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A novel, reliable, well-defined PRO tool 

developed to capture key signs, 

symptoms, and life impacts of plaque 

psoriasis3, 4

Consists of 14 items

A score of 0 in the P-SIM ITCHING ITEM

means no itching

Established PRO measure, used to 

assess the impact of skin disease on 

patients’ health-related quality of life5

Consists of 10 items

A score of 0 in ITEM 1 of the DLQI 

means no itching, soreness, pain, 

stinging

P-SIM

DLQI
• Understanding the relationship between clinical response and patient-reported 

symptoms is important in order to determine whether improvements in disease 

control have an impact on a patient’s quality of life1

• We report the impact of PASI improvements on two patient-reported outcome (PRO) 

items, assessing itching and skin symptoms, in the BE RADIANT (NCT03536884) 

phase 3b trial of bimekizumab (BKZ) in moderate to severe plaque psoriasis2

Background:

OBJECTIVES:

• To evaluate how complete skin clearance translates into improvements in itching 

symptoms over two years in patients with moderate to severe plaque psoriasis

• To assess the impact of incremental improvements in the Psoriasis Area and 

Severity Index (PASI) on the achievement of a score of 0 in:

• The Psoriasis Symptoms and Impacts Measure (P-SIM) ITCHING ITEM

• ITEM 1 (how itchy, sore, painful, stinging) of the Dermatology Life Quality Index 

(DLQI)
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[a] SEC 300 mg administered at baseline, weekly to Week 4, then Q4W for the remainder of the double-blinded treatment period; [b] At Week 64, or the next scheduled clinic visit, after the implementation of a protocol 

amendment, patients switched from BKZ 320 mg Q4W to Q8W; [c] Data are reported for all BKZ- and SEC-treated patients who entered the OLE, irrespective of OLE BKZ dosing regimen. BKZ: bimekizumab; BSA: body surface 

area; CI: confidence interval; DLQI: Dermatology Life Quality Index; IGA: Investigator’s Global Assessment; OLE: open-label extension; PASI: Psoriasis Area and Severity Index; P-SIM: Psoriasis Symptoms and Impacts 

Measure; Q4W: every 4 weeks; Q8W: every 8 weeks; SD: standard deviation; SEC: secukinumab.

BE RADIANT Study Design and Methods Baseline Characteristics:

Included Patients

• Two-year data from the BE RADIANT trial were pooled across all 

visits and treatments. Analyses included patients who entered 

the open-label extension (OLE); all received BKZ in the OLE

• Mixed-effects logistic regression models assessed the relationship 

between skin clearance and P-SIM ITCHING ITEM=0, and 

DLQI (ITEM 1)=0 (observed case)

• Model-estimated P-SIM ITCHING ITEM=0 and DLQI (ITEM 1)=0 

rates are reported with 95% confidence intervals (CI)

Age (years), mean ± SD 45.0 ± 14.4

Male, n (%) 436 (66.7)

White, n (%) 613 (93.7)

Weight (kg), mean ± SD 89.7 ± 20.3

Duration of psoriasis (years), mean ± SD 18.0 ± 12.6

PASI, mean ± SD 19.9 ± 7.0

BSA (%), mean ± SD 24.2 ± 14.8

IGA, n (%)

3: moderate

4: severe

448 (68.5)

204 (31.2)

DLQI total, mean ± SD 11.0 ± 7.0

DLQI (item 1), mean ± SD 2.0 ± 0.8

DLQI (item 1) score, n (%)

0

1

2

3

18 (2.8)

156 (23.9)

275 (42.0)

205 (31.3)

P-SIM item score, mean ± SD

Itching

Skin pain

Scaling

6.6 ± 2.8

4.6 ± 3.2

6.7 ± 2.4

Any prior systemic therapy, n (%) 478 (73.1)

Any prior biologic therapy, n (%) 219 (33.5)

Patients who entered the 

BE RADIANT OLEc

N=654

Initial treatment 

period

Maintenance 

treatment period
Open-label extension period (ongoing)

SEC 300 mg Q4Wa

Week 16Baseline Week 48b

(OLE Week 0)

BKZ 320 mg Q8W

Week 96

(OLE Week 48)

