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VISIBLE: CLEARANCE AND SYMPTOM IMPROVEMENT WITH GUSELKUMAB AT WEEK 16
IN SKIN OF COLOR PARTICIPANTS WITH MODERATE-TO-SEVERE PLAQUE PSORIASIS
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BACKGROUND/OBJECTIVE METHODS CONCLUSIONS

VISIBLE is a first-of-its-kind, large-scale, prospective, Phase 3b, randomized, double-blind, VISIBLE Study Design Aft 3 d f GUS Yy tl t
placebo (PBO)-controlled study dedicated to participants with moderate-to-severe plaque Physician-Reported Outcomes er oses o , a Sslignimncantly greater

psoriasis (PsO) across all skin tones 4 A Dicence ﬁ PASI: Measures redness, | proportion of participants achieved IGA 0/1 and
severi n 1| thickness, scaling, and
m m W% ;(?pzint’zls:alz h_l BSA, with scores ranging PASI 90 VS PBO

VISIBLE is an ongoing study comprised of 2 cohorts, Cohort A and Cohort B; only data for from 0-72 )

Cohort A are presented | BSA210% | PASI 212 | IGA23 | =) Randomized 3:1 —

e o patlent-Reported Oyfme VISIBLE results will enable evidence-based medical
VISIBLE Cohort A: 103 participants subcutaneously at At Week 16

| J decision-making and address additional unmet
Here we evaluate Cohort A Week 16 results comparing the efficacy of guselkumab (GUS) With moderate-to severe pladue Weeks 0, 4, then Q  PosD: Measuresgevepoltems, including s

psoriasis who self-identified as

g @ itch, redness, dryness, and scaling - - C .
vs PBO, along with effects of treatment on health-related quality of life, as measured by non-white, across all skin tones every 8 weeks needs for psoriasis patients across all skin tones
the Psoriasis Symptoms and Signs Diary (PSSD)

BSA=body surface area; GUS=guselkumab; IGA=Investigator’s Global Assessment; PASI=Psoriasis Area and Severity Index; PBO=placebo, PSSD=Psoriasis Symptoms and Signs Diary.

RESULTS

Baseline Demographics Significantly greater proportions of participants in the GUS vs PBO group achieved the

The GUS group achieved greater mean O The proportions of  GUS-treated o Safety outcomes were consistent
co-primary endpoints and achieved complete clearance at Week 16 percent improvements from baseline in participants achieving improvements in with the established safety profile
Mean Mean PsO Mean Self-identified race/ethnicity . . .
age duration weight MU oty PASI and BSA vs the PBO group at Week 16 J|  PASI components (scaling, induration, of GUS
Middle Factal 2.9

Eastern 4.8%
7.8%

erythema) at Week 16 were similar e No new safety signals were identified
Co-primary: IGA 0/1 and PASI 90 Week 0 Week 16
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20.8 i, 3.8 0.9 . >1 AE
0.0 19.2%) (37.7%
Meanpasi (0| 0 0 Greater mean improvements from ( ) | )
— ' A0/ oAS! 501 : S t o t baseline in overall PSSD symptom score Discontinued due to >1 AE" 0 1 (1.3%)
MeanBsA (0 | i E;ﬁ?tey ean FASTImprovemen ean B3A Improvemen were observed for the GUS group vs
Measures PBO (n=26) M GUS (n=77) the PBO group (49.4 vs 8.2, p<0.001) at 21 SAE 0 0
75.7% 24.3% PBO (n=26) M GUS (n=75-76) Week 16. with similar i )
0 1 . . . .
IGA [ ee ’ with similar |mprovements In >1 InJectlon site reactions 0 0
individual PSSD measures
Mean PSSD Patient-Reported Complete Clearance = 3 16
symptoms Score |0 Outcome Infections
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Previous PsO Medications/Therapies (% of Participants) PASI=31 A PASI 1001 g 10 . . .
— < Serious infections 0 0
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- + ini i Data shown are n (%), unless otherwise indicated. *Participant
: et PBO (n=26) W GUS (n=77) PASI=13.5 A PASI 100 ***p<0.001 vs PBO. LS means and p-values are based on MMRM. Zero change Fllnlcally mea? neul 24 25 24 25 disconﬁnuvgd due to (iror: eLtIi o and atc‘)/v Iic c;errlnau'ﬁs Partici Iints
Non-biologic Systemics** Biologics p<0. : p : g improvement petig p . p
was assigned after participants discontinued study agent due to lack of PBO (n=26) B GUS (n=76) are counted only once for any given event, regardless of the
*Includes PUVA or UVB. **Includes PUVA, methotrexate, cyclosporine, acitretin. ‘Includes etanercept, **p<0.01 vs PBO. ***p<0.001 vs PBO. p-values are based on Cochran-Mantel-Haenszel test stratified by FST I-11l/IV-VI. Non-responder imputation efficacy/worsening of PsO or initiated a prohibited PsO treatment. Missing number of times they actually experienced the event. AEs
infliximab, adalimumab, certolizumab, brodalumab, ixekizumab, secukinumab, ustekinumab. was used; participants who discontinued study agent due to lack of efficacy, worsening of PsO, or use of a prohibited PsO treatment prior to Week data were handled by MMRM under missing at random assumption. BSA=body are coded using MedDRA version 25.1. AE=adverse event;
BSA=body surface area; IGA=Investigator’s Global Assessment; PASI=Psoriasis Area and Severity 16 were considered non-responders. Participants with missing data were considered non-responders. '>90% or =100% improvement from baseline surface area; GUS=guselkumab; IGA=Investigator’s Global Assessment; ***Nominal p<0.001 vs PBO. LS means and p-values are based on MMRM. GUS=guselkumab; IBD=inflammatory bowel disease; MACE=major
Index; PsO=psoriasis; PSSD=Psoriasis Symptoms and Signs Diary; PUVA=psoralen plus ultraviolet A; in PASI. FST=Fitzpatrick skin type;, GUS=guselkumab,; IGA=Investigator’s Global Assessment; PASI=Psoriasis Area and Severity Index; PBO=placebo; LS=least square; MMRM=mixed model for repeated measures; PASI=Psoriasis GUS=guselkumab; LS=least square; PBO=placebo; MMRM=mixed model for adverse cardiovascular event; NMSC=nonmelanoma skin cancer;
UVB=ultraviolet B. PsO=psoriasis. Area and Severity Index; PBO=placebo,; PsO=psoriasis. repeated measures. PBO=placebo; SAE=serious adverse event; TB=tuberculosis.
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