TIME TO ONSET OF A MINIMAL CLINICALLY IMPORTANT DIFFERENCE IN DLQI WITH GUSELKUMAB TREATMENT IN VOYAGE 1
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BACKGROUND/OBJECTIVE METHODS CONCLUSIONS

Patients with psoriasis may experience reduced health-related e In VOYAGE 1 (N=837/), patients were randomized baseline in Psoriasis Area and Severity Index (PASI)

quality of life (HRQoL), which can include negative effects as follows:” were analyzed at Weeks O, 8, 16, and 24 e Among GUS-treated patients In VOYAGE 1 with DLQI score >4 at baseline,

=» On psychological health, interpersonal relationships, sexual — GUS 100 mg administered by subcutaneous (SC) The DLQI is a 10-question self-report measure for o : : - “r - - -
function, and work productivity niection at Weeks 0, 4. and 12, then every 8 HRQoL ranging from O (no impach) o 30 (maximu —a clinically meaningful mean change in DLQI score was achieved within an estimated 3.0 weeks after the first dose, which

weeks (q8w) impact) that assesses the effect of skin conditions corresponded to a mean PASI improvement of 29.2%

| — Placebo at Weeks 0, 4, and 12, followed by GUS on 6 HRQolL domains - : : : : o : : :
Inthe Phase 3 VOYAGE 1 trial, guselkumab (GUS) demonstrated 100 mg SC at Weeks 16 and 20, then 8w _ Higher scores indicate more impact on HRQoL —a clinically meaningful median change in DLQI score was achieved within an estimated 2.7 weeks after the first dose, which

clinical benefit, including improvements in patient-reported — ADA 80 mg SC at Week 0O, 40 mg at Week 1, — An accepted MCID in DLQI score is 4 points, corresponded to a median PASI Improveme“t of 27.7%

outcomes compared with placebo and adalimumab (ADA)? then 40 ow th " Week 47 hich iousl ted as th llest
N vI/Zek 5ng cs) avtviengu;ter: e iabel GUS fifforence in fotal DLQ! score that patients rate o These data suggest that the onset of clinically meaningful improvements in HRQoL occur as early as after the first dose of GUS in

The interval from treatment initiation to clinically meaningful treatment through Week 252 as beneficial® patients with moderate-to-severe plaque psoriasis

HRQoL response is an important factor when making - The earliest time to onset of 4-point A . . . . . - .
treatment decisions for patients with psoriasis o e oo v v 2 ¥ % itference. in DLQI score and corresponding o The data also indicate robust response to GUS treatment in patients with a wide range of baseline DLQI scores (interquartile range, 10-20)

For a subset of VOYAGE 1 patients with baseline ~ Percent change from baseline in PASI was and a median baseline score of 15.0, which significantly improved to a median DLQI score of 1.0 (interquartile range, 0-5) in 16 weeks
estimated using linear interpolation between

Weeks 0 and 8 o Limitation: This analysis assumes that HRQoL is linearly related to disease severity

The objective of this analysis was to evaluate the estimated
time to onset of the minimal clinically important difference
(MCID) in the HRQoL of GUS-treated patients from VOYAGE 1

Dermatology Life Quality Index (DLQI) score >4,
DLQI scores and associated percent change from

