VISIBLE COHORT B: GUSELKUMAB DEMONSTRATES SIGNIFICANT SCALP CLEARANCE AT WEEK 16 IN PARTICIPANTS WITH MODERATE-TO-SEVERE
SCALP PSORIASIS ACROSS ALL SKIN TONES
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BACKGROUND/OBJECTIVE METHODS BASELINE DEMOGRAPHICS

Scalp psoriasis (PsO) can cause great physical and social distress, with up to 97% of affected Figure 1. VISIBLE Study Design Co-Primary Endpoints at Week 16 Baseline demographics were generally balanced hetween the GUS and PBO groups for participants across all skin tones

indviduals reporting that it interferes with their daily fife Blinded PBO-controlled Active treatment Long-Term Extension — Cohort A PASI 90 & IGA 0/1

(Weeks 0-16) PE (Weeks 16-48) (Weeks 48-112) Table 1. Baseline Demographics: Cohort B Figure 2. Race/Ethnicity Composition

Scalp PsO is often associated with intense pruritus and scaling. In some cases, it can even result in b — Cohort B PSSI 90 & ss-IGA O/1 PBO PBO (n=26) GUS (n=76)

alopecia which, in most cases, is reversible with appropriate treatment.? Cohort A Cohort B

. Key Inclusion Criteria: >18 years of age, self- Efficacy analysis set, n 26 76 102 Middle ~ Multi-racial Multi-racial  Q'her  American Indian
' : identification as non-white Eastern  7.7% Middle >3% 3% /" or Alaska Native

Skin PsO Scalp PsO : iden Age (years) 41.1 (13.1) 42.9 (13.9) 42.5 (13.6) . Middle 1.3%

VISIBLE is an ongoing, first-of-its kind, large-scale, prospective, Phase 3b, randomized, double- * BSA>10% e SSA =30% =

blind, placebo (PBO)-controlled study designed to evaluate the efficacy and safety of guselkumab * PASI>12 PSSI > 12

— All Fitzpatrick Skin Types (FST) 1-VI,?® as Male, n (%) 18 (69.2%) 40 (52.6%) 58 (56.9%) 5.3%
determined by colorimetry, were eligible 2
(GUS) in patients of color across all skin tones, with a cohort specifically dedicated to moderate-to- * IGA=3 ss-IGA 2 3 BM, (kg/m*) 28.3 (6.3) 31.6 (8.2) 30.8 (7.9)
In Cohort B, 108 participants were randomized 3:1 Weight (kg) 82003 300G 0 Es-1(23.9)
to receive GUS SC or PBO at Weeks 0O, 4, then every FST Strata, n (%)

severe scalp PsO > 1 plaque
outside scalp
8 weeks |11l 10 (38.5%) 28 (36.8%) 38 (37.3%)

The VISIBLE study population is comprised of two cohorts, Cohort A and Cohort B (see Figure 1); ) N<50% ) N<50%
results for Cohort B are presented in this analysis @ N>50% @ N>50%

RANDOMIZED (3:1)

The efficacy analysis population included all V-V 16 (61.5%) 48 (63.2%) 64 (62.7%)
Assessment [ss-IGA] score, Psoriasis Scalp Severity Index [PSSI], Scalp Surface Area [SSA]) at a a a randomized participants (n=108) Participants with psoriatic arthritis, n (%)° 6 (23.1%) 22 (28.9%) 28 (27.4%)
Week 16 and safety in participants with moderate-to-severe scalp Ps0 across all skin tones

CROSSOVER

BMI=Body mass index; SD=Standard deviation. Data shown are mean (SD), unless otherwise indicated. °Psoriatic arthritis participants are those who are
BSA=Body surface area; & —Database lock;: IGA=Investigator Global Assessment: PASI=Psoriasis Area and Severity Index; PE=Co-primary endpoints; SC=Subcutaneously. rheumatologist confirmed or PEST positive at screening.

