) (See Table S1 for MI and LOCF data).

At weeks 16, 28 and 52, 38.4%, 46.5% and 47.3% of patients reported no effect on their HRQoL (DLQI-R between 0 
and 1.99), respectively (Figure 3b).

Patients and Physician’s Satisfaction with Tildrakizumab
In general, patients reported high levels of satisfaction with tildrakizumab in all three domains of the TSQM-9 
questionnaire: effectiveness, convenience, and overall satisfaction with the treatment (Figure 4).

Physician’s satisfaction was high throughout the study. The “satisfaction with treatment score” scale (0 to 5 range) 
showed a mean score of 4.2, 4.2 and 4.3 at weeks 16, 28 and 52 (p-values: 0.3500, 0.0002 and <0.0001, respectively). 
For the “compassionate scale” (0 to 5 range), physicians’ satisfaction was remarkably high at baseline (4.3) and remained 
stable over time.

Figure 1 Mean WHO-5 scores up to Week 52. Left side, score in the general population and other representative diseases. Right side, scores from the POSITIVE study. *Mean 
WHO-5 score in the general population of the countries participating in the POSITIVE study. Baseline: n = 359, Week 16: n = 317, Week 28: n = 284, Week 52: n = 218. 
Abbreviations: n, valid sample size; LOCF, last observation carried forward; MI, multiple imputation; OC, observed cases; WHO-5, World Health Organization-Five Well- 
Being Index.
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Well-Being of the Partners: The FamilyPso
We used the FamilyPso questionnaire to assess the burden in the partners of the patients. The mean (95% CI) FamilyPso 
score at baseline was 1.3 (0.1) points, which significantly decreased to 0.9 (0.2), 0.8 (0.2) and 0.7 (0.2) at weeks 16, 28 
and 52 (p < 0.0001) (Figure 5a) (See Table S1 for MI and LOCF data). The FamilyPso is composed of 5 factors, all of 
them showing a significant decrease throughout the study (Figure 5b).

Work Productivity: WPAI:PSO
The work productivity and activity impairment improved throughout the study, with a decrease in all four domains of the 
questionnaire: the percent work time missed (absenteeism) was changed from 8.4 at baseline to 1.3, 1.8 and 4.2 at weeks 
16, 28 and 52 (p < 0.0001, 0.0002 and 0.3063), respectively; the percent impairment while working (presenteeism) was 
changed from 22.3 to 8.7, 6.2 and 4.7 (p < 0.0001); the percent overall work impairment was changed from 25.2 at 
baseline to 9.2, 7.0 and 7.3; and the percent activity impairment was changed from 32.8 to 16.1, 11.4 and 11.0 at weeks 
16, 28 and 52 (p < 0.0001), respectively (Figure 6).

Figure 2 Mean absolute PASI scores up to Week 52 (a) and percentage of patients achieving PASI ≤ 3 and PASI ≤ 1 (b) (OC). *Mean change from baseline (p < 0.0001). 
Error bars represent 95% confidence intervals. 
Abbreviations: n, valid sample size. OC, observed cases; PASI, Psoriasis Area and Severity Index.
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Patient Benefit Index (PBI)-10-S
The goals and the mean scores as described in the Patient Needs Questionnaire were assessed at baseline (Figure 7a). The 
top three treatment goals were regaining control of the disease (94.5), get better skin quickly (93.3%) and be healed of all 
skin defects (92.4%), with more than 75% of the patients reaching their top three goals after treatment.

A total of 89.8%, 93.6% and 97.2% of patients achieved a PBI total score ≥1 at weeks 16, 28 and 52, respectively, 
considered a minimum clinically meaningful improvement (Figure 7b).

Symptoms of Plaque Psoriasis: Pruritus-, Pain-, Joint Pain-, and Fatigue-NRS
Tildrakizumab showed a remarkable effectiveness in reducing the main symptoms associated with plaque psoriasis, as 
summarized in Figure 8.

The proportion of patients achieving a clinical meaningful reduction of >4 points was 68.3%, 69.3% and 64.1% for 
pruritus-NRS (Figure 8a); 69.6%, 74.0% and 83.1% for pain-NRS (Figure 8b); 52.9%, 52.1% and 56% for joint pain- 
NRS (Figure 8c);and 59.0%, 65.6% and 60% for fatigue-NRS at weeks 16, 28 and 52 (Figure 8d), respectively.

