
Abstract N°: 2448

Design of a phase 2a, double-blind, placebo-controlled, global trial of MK-6194, a modified form of IL-2, in

participants with non-segmental vitiligo.
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Introduction & Objectives:

Current systemic treatments for vitiligo offer limited efficacy, have potential safety concerns with extended use

and can be burdensome or undesirable in application. In vitro and in vivo data suggests regulatory T cells (Tregs)
are involved in the pathogenesis of Vitiligo. Treg expansion using low dose IL-2 has shown preliminary evidence

of clinical efficacy in a variety of autoimmune diseases. However, its use is limited by a narrow therapeutic window

of dose for minimizing activation of the cytotoxic immune cells and frequent injections due to its short half-life.

MK-6194 is a modified form of IL-2 that selectively expands Tregs without significant effects on other immune cell

types. MK-6194 administered subcutaneously is generally well tolerated in the completed and ongoing Phase 1

clinical studies at single doses up to 10 mg. In healthy adults, the half-life of MK-6194 is ~20–28 hours after

single-dose administration, with dose-related increases in total Tregs.

This study will evaluate the efficacy and safety of MK-6194 at two dose regimens in patients with nonsegmental

vitiligo (NCT06113328).

Materials & Methods:

This phase 2a, multicentre, randomized, double-blind, placebo-controlled trial is enrolling adults (aged 18-75

years) with a clinical diagnosis of non-segmental vitiligo of ≥6 months (Figure 1). Eligible participants (Table 1)
will be randomized to receive subcutaneous administration of either placebo or one of the dose regimens of MK-

6194 for 24 weeks (double-blind placebo controlled treatment period) and followed-up in a further 24 weeks

double-blinded extension. In the double-blinded extension period, participants will continue their original

treatment regimen if treated with MK ​6194 in the double-blind treatment period and participants will be

randomized to receive one of the two MK-6194 regimens if previously treated with placebo.

The study will also be stratified by history of previous JAKi use (yes vs no) and stable vs active non-segmental

vitiligo at randomization. The primary efficacy endpoint is percent change from baseline in Facial Vitiligo Area

Scoring Index (F-VASI) and the primary safety endpoint is number of adverse events (AE) and discontinuation due

to AEs at Week 24. Percentage change from baseline in total Vitiligo Area Scoring Index (T-VASI, including the

face) will be assessed as a secondary endpoint at Week 24, along with other exploratory endpoints, including

patient-reported outcomes, pharmacokinetics and pharmacodynamics.

Results:

Approximately 165 participants (55 per treatment group) will be randomized in Europe, USA, Canada and the Asia

Pacific region. The study is actively recruiting; no data are yet available.



Conclusion:

This phase 2a trial will outline the efficacy, safety, and tolerability of MK-6194 compared with placebo in patients

with non-segmental vitiligo.
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