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BACKGROUND OBJECTIVE/METHODS COHORT B BASELINE DEMOGRAPHICS
VISIBLE, a phase 3b, multicenter, randomized, double-blind, placebo AND DISEASE CHARACTERISTICS (N=1 02)

(PBO)-controlled clinical trial, evaluated the efficacy and safety of Assess the impact of GUS on patient-reported scalp PsO symptoms and HRQoL in Cohort B® through W100
guselkumab (GUS) in participants (pts) with moderate-to-severe plaque

N . . . —
psoriasis (PsO) across all skin tones VISIBLE included pts who Summary of VISIBLE Study HRQoL Outcomes Baseline Demographics Baseline Patient-Reported Outcomes
self-identified as non-white, Co-Primary Endpoints: ss-IGA 0/1 and PSSI 90 at Week 16 Presented Through W100
across all skin tones Mean age Male Mean weight FST Mean DLQI

000 Dermatology Life Quality m * 0-30
VISIBLE included two cohorts: e s Index (DLQI) Type I-1ll 37.3%

oo e DLQI 0/1 (no effect) m years @ b Type IV-VI 62.7%

0

Cohort A: pts with moderate-to-severe plaque PsO L GUS (-randomized) gzz:z :chsl;lumerlcal Rating Mean Scalp Itch

(]
o
- GUS 100 mg at WO and W4, then q8w Race/Ethnicity e Scalp Itch NRS: 0-10
" " " " " " e Mean NRS scores over time

. .- Multi-racial, Other, 1% American Indian or
Psoriatic Arthritis Impact 5.0% Alaska Native,

of Disease-12 (PsAID-12) 1.0%
e Mean PsAID-12 scores over time Middie Eastern,
4.9%

Cohort B: pts with moderate-to-severe scalp PsO

Cohort A: 103 pts with
moderate-to-severe
plaque PsO

Mean PsAID-12

Scalp is the most commonly involved high-impact site among patients "0

with moderate-to-severe plaque PsO, especially among those with skin of
color (SOC), and scalp PsO is associated with increased risk of psoriatic

Skin Discoloration

PBO->GUS Impact Evaluation

Hispanic or
GUS 100 mg at W16 and Questionnaire (SDIEQ) | thino
B W20, then q8w * Mean SDIEQ scores over time 38-2%, Mean PSSD
arthritis (PsA) Cohort B: 108 pts® with

. . o . . moderate-to-severe Psoriasis Symptoms and * 0-100
e Scalp PsO can negatively impact daily life, with symptoms and signs I s Signs Diary (PSSD) « 5 symptoms: itch, pain,

. . . . . . . | : stinging, burning, skin tightness
iIncluding pruritus, intense scaling, and even alopecia, causing great SSA 230%, PSSI 212, ss-IGA 23, e « Mean symptoms scores over time

. . . 1 and =1 plaque outside of the scalp
physical and social distress

Randomized (3:1)

BSA 210%, PASI =212, IGA =3

Crossover

Week 0 Week 16 Week 100 e Symptoms score of 0 834
\. J \\ J .

® Patients W|th PSO and SOC have re pOrted d d ispro portionateW greater BSA=Body surface area; IGA=Investigator’s Global Assessment: PASI=Psoriasis Area and Severity Index; PSSI=Psoriasis Scalp Severity Index; g8w=Every 8 weeks; ss-IGA=Scalp-specific Investigator’s Global Assessment; \
. . . . 23 SSA=Scalp surf: ; W=Week.
Impact of PsO on their health-related quality of life (HRQoL) “Outoomes were assessed in all ee/ig/b/e Cohort B pts (N=102) FST=Fitzpatrick Skin Type.

