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Efficacy and safety of ruxolitinib cream
in patients with lichen sclerosus: Results
from a phase 2, randomized,
double-blind, vehicle-controlled study

Andrew T. Goldstein, MD,"” Zhihong Lai, PhD,“ Rong Rong, PhD,° Haq Nawaz, MD, MPH, MBA, MS, and

Melissa M. Mauskar, MD*

Background: Effective nonsteroidal treatment options for patients with lichen sclerosus (LS) are limited.
Objective: To evaluate the efficacy and safety of 1.5% ruxolitinib cream in adult women with anogenital LS.

Methods: This phase 2 study (NCT05593445) enrolled women with LS affecting =10% of their body
surface area, Investigator’s Global Assessment score =2, and baseline Itch Numerical Rating Scale (NRS)
=4. Patients were randomized 1:1 to twice-daily application of 1.5% ruxolitinib cream or vehicle for 12
weeks, after which all patients applied ruxolitinib cream (once or twice daily) through week 24. The
primary endpoint was =4-point improvement from baseline in Itch NRS at week 12.

Results: Sixty-one patients were randomized. At week 12, similar proportions of patients in the ruxolitinib
cream and vehicle groups achieved =4-point improvement from baseline in Itch NRS (35.7% vs 40.0%, P =
.737). The ruxolitinib cream group had greater reductions in total Clinical Lichen Sclerosus Score versus
vehicle (—5.79 vs —3.03; P = .019). Application site reactions were infrequent (n = 4; grade 1/2), and no
serious adverse events were reported with ruxolitinib cream.

Limitations: Treatment duration was relatively short.
Conclusion: Ruxolitinib cream significantly improved clinical signs of LS, but not itch, versus vehicle and
was generally well tolerated in women with LS. (J Am Acad Dermatol https://doi.org/10.1016/

j.jaad.2026.04.1993.)
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INTRODUCTION

Lichen sclerosus (LS) is a chronic inflammatory
cutaneous condition affecting approximately 1% to
3% of women in the general population."” LS
predominantly affects the skin in the anogenital area;
affected skin is characterized by white patches,
atrophy, fissures, and ulcers.””® Although 10% to
15% of patients with LS are
asymptomatic,” LS is often
accompanied by  severe
pruritus, pain, and local
burning.>>*  Ultimately, LS
can result in changes in

CAPSULE SUMMARY

- There are limited effective nonsteroidal
treatments for patients with lichen
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for LS. Ruxolitinib is a potent and selective JAK1/
JAK2 inhibitor,”” and the topical formulation (1.5%
ruxolitinib cream) has demonstrated efficacy and
safety in several dermatologic diseases.”” " Here, we
report the results of a phase 2, randomized clinical
trial of 1.5% ruxolitinib cream versus vehicle in
women with biopsy-confirmed LS.

METHODS

Patients and study design
This was a phase 2, ran-

domized, double-blind study

(NCT05593445) conducted at

anogenital architecture, geni- clSioslic: 11 sites in the United
tourinary complications, - Although not superior to vehicle at States and Canada. Eligible
impaired sexual function, reducing itch, 1.5% ruxolitinib cream patients were women aged
reduced quality of life, application resulted in significant =18 years, with a biopsy-

depression, and anxiety.

Although the etiology of
LS is not fully understood,”
its  pathogenesis is T
cell-mediated and associated with upregulation of
proinflammatory cytokines, including tumor necro-
sis factor a and Janus kinase (JAK)—associated
cytokines.”” ' Patients with LS often have comorbid
autoimmune conditions, such as thyroid diseases,
lichen planus, and psoriasis,™”'*'" and are at an
increased risk of developing squamous cell
carcinoma.””"?

