
BACKGROUND

METHODS

Psoriasis frequently occurs with psoriatic arthritis (PsA) and/or cardiovascular and metabolic 
conditions

VISIBLE (NCT05272150) evaluated the efficacy of guselkumab versus placebo in skin of color 
participants with moderate-to-severe body or scalp predominant plaque psoriasis

As a first of its kind study 100% dedicated to people of color, VISIBLE provides insights into 
the frequency of psoriatic comorbidities in a diverse population

OBJECTIVES
 ● To examine the frequency of comorbid cardiometabolic conditions and PsA at baseline in VISIBLE 
clinical trial participants

 ● To evaluate treatment-related changes in patient-reported PsA impact in the subset of VISIBLE 
participants with PsA
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RESULTS

Figure 1. VISIBLE Population and Study Design
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Co-primary endpoints (at Week 16)

Cohort B:
Proportions of pts with: 
• ss-IGA score 0 or 1
• PSSI 90 response

Cohort A:
Proportions of pts with: 
• IGA score of 0 or 1
• PASI 90 response

VISIBLE included participants
who self-identi�ed as non-white,

across all skin tones

Population Study Design

History of or current signs/symptoms of severe, progressive, or uncontrolled 
renal, cardiac, vascular, pulmonary, gastrointestinal, endocrine, neurologic, 

hematologic, rheumatologic, psychiatric, or metabolic disturbances; 
unstable cardiovascular disease

BSA ≥10%, PASI ≥12, IGA ≥3

Cohort A: 
103 participants with
moderate-to-severe

plaque PsO

Week 0
SSA ≥30%, PSSI ≥12,

ss-IGA ≥3, and ≥1 plaque
outside of the scalp

Cohort B: 
108 participants with
moderate-to-severe

scalp PsO C
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Medical history-related exclusion criteria

BSA=Body surface area; DBL=Database lock; GUS=Guselkumab; IGA=Investigator’s Global Assessment; LTE=Long-term extension; PASI=Psoriasis Area and Severity Index; PBO=Placebo; PsO=Psoriasis; PSSI=Psoriasis Scalp Severity Index; Pts=Participants; q8w=Every 8 weeks; SSA=Scalp surface area; ss-IGA=Scalp-specific IGA; W=Week. 

 ● VISIBLE participants have a high burden of psoriasis-associated comorbidities, including 
pre-existing hypertension, diabetes, dyslipidemia, metabolic syndrome, and PsA

 ● Substantial proportions of VISIBLE participants had pre-existing PsA and cardiometabolic disease 
that was either undiagnosed or diagnosed but sub-optimally controlled at enrollment

 ● Participants with PsA reported high impact at baseline but achieved rapid and clinically meaningful 
improvements with guselkumab treatment at Week 16 that were sustained through Week 48

 ● Moderate to severe plaque psoriasis often comes with multiple comorbidities that could be managed 
in collaboration with other medical specialties

CONCLUSIONS

Overall, Cohort A and B participants randomized to guselkumab achieved clinically meaningful improvements (mean decrease from baseline of ≥3 points) 
and mean PsAID-12 scores indicative of patient-acceptable scores (≤3.95) at Week 16 that were sustained at Week 48 (Figure 4)

Figure 4. Mean PsAID-12 Scores Over Time Among VISIBLE Participants With PsA
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CFB=Mean change from baseline; GUS=Guselkumab; PBO=Placebo; PsAID-12=Psoriatic Arthritis Impact of Disease 12. aFor participants who were randomized to PBO at Week 0, only those participants who crossed over to GUS at or after Week 16 were included in Weeks 24 and 48. When participants discontinued 
study agent due to lack of efficacy, worsening of psoriasis, or use of a prohibited psoriasis treatment, baseline values (at Week 0) were assigned from that point onward.

Comorbid medical conditions were identified based on medical history and/or laboratory results and vital signs 
at screening/baseline of the VISIBLE study (Table 1)

Patient-reported impact 
and symptoms of PsA

by PSAID-12

In the efficacy analysis set of 
participants with PsA (either prior 
rheumatologist-confirmed diagnosis 
of PsA or Psoriasis Epidemiology 
Screening Tool [PEST] score ≥3 at 
the VISIBLE screening visit), PsA 
impact was measured using the 
Psoriatic Arthritis Impact of Disease 
12 (PsAID-12) instrument:

• Numeric rating scale covering 
12 physical and psychological 
domains considered important to 
patients with PsA1

• Final PsAID-12 scores range 
from 0 to 10 (higher results 
indicate worse status)

Table 1. Criteria for Identification of Baseline Psoriatic Comorbidities in VISIBLE

Hypertension
 ● MedDRA preferred term of Hypertension OR 
 ● Systolic BP ≥130 mmHg or diastolic BP ≥80 mmHg at ≥2 assessments across screening, Week 0, and Week 4

Diabetes
 ● MedDRA preferred term of Diabetes mellitus or Type 2 diabetes mellitus OR 
 ● HbA1c ≥6.5% at Week 0

Dyslipidemia

 ● MedDRA preferred term of Blood cholesterol increased, Hypercholesterolemia, High-density lipoprotein 
decreased, Hyperlipidemia, or Hypertriglyceridemia OR 