Figure 3 Mean DLQI-R scores up to Week 52 (a) and percentage of patients achieving DLQI-R 0–1.99 (b) (OC). *Mean change from baseline (p < 0.0001). Error bars 
represent 95% confidence intervals. 
Abbreviations: n, valid sample size. DLQI-R, Dermatology Life Quality Index-Relevant; OC, observed cases.
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Skin Manifestations Distribution
The PGA was also evaluated in patients suffering from plaque psoriasis in special locations: scalp (sPGA; n = 233 
patients), nails (nPGA; 90 patients) and/or palmoplantar (ppPGA; 70 patients) affectation. Tildrakizumab improved all 
three scores throughout the study, with the following proportion of patients reaching a PGA 0/1: 82.3%, 87% and 88.5% 
for sPGA; 84.8%, 90.5% and 94.5% for ppPGA; and 63.4%, 77.9% and 85.7% for nPGA, at weeks 16, 28 and 52, 
respectively.

The most frequently mentioned affected body areas (body map grid) were the lower legs (70.4%), elbows (58%) and 
lower arms (52.4%) (Figure 9).

Safety
During the first 52 weeks of the study, 24.0% of patients had ≥1 AE, with infections and infestations (12.3%), mostly 
COVID-19 (4.0%) and nasopharyngitis (3.0%), being the most common system organ class and preferred terms, 
respectively, and 4.0% of patients had ≥1 related AE.

The percentage of patients who dropped out of the study for any reason up to week 52 was 15.8% (N = 63); 9.3% 
were due to lack or loss of efficacy, 0.8% due to an AE, and the rest due to loss of follow-up (2.3%), poor compliance to 
protocol (1.8%) or other reasons (1.8%).

Discussion
Modern people-centered health care (PCHC) for psoriatic disease as promoted by WHO includes changing perspectives 
on the outcomes of treatment between physician, patient, and patients’ relatives. To achieve this, WHO demands the use 
of patient-relevant outcomes instruments including a measure for health-related well-being. Overall, this concept of 
PCHC resonates with value-based care as positioned in health economics. To our knowledge, the POSITVE study 
presented in this publication is the first study, which encompasses a broad set of outcomes instruments reflecting different 
levels of values. In particular, the choice of WHO-5 as the primary endpoint is a novel concept that emphasizes the 
patient’s perspective in measuring the value of treatment.

For the first time, the POSITIVE study demonstrated that people with moderate-to-severe psoriasis had a significant 
impact of their psychological well-being (mean 53.8), with numbers significantly lower than in the general European 
population (mean 64.9), and similar to other chronic diseases such as type 2 diabetes with distress (51.4) or breast cancer 
(52.2).43,44

The results of the study showed that within 16 weeks of treatment, tildrakizumab quickly improved the psychological 
well-being of the people with psoriasis to similar levels of the general population (mean 65.2)41 (Figure 1). This 

Figure 4 Mean TSQM-9 domain scores at weeks 16, 28, and 52 (OC) Week 16: n = 280, Week 28: n = 255, Week: n = 198. Error bars represent 95% confidence intervals. 
Abbreviations: n, valid sample size. OC, observed cases; TSQM-9, Treatment Satisfaction Questionnaire for Medication.
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improvement was maintained over the 52 weeks of this interim analysis (mean 65.7). These results confirm that adding 
well-being (WHO-5 – less than 1 minute to complete) as a complementary treatment goal, together with PASI and DLQI, 
contributes to an improved health of people with psoriasis within the framework of the WHO initiative of people- 
centered health care.45

Importantly, we showed that tildrakizumab significantly reduced absolute PASI, with almost 9 out of 10 patients 
(85.8%) reaching the clinically meaningful target of PASI ≤ 3 at week 28,46 and maintained over the 52 weeks. Of whom, 
64% achieved clear skin (PASI < 1). Similar proportion of patients reached clear or almost clear signs (PGA 0/1). 
Furthermore, tildrakizumab was effective in improving plaques at different body parts (Figure 9) of special clinical 
interest (nail, genital and palmoplantar), often associated with a major impact on the HRQoL of the patients.47 Despite 
the correlation between improvement and well-being or HRQoL was not assessed in this interim analysis, nearly 9 out of 
10 patients reached clear or almost clear symptoms in these three areas in 28 weeks, which was maintained at week 52. 
Our findings further support the effectiveness of tildrakizumab and quality of life improvements in patients with 

Figure 5 Mean total FamilyPso scores up to Week 52 (a) and mean scores by FamilyPso factor (b) (OC). *Mean change from baseline (p < 0.0001). Error bars represent 
95% confidence intervals. 
Abbreviation: OC, observed cases.
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Figure 6 Mean WPAI:PSO domain scores up to Week 52 (OC) Error bars represent 95% confidence intervals. 
Abbreviations: n, valid sample size. OC, observed cases; WPAI:PSO, Work Productivity and Activity Impairment Questionnaire: Psoriasis.