RESULTS

- o - - - - - - - -
Approximately 45% of GUS-randomized pts reported no effect of Ps0O on their : : : : . . Mean SDIEQ score, reflecting the effect of pigmentation on QoL, improved By W16, mean PsAID-12 score, reflecting PsA symptoms, improved to a
. o .. . : : By W16, meaningful improvement in mean scalp itch NRS was achieved in : : : : : : :
QoL by W16, with over 60% achieving and sustaining this endpoint through : : from the moderate to the mild range by W16 in the GUS-randomized group; patient acceptable level in the GUS-randomized group, and improvements
the GUS-randomized group, and was sustained through W100 : : : . :
W100 improvements in mean SDIEQ continued and were sustained though W100 were sustained through W100
- - L] L] a - - -
Figure 1. Proportion of Pts Achieving a DLQI Score of 0/1 Through W100? (NRI) Figure 2. Mean Scalp Itch NRS Through W100 Figure 3. Mean SDIEQ Scores Through W100 Figure 4. Mean PsAID-12 Scores Through Week 100
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Week Week Week
0 16 o4 30 48 84 100 PBO-GUS® N= 26 03 23 23 29 21 21 PBO->GUS? N= 26 23 23 23 22 21 21 21 PBO->GUS*N= 6 5 5 5 4 5 5
Week GUS N= 76 75 74 74 73 71 70 GUS N= 76 75 74 74 73 71 71 72 GUSP N= 22 20 20 21 21 21 21
P PBO -@®- PBO->GUS == GUS PBO -@®- PBO->GUS == GUS
PBO (N=26) =-®- PBO->GUS (N=23)° =i~ GUS (N=75) PBO -@- FBO>GRE _s#ll- GUS
*nominal p=0.003 vs PBO; p-values were based on the Cochran-Mantel-Haenszel x test stratified by FST (Type I-1ll/Type IV-VI). *nominal p<0.001 vs PBO; p-values are based on the mixed model for repeated measures; explanatory variables treatment group, visit, baseline score, *nominal p<0.001 vs PBO; p-values are based on the mixed model for repeated measures; explanatory variables included treatment group, visit, baseline *nominal p<0.001 vs PBO; p-values are based on the mixed model for repeated measures; explanatory variables included treatment group, visit, baseline
“‘Among pts with baseline DLQI >1. *For pts who were randomized to PBO at WO, only those pts who crossed over to GUS at or after W16 were included. FST (Type I-1Il/Type IV-VI), an interaction term of visit with treatment group, and an interaction term of visit with baseline score. score, FST (Type I-ll/Type IV-VI), an interaction term of visit with treatment group, and an interaction term of visit with baseline score. *For pts who were score, FST (Type I-1ll/Type IV-VI), an interaction term of visit with treatment group, and an interaction term of visit with baseline score. ?For pts who were
Pts who discontinued due to lack of efficacy or worsening PsO or used a prohibited PsO treatment prior to a designated study visit were considered not to have ?For pts who were randomized to PBO at WO, only those pts who crossed over to GUS at or after W16 were included. Baseline values were assigned if pts randomized to PBO at WO, only those pts who crossed over to GUS at or after W16 were included. Baseline values were assigned if pts discontinued due to randomized to PBO at WO, only those pts who crossed over to GUS at or after W16 were included. Baseline values were assigned if pts discontinued due fo
achieved the binary end point, and NRI was used for missing data. NRI=Nonresponder imputation. discontinued due to lack of efficacy or worsening PsO or used a prohibited PsO treatment (intercurrent events). Agi=Mean improvement from baseline; zero lack of efficacy or worsening PsO or used a prohibited PsO treatment. Agi=Mean improvement from baseline; zero change from baseline was assigned if pts lack of efficacy or worsening PsO or used a prohibited PsO treatment. Api=Mean improvement from baseline; zero change from baseline was assigned if pts
change from baseline was assigned if pts discontinued due to lack of efficacy or worsening PsO or used a prohibited PsO treatment (intercurrent events). discontinued due to lack of efficacy or worsening PsO or used a prohibited PsO treatment (intercurrent events). Qol=Quality of life. discontinued due to lack of efficacy or worsening PsO or used a prohibited PsO treatment (intercurrent events).

Figure 6. Pt Who Achieved Complete Scalp Clearance (ss-IGA O and PSSI 100) by W16 and sustained response through W100

Meaningful improvements in signs and symptoms of PsO were observed hy “ m CONCLUSIONS

W16 in the majority of GUS-randomized pts; improvements were sustained
through W100

Patient-reported outcomesassessing
L - QoL, scalp PsO symptoms, impact
e of skin dyspigmentation, and PsA
and this was sustained through W100 g§§:=17020%
u

Figure 5. Mean PSSD Symptoms Score Through W100
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: symptoms improved substantially by
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sustained or improved through
Figure 7. Pt Who Achieved Complete Scalp Clearance (ss-IGA O and PSSI 100) by W16 and sustained response through W100 WlOO
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SSA: 35% SSA: 0% SSA: 0% SSA: 0%

those with PsA, across all skin tones
over time

*p<0.001 vs PBO; p-values are based on the mixed model for repeated measures; explanatory variables included treatment group, visit, baseline score,
FST (Type I-IIl/Type IV-VI), an interaction term of visit with treatment group, and an interaction term of visit with baseline score. . J . J \_ J \_ J
?For pts who were randomized to PBO at WO, only those pts who crossed over to GUS at or after W16 were included. Baseline values were assigned if pts

discontinued due to lack of efficacy or worsening PsO or used a prohibited PsO treatment. Agi=Mean improvement from baseline; zero change from baseline

was assigned if pts discontinued due to lack of efficacy or worsening PsO or used a prohibited PsO treatment (intercurrent events).
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