 ● Total cholesterol ≥200 mg/dL, LDL ≥160 mg/dL, triglycerides ≥200 mg/dL, or HDL <40 (males) or <50 (females) 
mg/dL at Week 0

Metabolic 
syndrome

Any 3 of the following criteria at Week 0: 
 ● BMI >30 kg/m2

 ● Triglycerides ≥150 mg/dL
 ● HDL <40 (males) or <50 (females) mg/dL
 ● BP ≥130/85 mmHg
 ● Fasting glucose ≥110 mg/dL

PsA
 ● Rheumatologist-confirmed diagnosis of PsA OR 
 ● PEST score ≥3 at screening

BMI=Body mass index; BP=Blood pressure; HbA1c=Hemoglobin A1C; HDL=High-density lipoprotein; LDL=Low-density lipoprotein; MedDRA=Medical Dictionary for Regulatory Activities; PEST=Psoriasis Epidemiology Screening Tool; 
PsA=Psoriatic arthritis

Mean baseline PsAID-12 scores for participants with PsA in both cohorts indicate substantial PsA burden at enrollment

Table 2. Rates of Psoriasis Comorbidities in VISIBLE Participants

Cohort A Cohort B

Comorbid condition
PBO 

(N=26)
GUS 

(N=77)
Total 

(N=103)
PBO 

(N=27)
GUS 

(N=81)
Total 

(N=108)

Hypertension 57.7% (n=15) 70.1% (n=54) 67.0% (n=69) 51.9% (n=14) 61.7% (n=50) 59.3% (n=64)

Diabetes 19.2% (n=5) 24.7% (n=19) 23.3% (n=24) 14.8% (n=4) 22.2% (n=18) 20.4% (n=22)

Dyslipidemia 92.3% (n=24) 71.4% (n=55) 76.7% (n=79) 63.0% (n=17) 67.9% (n=55) 66.7% (n=72)

Metabolic syndrome 42.3% (n=11) 37.7% (n=29) 38.8% (n=40) 14.8% (n=4) 29.6% (n=24) 25.9% (n=28)

PsA 30.1% (n=8) 32.5% (n=25) 32.0% (n=33) 23.1% (n=6)a 28.9% (n=22)a 27.5% (n=28)a

GUS=Guselkumab; PBO=Placebo; PsA=Psoriatic arthritis. aEfficacy analysis set, N=102 (PBO: N=26; GUS: N=76). 

Mean age

43.4 years

Mean weight

92.1 kg
34.1% FST I-III

65.9% FST IV-VI

64% Male

Cohort A+B Demographics (N=211)
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VISIBLE participant baseline characteristics are reflective of a diverse population with extensive skin/scalp psoriasis across all skin tones 

Mode of identification of comorbidities, whether by medical history and/or laboratory values/vital signs, provides information about whether a 
participant has a well-controlled comorbidity, undiagnosed comorbidity, or sub-optimally controlled comorbidity (Figure 2)

VISIBLE participants have a high burden of psoriasis comorbidities at baseline (Table 2)

Baseline Disease Characteristics

Cohort A (N=103)

PsO disease duration, y 14.9 (10.5)

PASI score (0-72) 20.8 (9.1)

BSA, % 26.8 (19.3)

IGA score, n (%)
3 78 (75.7)

4 25 (24.3)

Cohort B (N=102)

PsO disease duration, y 11.3 (10.6)

PSSI score (0-72) 34.3 (13.2)

SSA, % 59.8 (26.0)

ss-IGA score, n (%)
3 84 (82.4)

4 18 (17.6)

BMI=Body mass index; BSA=Body surface area; FST=Fitzpatrick skin type; IGA=Investigator Global Assessment; PASI=Psoriasis Area and Severity Index; PsO=Psoriasis; PSSI=Psoriasis Scalp Severity Index; SD=Standard deviation; SSA=Scalp surface area; ss-IGA=Scalp-specific–Investigator Global Assessment. Data are means (standard deviation) 
unless otherwise specified.

Figure 2. Identification of Hypertension and Diabetes by Medical History and/or Laboratory Values/Vital Signs

% of Cohort A participants with
hypertension identi�ed by:

% of Cohort B participants with
hypertension identi�ed by:

% of Cohort A participants with
diabetes identi�ed by:

% of Cohort B participants with
diabetes identi�ed by:

Hypertension Diabetes

0%

20%

40%

60%

80%

100%

Medical
history

High
SBP

High
DBP

High
SBP

+
DBP

Medical
history

and
High

SBP+DBP

0%

20%

40%

60%

80%

100%

Medical
history

High
SBP

High
DBP

High
SBP

+
DBP

Medical
history

and
High

SBP+DBP

Medical history
only
21%

Abnormal HbA1c
only
29% 

Both medical
history and

abnormal HbA1c
50%

Medical history
only
18%

Abnormal HbA1c
only
27% 

Both medical
history and

abnormal HbA1c
55%

HbA1c=Hemoglobin A1C; DBP=Diastolic blood pressure; SBP=Systolic blood pressure.

Comorbid PsA at baseline was identified based on history of rheumatologist-confirmed PsA or PEST score ≥3 at the VISIBLE screening visit (Figure 3)

Figure 3. Identification of Comorbid PsA by Rheumatologist-Confirmed Diagnosis vs Screening PEST
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PEST=Psoriasis Epidemiology Screening Tool; PsA=Psoriatic arthritis.
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