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Introduction
 ● Vitiligo is a chronic autoimmune disease that targets melanocytes, resulting in patches of skin depigmentation1 

 ● A cream formulation of ruxolitinib, a Janus kinase (JAK) JAK1/2 inhibitor, is approved in the United States, Europe,  
and the United Kingdom for topical treatment of nonsegmental vitiligo in patients aged ≥12 years2-4

 ● In two phase 3 studies of adults and adolescents with vitiligo (TRuE-V1 [NCT04052425], TRuE-V2 [NCT04057573]), 
ruxolitinib cream was statistically superior to vehicle at Week 24 in the primary and all key secondary efficacy endpoints5

Objectives
 ● We present post hoc Vitiligo Noticeability Scale (VNS) and facial Vitiligo Area Scoring Index (F-VASI) correlation data  
for patients who applied 1.5% ruxolitinib cream twice daily from Day 1 in the TRuE-V trials

Methods
Patients and Study Design

 ● The study design and eligibility criteria for the parent studies (TRuE-V1/TRuE-V2) have been described previously5

 – Patients ≥12 years old diagnosed with nonsegmental vitiligo with depigmentation covering ≤10% of total body 
surface area (BSA) were randomized 2:1 to apply 1.5% ruxolitinib cream twice daily or vehicle twice daily for  
24 weeks (Figure 1)

 – After 24 weeks of treatment, all patients could apply 1.5% ruxolitinib cream twice daily for an additional 28 weeks 
(through Week 52) in the open-label treatment extension

Figure 1. Study Design
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Endpoints and Analysis
 ● The VNS is a patient-reported measure of treatment success; patients were shown a baseline photograph and provided 
a mirror to assess how noticeable their facial vitiligo was at the study visit compared with baseline6

 – VNS scores were assessed on a 5-point scale (1-more noticeable, 2-as noticeable, 3-slightly less noticeable, 4-a lot 
less noticeable, 5-no longer noticeable) and 2 levels of response were defined for analysis: VNS 3/4/5 and VNS 4/5

 ● F-VASI response was assessed by physicians as a ≥50%, ≥75%, or ≥90% improvement from baseline (F-VASI50, 
F-VASI75, and F-VASI90, respectively)

 ● Pooled data for patients who had both VNS and F-VASI evaluations at Weeks 24 and 52 were categorized at Week 24 
and Week 52 by VNS responses (VNS 3/4/5 and VNS 4/5) and F-VASI responses (F-VASI50, F-VASI75, and F-VASI90)

Statistical Analysis
 ● VNS response was correlated with F-VASI response by tetrachoric (Rtet; for binary purposes) and polyserial correlations 
(for ordinal responses), and associated P values were calculated

Results
Patients

 ● A total of 674 patients were randomized in the TRuE-V1/TRuE-V2 trials (ruxolitinib cream, n=450; vehicle, n=224)

 – Mean (SD) age was 39.6 (15.1) years and disease duration was 14.8 (11.6) years 

 – Mean (SD) facial and total BSA at baseline was 1.02% (0.64%) and 7.39% (2.03%), respectively

F-VASI Response
 ● In total, 394 patients had VNS and F-VASI evaluations at Week 24, and 350 patients had VNS and F-VASI evaluations 
at Week 52

 ● Among those patients with evaluations at Week 24, F-VASI50, F-VASI75, and F-VASI90 were achieved by 51.8% 
(204/394), 31.0% (122/394), and 16.2% (64/394), respectively (Figure 2)

 ● By Week 52, an increased percentage of patients had achieved F-VASI responses (F-VASI50, 74.6% [261/350]; 
F-VASI75, 50.3% [176/350], F-VASI90, 30.3% [106/350])

Figure 2. F-VASI Response*
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* Among 394 patients at Week 24 and 390 patients at Week 52 with VNS and F-VASI evaluations.
F-VASI, facial Vitiligo Area Scoring Index; F-VASI50/75/90, F-VASI improvement from baseline of ≥50%/≥75%/≥90%.

VNS Response
 ● Among the 394 patients with VNS and F-VASI evaluations at Week 24, a VNS 3/4/5 response was achieved by 68.5%  
of patients (270/394) and VNS 4/5 response was achieved by 22.8% (90/394; Figure 3)

 ● By Week 52, response rates had increased to 82.9% (290/350) for VNS 3/4/5 and to 36.3% (127/350) for VNS 4/5

VNS 4/5 and F-VASI Response Correlation
 ● A VNS 4/5 response at Week 24 was weakly/moderately (Rtet, <0.50) but significantly correlated (P<0.0001)  
with F-VASI50, F-VASI75, and F-VASI95 at Week 24 and with F-VASI75 and F-VASI90 at Week 52 (Figure 4)

 ● A VNS 4/5 response at Week 52 was weakly/moderately (Rtet, <0.40) but significantly correlated (P<0.0001)  
with F-VASI50 and F-VASI75 at Week 24 and with F-VASI50 (P=0.001) and F-VASI75 (P<0.0001) at Week 52 

 ● The strongest correlations were observed for VNS 4/5 and F-VASI75 responses at Week 24 (Rtet, 0.49; P<0.0001), 
indicating a moderately positive association between variables

Figure 3. VNS Response*
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* Among 394 patients at Week 24 and 390 patients at Week 52 with VNS and F-VASI evaluations.
VNS, Vitiligo Noticeability Scale; VNS 3/4/5, VNS response of a lot less noticeable/slightly less noticeable/no longer noticeable compared with baseline; VNS 4/5, VNS response of a lot less noticeable/no longer 
noticeable compared with baseline.

Figure 4. Tetrachoric Correlation Between VNS 4/5 and F-VASI Responses
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noticeable/no longer noticeable compared with baseline.

VNS 3/4/5 and F-VASI Response Correlation
 ● A VNS 3/4/5 response at Week 24 was weakly/moderately (Rtet, <0.50) but significantly correlated (P<0.0001) with F-VASI50, 
F-VASI75, and F-VASI95 at Week 24 and with F-VASI75 (P=0.0001) and F-VASI90 (P=0.001) at Week 52 (Figure 5)

 ● A VNS 3/4/5 response at Week 52 was weakly/moderately (Rtet, <0.50) but significantly correlated with F-VASI50 
(P<0.0001) and F-VASI75 (P=0.002) at Week 24 and with F-VASI50 (P<0.0001) and F-VASI75 (P=0.0005) at Week 52 

 ● The strongest correlations were observed for VNS 3/4/5 and F-VASI50 responses at Week 24 (Rtet, 0.49; P<0.0001), 
indicating a moderately positive association between variables

Figure 5. Tetrachoric Correlation Between VNS 3/4/5 and F-VASI Responses
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Conclusions 
 ● This pooled post hoc analysis of patients from the TRuE-V trials treated with ruxolitinib 

cream showed that the quality and patients’ perception of repigmentation as reflected by 
patient-reported VNS was moderately but significantly associated with physician-assessed 
F-VASI clinical outcomes

 ● These findings suggest that patient-reported VNS response does not necessarily predict 
physician-reported F-VASI response; therefore, both tools are important to assess outcomes 
since they measure different constructs of interest
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