Figure 7 Therapy goals at baseline (n = 330; percentage of patients answering “quite” or “very much”) (a) and percentage of patients achieving PBI ≥1 at weeks 16, 28 and 
52 (b) (OC). 
Abbreviations: n, valid sample size. OC, observed cases; PBI, Patient Benefit Index; SD, standard deviation.
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Figure 8 Percentage of patients (OC) achieving a reduction of >4 points for pruritus- (a), pain- (b), joint pain- (c), and fatigue-NRS (d). 
Abbreviations: n, valid sample size. NRS, Numeric Rating Scale; OC, observed cases.

Figure 9 Skin manifestations distribution according to location and total percentage of area affected.
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moderate-to-severe plaque psoriasis, and the response rates align closely with those observed in previously reported 
RWE studies of tildrakizumab30,48 and the other IL-23p19 inhibitors.49–54

In the POSITIVE study, it was shown for the first time that a biologic treatment for plaque psoriasis benefits the life 
of partners living together with people with psoriasis. Apart from the reduction of the global FamilyPso score, its five 
domains showed similar improvement.40,55 Reducing the burden of partners is an important element in the patient’s daily 
life and is adding to their well-being.26 Interestingly, the impact on the partners improved significantly in only 16 weeks 
after starting tildrakizumab treatment, and there was a continued improvement over time, with a statistically significant 
change from week 28 to week 52 (p < 0.005).

In order to provide a holistic picture of the impact of psoriatic disease and its treatment, the POSITIVE study also 
investigated key symptoms and PROs that are likely to be associated with a patient’s well-being. Pruritus is a frequent 
and debilitating symptom of plaque psoriasis, and nearly 90% of patients in this study reported that being free of itching 
was quite or very much important for them (PBI-10-S; Figure 7).29,32,56,57 Here, we showed a prominent reduction in 
pruritus, with nearly 70% of patients reaching >4 points reduction from baseline, and scoring itch intensity as absent or 
mild. Likewise, burdensome but often underreported symptoms of plaque psoriasis, such as pain and joint pain decreased 
throughout the study. Interestingly, only half of the patients reporting joint pain at baseline were diagnosed with psoriatic 
arthritis.

Intense itch and pain can result in sleep deprivation due to night scratching, thereby increasing fatigue.58 However, to 
our knowledge, this is the first time that fatigue intensity has been assessed in a prospective study in patients with 
moderate to severe plaque psoriasis. Although fatigue is more prominent in psoriatic arthritis rather than in plaque 
psoriasis alone,59 in our study half of the patients reported a moderate to severe fatigue at baseline, which improved in 
more than 60% after 52 weeks of tildrakizumab treatment.

Our results confirm that psoriatic disease has a high negative effect on work productivity, and that tildrakizumab is 
able to improve all four domains, above the MCID score (20% change from baseline).39 Future correlation analyses may 
unveil which aspects of the disease are responsible for this negative impact on work productivity.

The positive holistic effect of tildrakizumab, along with other treatment characteristics such as patient friendly dosing 
regimen are likely responsible for the high treatment satisfaction in the short and long-term (≥70% in all three domains at 
each time-point).27,32

Our findings on the PNQ and PBQ items from the PB-10-S index confirmed that tildrakizumab helped patients to 
reach their treatment goals that are important for their lives, with more than 70% reporting quite or very much in nine out 
of the 10 items.

During tildrakizumab treatment, no new or unexpected safety signals were seen. Only one treatment-related AE led to 
discontinuation of treatment. These findings are in accordance with the well-established favorable safety profile of this 
drug.27–32,48

One important limitation of this study is the open-label design, which could have induced bias in the reporting 
outcomes. Moreover, no data about MCID for the Physicians’ satisfaction and the FamilyPso questionnaires are available 
to date. Another potential limitation is the number of missing data due to the nature of an interim analysis; however, both 
LOCF and MI sensitive analysis confirm the results presented based on the observed cases.

Conclusion
This prospective study demonstrated that 52 weeks treatment of tildrakizumab had a significant impact on well-being 
(WHO-5), skin (PASI), HRQoL (DLQI-R), psoriasis symptoms and burden on the partners (FamilyPsO). Both patients 
and physicians rated treatment satisfaction highly with a reassuring safety profile.

Data Sharing Statement
The datasets generated and/or analyzed during the current study are available from the corresponding author on 
reasonable request.
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