Lifelong use of ultra-potent and potent topical
corticosteroids at the dose and frequency that pro-
vides symptom and disease sign control is recom-
mended to prevent architectural change and reduce
the risk of squamous cell carcinoma. However, local
adverse effects may occur in a small number of
patients with LS during long-term management,
particularly with active daily use.”'*"” Additional
treatment options include intralesional corticoste-
roids, topical calcineurin inhibitors, and photother-
apy; off-label use of systemic treatments including
retinoids and methotrexate may be considered for
persistent, nonresponsive, or widespread disease.'”
Treatment with emollients may be beneficial after an
initial course of topical corticosteroids.'® Additional
topical treatments that are effective and well toler-
ated for long-term use are needed.

Case studies and small single-arm trials have
reported that patients with LS have achieved disease
control with adalimumab (tumor necrosis factor «
inhibitor),'”*" abrocitinib (JAK1 inhibitor),”’ and
baricitinib (JAK1/JAK2 inhibitor),” " suggesting
that suppression of autoimmunity via inhibition of
JAK signaling may be a potential treatment strategy

improvements in clinical signs of
anogenital lichen sclerosus, suggesting it
may be a beneficial treatment option.

confirmed diagnosis of ano-
genital LS, total affected
body surface area =10%,
Investigator’s Global
Assessment (IGA) score =2 (Supplementary Table
I, available via Mendeley at https://data.mendeley.
com/datasets/v7w4p2x546/1), and baseline Itch
Numerical Rating Scale (NRS) score =4 in the
anogenital area. Patients discontinued all other
treatments for LS from the screening visit through
the final safety follow-up visit. Continued use of
bland emollients was permitted, although patients
could not change emollients within 4 weeks of
baseline. Key exclusion criteria included concurrent
conditions or a history of alternative causes of
vaginal symptoms besides LS (including vaginal
infections), presence of active genital/vulvar lesions
not related to LS, history of malignancy (other than
adequately treated nonmetastatic nonmelanoma
skin cancer) =5 years before study entry, and pre-
vious treatment with systemic or topical JAK
inhibitors.

Patients were randomized 1:1 in the double-blind
vehicle-controlled (DBVC) period to twice-daily
application of 1.5% ruxolitinib cream or vehicle for
12 weeks (Supplementary Fig 1, available via
Mendeley at https://data.mendeley.com/datasets/
Vv7/w4p2x546/1); patients continued to treat all
affected areas identified at baseline even if they
improved. Treatment groups were assigned using an
interactive response technology system; patients and
investigators remained blinded to treatment assign-
ments until all patients completed treatment or
discontinued and completed the safety follow-up
period. Patients who completed the DBVC period
with no safety concerns could continue into the
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Abbreviations used:

BCC: basal cell carcinoma

CLISSCO:  Clinical Lichen Sclerosus Score

DBVC: double-blind vehicle-controlled

IGA: Investigator’s Global Assessment

IGA-TS: Investigator’s Global Assessment
treatment success

Itch NRS4: =4-point improvement from baseline
in Itch Numerical Rating Scale

JAK: Janus kinase

LS: lichen sclerosus

LSCA: Lichen Sclerosus Clinical Assessment
NRS: Numerical Rating Scale

OLE: open-label extension

TEAE: treatment-emergent adverse event

open-label extension (OLE) in which all patients
applied 1.5% ruxolitinib cream through week 24.
Patients with LS-associated symptoms or signs of
active LS (IGA =1) during the OLE applied 1.5%
ruxolitinib cream twice daily until they resolved,
whereas patients who did not have any symptoms or
signs of active LS (IGA 0) applied 1.5% ruxolitinib
cream once daily. Patients could treat new LS lesions
that developed outside the baseline treatment area,
with investigator approval, provided the total treated
body surface area was <10%.

This study was conducted in accordance with
Good Clinical Practice guidelines and the provisions
of the Declaration of Helsinki. All patients provided
written informed consent/assent before enrollment.
At each study center, the protocols were approved
by the relevant institutional review board or ethics
committee.