1:1

BKZ 320 mg Q8W

BKZ 320 mg Q4Wb

BKZ 320 mg Q8W

1:1
BKZ 320 mg Q4W

BKZ 320 mg Q8W
N=743

1:1

<PASI 90

≥PASI 90

Week 64

(OLE Week 16)

<PASI 90

≥PASI 90

<PASI 90

≥PASI 90

BKZ 320 mg Q4Wb

BKZ 320 mg Q4Wb

BKZ 320 mg Q4W
Patients 

who 

entered the 

OLEc

N=654



Model-Estimated Proportions of Patients Achieving P-SIM ITCHING ITEM=0 at 

Different PASI Improvement Levels Over Two Years

PASI improvement level (% improvement from baseline)

75.6%

(71.9%, 78.9%)63.7%

(59.5%, 67.8%) 
49.9%

(45.3%, 54.6%)
36.2%

(31.6%, 41.0%)

24.3%

(20.3%, 28.9%) 

1.1%

(95% CI: 0.7%, 1.7%)

1.9%

(1.2%, 2.9%)  

3.2%

(2.2%, 4.7%) 

5.6%

(4.0%, 7.7%)  

9.4%

(7.1%, 12.3%) 

15.4%

(12.3%, 19.3%)
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A mixed-effects logistic regression model used data pooled across all trial visits and treatments over two years of BE RADIANT to estimate the proportions of patients achieving P-SIM ITCHING ITEM=0 at specific PASI 

improvement levels. The model included PASI % change from baseline and baseline P-SIM ITCHING ITEM score as covariates, with a patient-level random intercept to account for repeated observations at the patient level. The 

curve corresponds to model estimates calculated with baseline P-SIM ITCHING ITEM equal to the baseline median (7). Data were not equally available for each PASI improvement level; more patient data were available for 

improvement levels closer to PASI 100. CI: confidence interval; PASI 100: 100% improvement from baseline in Psoriasis Area and Severity Index; P-SIM: Psoriasis Symptoms and Impacts Measure.
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A mixed-effects logistic regression model used data pooled across all trial visits and treatments over two years of BE RADIANT to estimate the proportions of patients achieving DLQI (ITEM 1)=0 at specific PASI improvement 

levels. The model included PASI % change from baseline and baseline DLQI (ITEM 1) score as covariates, with a patient-level random intercept to account for repeated observations at the patient level. The curve corresponds 

to model estimates calculated with baseline DLQI (ITEM 1) equal to the baseline median (2). Data were not equally available for each PASI improvement level; more patient data were available for improvement levels closer to 

PASI 100. [a] DLQI (ITEM 1)=0 means no itching, soreness, pain, stinging. CI: confidence interval; DLQI: Dermatology Life Quality Index; PASI 100: 100% improvement from baseline in Psoriasis Area and Severity Index.

Model-Estimated Proportions of Patients Achieving DLQI (ITEM 1)=0a at 

Different PASI Improvement Levels Over Two Years
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80.3%

(77.2%, 83.1%)72.7%

(69.1%, 75.9%) 
63.4%

(59.4%, 67.3%)
53.1%

(48.6%, 57.6%)

42.5%

(37.6%, 47.5%) 

5.4%

(95% CI: 3.6%, 8.0%)

8.0%

(5.7%, 11.3%)  

11.8%

(8.7%, 15.8%) 

17.0%

(13.2%, 21.6%)  

23.9%

(19.5%, 29.0%) 

32.5%

(27.7%, 37.7%)
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CONCLUSIONS: 

• Incremental PASI improvements corresponded with more patients reporting no itching on the P-SIM 

and no skin symptoms on ITEM 1 of the DLQI (itching, soreness, pain, stinging) over two years

• In patients who responded to treatment without achieving clear skin, residual disease had a greater 

impact on itching and skin symptoms than in patients who achieved complete skin clearance

• These results reflect the importance of complete skin clearance as a treatment outcome 

BKZ: bimekizumab; DLQI: Dermatology Life Quality Index; PASI: Psoriasis Area and Severity Index; P-SIM: Psoriasis Symptoms and Impacts Measure.


