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Index and Psoriasis Symptoms and Impacts Measure responses
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Objective Summary

To assess the impact of incremental improvements 4 ) Relationship between dlffereljt lev_els of skmlclez_arance and symptom absence for the itching,
] .. ) skin pain and scaling items of the P-SIM
in Psoriasis Area and Severity Index (PASI) scores on /\ﬂ | T |
the achievement of Psoriasis Symptoms and Impacts P-SIM=0 (Itching) P-SIM=0 (Skin Pain) P-SIM=0 (Scaling)
Measure (P-SIM) scores of 0 (indicating no symptom) 31.5% 81.8% 63.0%
for the itching, skin pain and scaling items. 19.8% 73.1% 44.8%
11.7% 62.17% 27.9%
BaCkg rou nd PASI improvements
e Psoriasis can have a significant negative impact on correspond with
patients’ quality of life.! more patients
_ _ _ achieving P-SIM=0
. The_ P-SIM is a novel, reliable and Well—.deﬁned for the items: itching,
pa’uent-reported outcome tool Capturmg key skin pain and scaling PASI 75 PASI 95 PASI 75 PASI 95 PASI 75 PASI 95
symptoms of psoriasis in bimekizumab (BKZ) clinical 9 Y, PASI 90 B PASI 100 PASI 90 PASI 100 PASI 90 PASI 100
trials (each symptom scored 0—10; O=no symptom,
10=very severe symptom).
e The association between skin clearance and Figurel Included patients Tablel Baseline characteristics
Dermatology Life Quality Index (DLQI) has been - _
reported previously; incremental PASI improvements Bimekizumab Patients pooled across wreatment arms
translate to higher rates of achievement of DLQI 0/1 (N=1562) .
(no impact of skin disease on a patient’s life).3 Placebo Age years), mean & 2 : L85
| N=169 _ Male, n (%) ! 1,533 (69.0)
Method BESURE T e Patiens Whie, 05 : 1959 @72
ethodas Stexinuma pooled across Weight (kg), mean + SD i 89.5 + 21.8
BE READY® . (N=163) treatment arms Duration of psoriasis (years), mean + SD 18.0 + 12.5
 These analyses used data pooled across all visits and BE RADIANT Adalimumab N=2,223 PASI, mean + SD i 204 + 74
treatment arms from the initial 16-week periods of (N=159) P-SIM item score,” mean + SD :
the BE SURE, BE VIVID, BE READY and BE RADIANT Secukinumab ltching ! 6.6 +25
BKZ in plague psoriasis phase 3/3b trials (Figure 1).4-7 (N=370) Skin Pain | 2.5+ 3.0
. L. Lo @ esessessssssessessanes Scaling ! 6.8+23
o A mixed-effects logistic regression model was used Wee‘k 5 Wee: 16 DLQGI total, mean + SD | 107167
to assess the relationship between skin clearance Prior systemic therapy, n (%) . 1,687 (75.9)
and symptom absence for the itching, skin pain and i he ofher three tiats (nercfore making achicvement of a score of 0 more stingent outcore i ihese three Fiad. The mumber Prior biologic therapy, n (%) | 810 (36.4)
scaling items of the P-SIM (observed case). bateline P-SIM and PAS! scores, and ot loast ohe post-baseline visit at which both their P_SIM and PRSI cores were not missin. n=2,222; "n=1.970.

 Model-fitted estimates for P-SIM=0 response
rates for each of the items at different levels of Figure 2 Model-estimated proportions of patients achieving P-SIM=0 at different PASI improvement levels
PASI response are reported with 95% confidence

intervals (Cl). A) ltching

'g 100 7 @ Model estimate
2 90 -
Results BR 0.
e Analyses included 2,223 randomised patients, with ° E 70 7
mean baseline PASI=204 (n=2,222) and mean % » 00 7 o
. L . . 6a 50 - 31.5%
baseline P-SIM scores for itching=6.6, skin pain=5.3, Lo 4. 10.8%  (27.2% 361%
and scaling=6.8 (n=1,970; Table 1). as ., |0le 1179 (167%233%
_ | 5 .2 (95% Cl: 0.1%, 0.2%) ) 6.6% L/ ; .
« Model-estimated percentages of patients 26 20 4, 0.2% 0.3% 0.6% 1.1% 2.0% § %7@7) 537 83 O 4%
achieving P-SIM=0 for itching were 31.5% g 10 ~/ (0.1%, 0.3%) (0.2%,;0.5%) (0.4%,;0.9%) (0.8/,,; 1.5%) (1.542.74) . o 8% .
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W!tq AS !morovement=950/), 11.7% o PASI improvement level (% improvement from baseline)
with PASI improvement=907% and 2.0% -
with PAS| improvement=75% (Figure 2A). B) Skin Pain

e For P—SIM°=O in skin pain, estimateo percintages g 100 - Model estimate —_ (78%24{%%)
were 81.8% with PAS| improvement=100%, 2 20 7 62.1%  (69.2% 766%) |
73.1% with PASI improvement=95%, 62.1% 50 o0 i9gy  579%662% '
with PASI improvement=90% and 26.6% S5 .. 3750 (45.5% 541%
with PASI improvement=75% (Figure 2B). £ 50 ooy | ITALSH '
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were 63.0% with PASI improvement=100%, v @ 307 469 249 . %}Z{;o/) 15.2%, 2117
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with PAS| improvement=75% (Figure 2C). 50 55 60 65 70 75 80 85 90 95 100
_ PASI improvement level (% improvement from baseline)

Conclusions C) Scating

Incremental PASI improvements correspond with £ 100 - Model estimate

more patients achieving P-SIM=0 for itching, skin 2 90 -

pain and scaling items, reflecting the importance of §g— 80 1 (59633(636"/2%

complete skin clearance as a treatment outcome. ° I 28 - (41A2rj-§8"/i;37) L

0= - 2%, 48.5%

Higher proportions of patients were estimated £ T o 27.9% '

to achieve P-SIM=0 for skin pain and scaling, o2 40 - 01 156y RS

as compared with itching, for each PASI -§ .E 30 - g9é% Cl: 0.1%, 0.2%) 402, 8.1% (13.5%, 18.0%)

improvement level. 59 207, 0.2% 0.5% 1.0% 20% 0% (67%98%
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Both clinical and patient-reported outcome 7 0 < 100-000-0000000000000 1 , ; i ; ; ; i

measures should be considered when investigating >0 S 60 65 70 75 80 85 90 95 100

efficacy of psoriasis treatment. PASI improvement level (% improvement from baseline)

A mixed-effects logistic regression model used data pooled across all trial visits and treatments from the initial 16-week periods of BE SURE, BE VIVID, BE READY and BE RADIANT to estimate the proportions of patients achieving P-SIM=0 for the itching, skin pain and scaling
items at specific PASI improvement levels. Models included PASI 7% change from baseline and baseline P-SIM score as covariates, with a patient-level random intercept to account for repeated observations at the patient level. The curves correspond to model estimates
calculated with baseline P-SIM item scores equal to the baseline medians of 7.0, 5.8 and 7.0 for itching, skin pain and scaling, respectively. Error bars indicate 95% Cls.

BKZ: bimekizumab; Cl: confidence interval; DLQI: Dermatology Life Quality Index; PASI 75/90/95/100: =75%/90%/95%/100% improvement in Psoriasis Area and Severity Index; P-SIM: Psoriasis Symptoms and Impacts Measure; SD: standard deviation.
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