Assessments

The primary endpoint was the proportion of
patients with =4-point improvement from baseline
in Itch Numerical Rating Scale (Itch NRS4) at week 12.
Secondary efficacy endpoints included change from
baseline in Clinical Lichen Sclerosus Score (CLISSCO)
and Skin Pain NRS score (both at week 12) and time to
achieve Ttch NRS4. Exploratory endpoints included
change from baseline in Lichen Sclerosus Clinical
Assessment (LSCA) (Supplementary Table II, available
via Mendeley at https://data.mendeley.com/datasets/
v7w4p2x546/1), CLISSCO, and Skin Pain NRS and the
proportion of patients who achieved Investigator’s
Global Assessment treatment success (IGA-TS) (IGA
score of 0/1 with a =2-grade improvement from
baseline) and Itch NRS4 at each study visit up to
week 24. Patients reported their worst level of itch or
skin pain in the past 24 hours (range, 0 [no itch or pain]
to 10 [worst imaginable itch or pain]) in a daily diary.
CLISSCO, a validated tool to assess disease severity in
LS,”" was used to rate patient-reported symptoms (eg,
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itch and pain) and investigator-reported clinical signs
(eg, whitening, petechia/ecchymosis, and anogenital
fissures).

Safety assessments included the type, frequency,
and severity of treatment-emergent adverse events
(TEAEs) using the Medical Dictionary for Regulatory
Activities version 26.1 and the National Cancer
Institute Common Terminology Criteria for Adverse
Events version 5.0. Trough plasma concentrations of
ruxolitinib cream were also analyzed as an explor-
atory endpoint; blood samples were collected at
week 4.

Statistical Analysis

All efficacy analyses were based on the intent-to-
treat population, which included all randomized
patients. All patients with =1 application of ruxoli-
tinib cream or vehicle were included in the safety
population. Plasma ruxolitinib concentrations were
assessed in the pharmacokinetic-evaluable popula-
tion, which included all patients who applied rux-
olitinib cream =1 time and provided =1
postbaseline blood sample.

The primary endpoint was tested using a 2-sided
chi-square test at a significance level of 0.05. The 95%
confidence interval (CD) for the Itch NRS4 response
rate was calculated using the Wald method; Fisher’s
exact test was performed when the expected count
was <5, and patients with missing data at week 12
were imputed as nonresponders.

The median time to achieve Itch NRS4 was
estimated using the Kaplan-Meier method, and the
95% CI was calculated using the Brookmeyer and
Crowley method.” Between-treatment group com-
parisons were performed using a log-rank test.
Hazard ratio and 95% CI were estimated using a
Cox regression model and Efron’s method for ac-
counting for ties. CLISSCO, Skin Pain NRS, and LSCA
scores and the proportion of patients who achieved
IGA-TS were summarized using descriptive statistics.
A mixed model for repeated measures, including the
fixed effect of treatment, visit, and treatment by visit
interaction, was fit for the comparison between
ruxolitinib cream and vehicle at week 12 for
CLISSCO and Skin Pain NRS.

RESULTS
Patients

Between November 18, 2022 and June 9, 2023, 61
patients were randomized and included in the intent-
to-treat and safety populations. Overall, 56 patients
(91.8%) completed treatment through week 12 and
continued in the OLE period (Supplementary Fig 2,
available via Mendeley at https://data.mendeley.
com/datasets/v7w4p2x546/1). Of these patients, 54
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(96.4%) completed treatment through week 24. The
mean (standard deviation) age was 60.9 (11.7) years,
60.7% of patients were postmenopausal, and 91.8%
of patients were White. Demographics and baseline
clinical characteristics were generally similar be-
tween treatment groups (Table I, Supplementary
Table III, available via Mendeley at https://data.
mendeley.com/datasets/v7w4p2x546/1).