RESULTS

Disease severity, as measured by ss-IGA, PSSI, and SSA, reflect extensive moderate-to- Significantly greater proportions of participants in the GUS group achieved the co-primary Significantly greater mean percent improvement from baseline PSSI was observed in the Figure 9. Efficacy in a Participant Self-ldentifying as Asian, FST I
severe scalp disease endpoints compared to the PBO group at Week 16 GUS group vs the PBO group at Week 16 ____ Week 16

CONCLUSIONS

After just 3 doses of GUS, the majority of participants achieved rapid and significant
scalp clearance across all measures evaluated, with nearly 6 of 10 achieving

complete scalp clearance at Week 16 Table 2. Disease Characteristics: Cohort B Figure 5. Co-Primary Endpoints: ss-IGA 0/1 and PSSI 90 at Week 16 Figure 7. Major Secondary Endpoint: Percent Improvement From Baseline (LS Mean)
These results highlight that GUS is a highly effective treatment for extensive moderate- PBO 100 PSSI at Week 16
to-severe scalp Ps0O and will enable evidence-based shared decision-making for people Efficacy analysis set, n 26 76 102 T 80 - 100 87 6+
with scalp Ps0 across diverse populations and the full range of skin tones ss-IGA, n (%) ° 9 : 65.8 .
Moderate (3) 20 (76.9%) 64 (84.2%) 84 (82.4%) gt ©0 £ o
Severe (4) 6 (23.1%) 12 (15.8%) 18 (17.6%) S e 23
85 40 °©® 60
PSSI (0-72) 34.0 (11.8) 34.4 (13.7) 34.3 (13.2) o € g- 8
of participants . SSA (%) 56.6 (22.4) 60.8 (27.1) 59.8 (26.0) ag 20 11.5 38 =c 40 37.8
: - . mean % improvement S - t 6
achieved a clear/minimal >80% in PSSI and SSA IGA, n (%) 0 o &
scalp PsO response fter 3 d Minimal (1) 0 1(1.3%) 1 (1.0%) ss-1GA 0/1 PSSI 90 5 20
(ss-IGA 0/1) atter < doses Mild (2) 0 3 (3.9%) 3 (2.9%) PBO (n=26) B GUS (n=76) o . ss-IGA: 3, PSSI: 42, SSA: 100 ss-IGA: 0, PSSI: 0, SSA: 0
Moderate (3) 19 (73.1%) 60 (78.9%) 79 (77.5%) ;';*p<01‘.'001dvst PdiO.gC/?Z:Cr;cf/zrar/:/\/}lar;?/—/—/;ensze/. p-(;/ra/z;e; gre based 7EJn pCMthiesdt ;trgtitﬁedt by iiT(?j/tpe M;—//;/T,lvge IV-VI). N;)C/rz—recs/ponder ;':r)npthjz‘az‘ioTD W?S ;fsetd; ,o;gt/c/pam‘; va;o PBO (n=2 5) B GUS (n=75) Photos are from a consenting participant during the blinded phase of the VISIBLE Study.
. . Severe (4) 7 (269%) 12 (158%) 19 (186%) WZfeOZ(;Zg,ederSeg no;’i’_reefsl ngjef&ac or erficacy, worsening or FsU, or use or a pronipiie SU lreatment prior to Wee were consiaerea non-responaers. Farticipants witn missin, ala . . S . hed Eoe S e e e were based on o chanee was assiened for :
~600A) Of pal‘tICIpantS PASI (0_72) 17.1 (82) 13.7 (96) 14.6 (93) 0 pqr@g%aor% whgggcéi%lugd étud)iggentdu/!to /aélyc)ﬂz‘ﬂeRfli‘gcaAc/ly V\Z)ri]zmrtlgMofdP;g é)r irl;itica,gda proh‘/bL/'\?eAg PsO tregtr[;zem/‘pr/or to a/ee/f/]é //‘\ﬂﬂfggr/g dZata WZreiand/ed bngMdRCW under Table 3. Key safety |nf0rmatI0n Through WEEk 16: COhOI‘t B
achieved complete median time to achieve e Median time to achieve PSSI 90 response for the GUS group was 11.6 weeks (vs not achieved for isSIng at andom assumplon
BSA (%) 19.1 (12.1) 15.7 (15.0) 16.6 (14.4) PBO