'\

RESULTS

: . . . : : : Figure 1. DLQI Scores Through Week 24 for GUS-treated Patients : : : - )
Table 1. Baseline Demographics and Disease Characteristics of GUS-treated Patients With DLQI Score >4 at Baseline - Q & e The interpolated onset of MCID in mean DLQI score occurred at 21.1 days (3.0 weeks) following the initial GUS dose, with a
Characteristic AR b ] A = mean corresponding estimated mean PASI improvement of 29.2% (Figure 2)
> 40 — = median e The interpolated onset of MCID in median DLQI score occurred at 18.7 days (2.7 weeks) following the initial GUS
At (RS, s () w34 ULd) Il = IR dose, with a corresponding estimated median PASI improvement of 27.7% (Figure 2)
Male, n (%) 199 (71.3) min, max = range
White. n (%) 214 (76.7) Figure 2. Estimated Time to Onset of MCID in DLQI Score for GUS-treated Patients
30" Max 1 30 Max + 30
BMI (kg/m?), mean (SD) 29.6 (6.4) .
Max - 26 Max + 26 Median PASI
Psoriasis disease duration (years), mean (SD) 17.6 (12.1) ax 17 —A - 100
Age at diagnosis (years), mean (SD) 26.0 (13.2) A _____________-----A
: : . - . 1 Q8mmmmmmmon s T T Mean PASI i
Patients with psoriatic arthritis at baseline, n (%) 56 (20.1) o 20 Q3 s T 90
o "'o
BSA (%), mean (SD) / median (range) 28.6 (17.3) / 22.0 (10-90) é’, Medion B .. I\ e T
PASI score (0-72), mean (SD) / median (range) 22.3(9.4)/19.0 (12-68) g ,,,, -80
o £
PASI score, n (%) 107 Q1 g
>20 126 (45.2) 0 A
Min 1 5 Q3 5 =
<20 153 (54.8) Q3 ¢ S
— LL
IGA score, n (%) i Q1 : 1 1 L 0 60 -
0 Min- 0 Q : 0 , o =
Min O MinO = 9
Moderate (3) 210 (75.3) 8 =
(7)) - ()
Severe (4) 69 (24.7) 5 02
| .-
: .. o~ Q
Prior medication use, n (%) o PASI improvement at A 4 DLQI score =
_1 0 I I I I | 40 —
Biologics’ 62 (22.2) Mean=29.2% =
& Week 0 Week 8 Week 16 Week 24 edian_n7 7% 8
. . =z/(.(7/0
Anti-TNFa agents 30 (10.8) Max=maximum; min=minimum; Ql=end of the first quartile; Q3=end of the third quartile. 30 qL)
................................................................................................ = 0.
IL-12/23 inhibitors' 29 (10.4) : D
IL-17 inhibitors® 12 (4.3) [ During treatment with GUS, mean percent improvement from baseline in PASI was 77.9% at the first assessment at ] i E
. - - - - o I B
BMI=body mass index; BSA=body surface area; IGA=Investigator’s Global Assessment: IL=interleukin; SD=standard deviation; TNF=tumor necrosis factor. Week 8’ medlan percent Improvement from baselme In PASI was 831 /° (Table 3) i ._ ________ Mean DI_QI 20
‘Includes etanercept, infliximab, alefacept, efalizumab, ustekinumab, briakinumab, secukinumab, ixekizumab, or brodalumab; “includes etanercept or infliximab; 'includes ustekinumab or i -------------- .
briakinumab; *includes secukinumab, ixekizumab, or brodalumab. . . i
Table 3. PASI Percent Improvement From Baseline Through Week 24 for GUS-treated Patients (n=279) : 10
e Among patients randomized to GUS, 85% (n=279) had DLQI score >4 at baseline Week Mean (SD} Median (Range: IGR) i 1
5 Median DLQI
e During treatment with GUS, mean DLQI score decreased from 15.6 at baseline to 5.0 at the first assessment at Week 8: 8 77.9(20.2) 83.1 (-7.7-100.0; 67.4-93.2) 0 5 5187 D21 | | | 0
median DLQI score decreased from 15.0 to 3.0 (Table 2; Figure 1 16 9_ . _ ] ]
( ; Figure 1) 16 91.5 (14.8) 96.9 (-16.9-100.0; 88.5-100.0) Week 0 Week 8 Week 16 Week 24
_ 24 94.3 (12.4) 99.2 (-38.5-100.0; 93.5-100.0)
Table 2. DLQI Scores Through Week 24 for GUS-treated Patients (n=279) QR=inieruartie range: SO—standard deviation. Aechange: Deday Scan the QR code
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