The median (range) disease duration was 3.9 (0.04-
35.2) years, and 88.5% of patients had received prior
medications for LS, which were usually very potent
corticosteroids (83.6%). At baseline, all patients had
vulvar/vaginal LS lesions, and approximately half had
lesions in other anogenital areas. Only 1 patient had
lesions in extra-anogenital areas. The median (range)
Itch NRS and Skin Pain NRS scores at baseline were 6.2
(2.9-9.9) and 5.4 (0-9.9), respectively. Most patients
(75.4%) had an IGA score =3 at baseline.

Efficacy
The proportion of patients achieving Itch NRS4 at
week 12 (primary endpoint with nonresponder

Table 1. Baseline demographic and clinical characteristics
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imputation) was not significantly different among
patients in the ruxolitinib cream versus vehicle groups
(35.7% vs 40.0%; P = .737), although the proportion of
Itch NRS4 responders increased throughout the study
in both groups (Fig 1 [as observed]). The median (95%
CD time to achieve Itch NRS4 during the DBVC period
was similar in patients who applied ruxolitinib cream
(35.0 [7.0-57.0] days) to those who applied vehicle
(28.0 [6.0-not estimable] days).

The least squares mean change from baseline in
Skin Pain NRS score at week 12 was not significantly
different between the ruxolitinib cream versus vehicle
treatment groups (—3.22 vs —2.70; P = .4674). Further
reductions were observed in the OLE period
(Supplementary Fig 3, available via Mendeley at
https://data.mendeley.com/datasets/v7w4p2x546/1).

Atweek 12, patients who applied ruxolitinib cream
had significantly greater reductions from baseline in
total CLISSCO than those who applied vehicle (least
squares mean, —5.79 vs —3.03; P = .019; Fig 2).
Patients who applied ruxolitinib cream versus vehicle
also had significantly greater reductions from baseline
in the CLISSCO clinical signs domain (least squares

Characteristic Vehicle cream (n = 30) 1.5% ruxolitinib cream (n = 31) Total (V = 61)
Age

Mean (SD) 61.9 (12.3) 60.0 (11.3) 60.9 (11.7)

Median (range), y 62.0 (27-83) 59.0 (36-86) 62.0 (27-86)

<65y, n (%) 17 (56.7) 20 (64.5) 37 (60.7)
Female, n (%) 30 (100) 31 (100) 61 (100)
Race, n (%)

White 25 (83.3) 31 (100) 56 (91.8)

Black 5(16.7) 0 5(8.2)
Postmenopausal, n (%) 21 (70.0) 16 (51.6) 37 (60.7)
Disease duration, median (range), y 5.4 (0.04-35.20) 2.0 (0.04-24.7) 3.9 (0.04-35.2)
Anatomic location, n (%)

Vulva/vagina 30 (100) 31 (100) 61 (100)

Other anogenital area 15 (50.0) 15 (48.4) 30 (49.2)

Other body area 0 1(3.2) 1(1.6)
Affected BSA, mean (SD), % 0.84 (0.52) 0.88 (0.41) 0.86 (0.46)
Itch NRS score, median (range)* 6.2 (4.0-8.6) 6.2 (2.9-9.9) 6.2 (2.9-9.9)
Skin pain NRS score, median (range)* 5.2 (0-8.4) 5.7 (0-9.9) 5.4 (0-9.9)
IGA score, n (%)

2 (mild) 8 (26.7) 7 (22.6) 15 (24.6)

3 (moderate) 16 (53.3) 17 (54.8) 33 (54.1)

4 (severe) 6 (20.0) 7 (22.6) 13 (21.3)
Total CLISSCO, mean (SD) 18.6 (6.2) 19.3 (4.9) 19.0 (5.6)
Total signs CLISSCO, mean (SD) 4.2 (2.1) 44 (1.7) NA
Total symptoms CLISSCO, mean (SD) 5.1 (2.1) 5.4 (2.0) NA
Total LSCA score, mean (SD) 13.2 (5.0) 13.6 (3.8) 13.4 (4.4)
Prior medication for LS, n (%) 25 (83.3) 29 (93.5) 54 (88.5)