CIearance Of scalp Pso PSSI 90 response Data shown are mean (SD), unless otherwise indicated. the PBO group) Safet | . t 27 81
after 3 doses Significantly greater mean percent improvement from baseline SSA was observed in the alely analysts set
Despite the high degree of disease severity, <20% of participants had any previous exposure A majority of participants in the GUS group achieved complete scalp clearance (ss-IGA 0 and GUS group vs the PBO group at Week 16 Average duration of follow-up (weeks) 15'40 102 )
to systemic therapy (proportions of participants receiving prior phototherapy, non-biologic PSSI 100) compared to the PBO group at Week 16 =1 AE RS SR
. . . . . . . . Di tinued due to >1 AE 0 0
systemics, and biologics were 11.8%, 17.6%, and 12.7%, respectively) Figure 8. Major Secondary Endpoint: Percent Improvement From Baseline (LS Mean) >:s::1'""e ueto= . O
_ _ o _ Figure 6. Major Secondary Endpoints: ss-IGA O and PSSI 100 at Week 16 SSA at Week 16 e ) o
Figure 4. Previous PsO Medications/Therapies: Cohort B 21 Injection site reactions 0 1 (1.2%)
] . ] 100 - 100 86.6*** Infections 1 (3.7%) 12 (14.8%)
Topical X Non-bIO|99lfS - - . < 80 S 30 Serious infections 1 (3.7%) 0
Agents Phototherapy Systemics Biologics 0 Y 57.9%*** 59,2%** qE> _qg, Malignancies (including NMSC) 0 0
. . 8 E 60 § 2 60 Active TB 0 0
c
‘ 82 40 & o IBD 0 0
o = = e 40 33.4
11.8% 17.6% 12.7% 2§ 20 €5 MACE 0 0
' 1070 <170 o 3.8 3.8 S 5, Deaths 0 0
O (] AE=Adverse events; IBD=Inflammatory bowel disease; MACE=Major adverse cardiovascular events; NMSC=Nonmelanoma skin cancer; SAE=Serious adverse events; TB=Tuberculosis. Data
ss-lGA 0 PSS' 100 (s O Zﬁ;vcvgde;rs SSI(Z Ajgéegs/? /(‘)tceerrsljfésne 2/gd]/'cated. Participants are counted only once for any given event, regardless of the number of times they actually experienced the event. Adverse events
PBO (n=26) B GUS (n=76) — — _ _ _ _ _
PBO (n=23) W GUS (n=75) e Safety outcomes were consistent with the established GUS safety profile and no new safety signals
PUVA=Psoralen plus ultraviolet A; UVB=Ultraviolet B. °Includes PUVA or UVB. ‘Includes PUVA, methotrexate, cyclosporine, acitretin. “Includes etanercept, infliximab, adalimumab, ***p<0.001 vs PBO. p-values are based on CMH test stratified by FST (Type I-lll/Type IV-VI). Non-responder imputation was used; participants who discontinued study agent due to lack of ***n<0.001 vs PBO. LSMeans and p-value were based on MMRM. Zero change was assigned for participants who discontinued study agent due to lack of efficacy, worsening of PsO, or . o
SS'IG A: 4, PSSI: 72, SS A: 100 SS'IG A: 0’ PSSI: 0, SS A: 0 certolizumab, brodalumab, ixekizumab, secukinumab, ustekinumab. efficacy, worsening of PsO, or use of a prohibited PsO treatment prior to Week 16 were considered non-responders. Participants with missing data were considered non-responders. initiated a prohibited PsO treatment prior to Week 16. Missing data were handled by MMRM under missing at random assumption. were Ideﬂtlfled
Photos are from a consenting participant during the blinded phase of the VISIBLE Study.
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