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Objective
	● To evaluate ruxolitinib cream treatment through 

2 years in the TRuE-V LTE study based on initial 
randomization in TRuE-V1/TRuE-V2

Conclusions
	● Ruxolitinib cream produced continued 

improvement of repigmentation through 2 years, 
both among patients who applied ruxolitinib 
cream from Day 1 and among those who 
crossed over from vehicle to ruxolitinib cream 
after 6 months

	● Higher repigmentation rates were observed 
with longer duration of ruxolitinib cream 
treatment regardless of the initial treatment 
applied, although response rates were lower 
among patients who applied vehicle for the 
first 6 months

	● Ruxolitinib cream was generally well tolerated 
through 2 years of treatment

Abbreviations
BID, twice daily; DBVC, double-blind vehicle-controlled; EOS, end of study; 

F-VASI75/90, ≥75/90% improvement from baseline in facial VASI; JAK, Janus kinase; 
LTE, long-term extension; OLE, open-label extension; RUX-RUX, ruxolitinib cream 
from Day 1; TEAE, treatment-emergent adverse event; TRuE-V, Topical Ruxolitinib 

Evaluation in Vitiligo; T-VASI50, ≥50% improvement from baseline in total VASI; 
VASI, Vitiligo Area Scoring Index; VEH-RUX, vehicle to ruxolitinib cream after Week 24.
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Introduction
	● Vitiligo is a chronic autoimmune disease that targets melanocytes, causing skin depigmentation1

	● Ruxolitinib, a JAK1/JAK2 inhibitor,2 cream demonstrated statistically superior repigmentation vs vehicle at Week 24, with 
continued improvement through Week 52 in the phase 3 TRuE-V1/TRuE-V2 studies3

Methods

Results
	● The analysis included 400 patients who applied ruxolitinib cream in the TRuE-V LTE, including 270 patients in the RUX-RUX 

group and 130 patients in the VEH-RUX group
Efficacy

	● The percentage of patients achieving efficacy response milestones (F-VASI75, F-VASI90, and T-VASI50) increased steadily 
through 2 years of treatment, although response rates were lower for patients initially randomized to vehicle (Figure 2)

Figure 2. Response Rates for Facial and Total VASI Milestones Through 2 Years (ITT Population)
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Safety 
	● Ruxolitinib cream was generally well tolerated through 2 years of treatment (Table 1)
	● The most common TEAEs occurring with application of ruxolitinib cream were COVID-19 (81/400; 20.3%), nasopharyngitis 

(38/400; 9.5%), upper respiratory tract infection (26/400; 6.5%), application site acne (25/400; 6.3%), and headache (23/400; 5.8%)

Table 1. TEAEs Among Patients Through 2 Years (Safety Population)

Parameter, n (%) Ruxolitinib cream (N=400)
Patients with TEAE 285 (71.3)
Patients with treatment-related TEAE 67 (16.8)

Most common treatment-related TEAEs*
Application site acne 20 (5.0)
Application site pruritus 18 (4.5)
Application site dermatitis	  7 (1.8)
Application site rash 7 (1.8)
Application site erythema 4 (1.0)
Application site pain 4 (1.0)
Application site discoloration 3 (0.8)
Application site exfoliation 3 (0.8)
Application site dryness 2 (0.5)
Application site folliculitis 2 (0.5)
Headache 2 (0.5)
Upper respiratory tract infection 2 (0.5)

Patients with application site reactions  67 (16.8)
Patients with serious TEAE† 19 (4.8)
Patients with grade ≥3 TEAE† 24 (6.0)
Patients with TEAE leading to discontinuation 1 (0.3)
Patients with TEAE leading to dose reduction 4 (1.0)

* Occurring in ≥2 patients. 
† No serious or grade ≥3 TEAEs occurred in >1 patient.

Efficacy and Safety of Ruxolitinib Cream for 
the Treatment of Vitiligo Through 2 Years in the 
TRuE-V Studies

Figure 1. Study Design: Randomized Phase 3 Clinical Trials 

Week

Nonsegmental
Vitiligo

Adolescents and 
adults aged 
≥12 years

Randomized 2:1

1.5% Ruxolitinib 
Cream BID

Vehicle BID

DBVC
(24 weeks)

OLE
(28 weeks)

1.5% Ruxolitinib 
Cream BID Follow-Up

Vehicle* BID
(ie, withdrawal arm, n=58)

1.5% Ruxolitinib Cream BID
(ie, treatment continuation arm, n=58

1.5% Ruxolitinib Cream BID
(n=342)

Cohort B:
<F-VASI90

Cohort A:
≥F-VASI90

Follow-Up
(30 days)

Cohort 
Enrollment

52 80 104 EOS0 5224

TRuE-V1/TRuE-V2
LTE 

(52 weeks)

TRuE-V LTE

Red boxes show groups included in this analysis.  
* �Patients randomized to vehicle who relapsed (ie, <F-VASI75) could apply 1.5% ruxolitinib cream BID rescue treatment for the 

remainder of the TRuE-V LTE.

	● TRuE-V LTE (NCT04530344) was a rollover 
randomized withdrawal and treatment-
extension study enrolling patients who 
completed TRuE-V1/TRuE-V2 (NCT04052425/
NCT04057573; Figure 1)

	● This post hoc analysis determined the efficacy 
(facial and total VASI milestones) of ruxolitinib 
cream application through 2 years in the 
TRuE-V1/TRuE-V23 and TRuE-V LTE studies 
by initial randomization on Day 1; safety was 
assessed in all patients who applied ruxolitinib 
cream regardless of initial randomization 
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