BSA, Body surface area; CLISSCO, Clinical Lichen Sclerosus Score; IGA, Investigator’s Global Assessment; LS, lichen sclerosus; LSCA, Lichen
Sclerosus Clinical Assessment; NA, not available; NRS, Numerical Rating Scale; SD, standard deviation.
*Baseline Itch NRS and Skin Pain NRS scores were determined by averaging the daily NRS scores for patients who provided a score for =4

days during days —7 to —1.
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m Vehicle  m Vehicle to 1.5% ruxolitinib cream m 1.5% Ruxolitinib cream
DBVC OLE
100 +
90 A
80 A 654 @25 65.4

Proportion of patients achieving Iltch NRS4, % (SE)

Week 2 Week 4 Week 8 Week 12 Week 16 Week 20 Week 24
n 25 26 28 26 2% 26 26 27 2% 26 2 24 23 26
Fig 1. Proportion of patients achieving itch NRS4 during the DBVC and OLE periods. DBVC,
Double-blind vehicle-controlled; NRS4, =4-point improvement in Numerical Rating Scale score
from baseline; OLE, open-label extension. Patients with an itch NRS score =4 at baseline were
included in this analysis. Data are shown as observed.
~#- Vehicle == Vehicle to 1.5% ruxolitinib cream  =@=1.5% Ruxolitinib cream
n 27 28 27 27
26 26 26
29 29 29 29 28 27 28
Week
0 2 4 8 12 16 20 24

Clinical Lichen Sclerosus Score

Mean (SE) change from baseline in total

-10 -

DBVC

OLE

Fig 2. Change from baseline in total Clinical Lichen Sclerosus Score during the DBVC and OLE
periods. DBVC, Double-blind vehicle-controlled; OLE, open-label extension. *P < .05 versus

vehicle.

mean, —2.14 vs —0.82; P =.0034), whereas reductions
in CLISSCO symptoms domain scores were not
significantly different between groups (least squares
mean, —2.83 vs —2.08; P = .20; Supplementary Fig 4,
available via Mendeley at https://data.mendeley.com/
datasets/v7w4p2x546/1). Improvements in CLISSCO
for individual signs (whitening, petechiae/ecchy-
mosis, and fissures) were observed from baseline to

week 12 in both cohorts; improvements were gener-
ally larger among patients who applied ruxolitinib
cream (data not shown). At week 12, compared with
the vehicle group, patients who applied ruxolitinib
cream had greater reductions from baseline in total
LSCA scores (mean, —4.7 vs —1.5; Fig 3) and a higher
proportion of them achieved IGA-TS (13.8% vs 7.4%;
Supplementary Fig 5, available via Mendeley at
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m 2026
=== Vehicle == Vehicle to 1.5% ruxolitinib cream =8~ 1.5% Ruxolitinib cream
n 27 28 27 27
26 26 26
29 29 29 29 28 27 28

Mean (SE) change from baseline in total

N
o
L

Lichen Sclerosus Clinical Assessment score

DBVC

OLE

Fig 3. Change from baseline in total Lichen Sclerosus Clinical Assessment score during the
DBVC and OLE periods. DBVC, Double-blind vehicle-controlled; OLE, open-label extension.

https://data.mendeley.com/datasets/v7w4p2x546/1).
Further improvements in CLISSCO (Fig 2,
Supplementary Fig 4, available via Mendeley at
https://data.mendeley.com/datasets/v7w4p2x546/1),
LSCA scores (Fig 3), and IGA-TS (Supplementary Fig
5, available via Mendeley at https://data.mendeley.
com/datasets/v7w4p2x546/1) were observed during
the OLE; patients who continuously applied ruxoliti-
nib cream experienced larger improvements
compared with patients who crossed over from
vehicle.

Safety

Ruxolitinib cream was generally well tolerated
during the DBVC and OLE periods (Table I). In the
DBVC period, TEAEs occurred in 45.2% and 40.0% of
patients who applied ruxolitinib cream or vehicle,
respectively. One patient who applied ruxolitinib
cream experienced a grade 3 TEAE (pain due to LS
flare) that led to study drug discontinuation.

The safety profile of ruxolitinib cream during the
OLE period was consistent with that of the DBVC
period. One patient experienced a grade 3 unstable
angina in the OLE period, which was not considered
related to treatment. Two patients discontinued from
the OLE period due to TEAEs of worsening LS pain
(n=1) and basal cell carcinoma (BCC) (72 = 1), which
were considered treatment-related by the investi-
gator. The BCC occurred in a patient with a history of
actinic keratosis, was located on the left labia majora
(at the application site), was nonserious, was as-
sessed by the investigator as treatment-related, and

resolved on day 107 after Mohs surgery. A biopsy of
the tumor indicated basaloid neoplasm with follic-
ular differentiation consistent with trichoepithelioma
but could not exclude BCC; the investigator favored
a diagnosis of BCC based on clinical features.
Application site reactions occurred in 4 patients
who applied ruxolitinib cream and were grade 1/2 in
severity. Genital herpes simplex was the only TEAE
considered related to treatment that occurred in >1
patient who applied ruxolitinib cream (2 = 1 in the
DBVC and 7 = 1 in the OLE [patient crossed over
from vehicle]). No serious TEAEs were observed with
ruxolitinib cream, and no fatalities occurred.

Pharmacokinetics

The pharmacokinetic analysis included 28 plasma
samples from 28 patients who applied ruxolitinib
cream. Plasma concentrations were low, comparable
between age groups (Supplementary Fig 6, available
via Mendeley at https://data.mendeley.com/
datasets/v7w4p2x546/1), and well below the half-
maximal concentration for JAK-mediated myelosup-
pression (281 nM using in vitro assays in adult whole
blood).””

DISCUSSION

Effective nonsteroidal treatment options for long-
term treatment of LS remain an unmet need. The
upregulation of JAK signaling in patients with LS'""""
combined with reports of successful disease control
with systemic JAK inhibitors®'*" suggested that
ruxolitinib cream may be beneficial for LS.
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Table II. Treatment-emergent adverse events
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DBVC period (12 wk)

OLE period (12 wk)

Vehicle cream (n =

1.5% ruxolitinib cream

Vehicle cream to 1.5% ruxoli- 1.5% ruxolitinib cream

n (%) 30) (n=31) tinib cream (n = 27) (n=29)

Patients with TEAE 12 (40.0) 14 (45.2) 11 (40.7) 13 (44.8)

Most common TEAEs*
Nasopharynagitis 3 (10.0) 0 1(3.7) 2 (6.9)
COVID-19 2 (6.7) 0 2(7.4) 0
Bronchitis 1(3.3) 2 ( 0 0
Upper respiratory tract 2 (6.7) 1 0 0

infection
Urinary tract infection 0 0 1(3.7) 2 (6.9)
Vulvovaginal mycotic 0 1(3.2) 0 2 (6.9)
infection

Application site reactions 0 3(9.7) 1(3.7) 0

Patients with treatment- 0 6 (19.4) 2 (7.4) 2 (6.9)
related TEAE

Patients with grade =3 0 1(3.2) 0 1(3.4)
TEAE'

Patients with serious 1(3.3) 0 0 0
TEAE*

Patients with TEAE leading 0 3(9.7) 2(7.4) 0
to study drug
interruption

Patients with TEAE leading 0 1(3.2) 1(3.7) 1(3.4)

to study drug
discontinuation’

DBVC, Double-blind vehicle-controlled; LS, lichen sclerosus; OLE, open-label extension; TEAE, treatment-emergent adverse event.

*Occurring in =2 patients in any treatment group.

LS in the DBVC period and unstable angina in the OLE period; neither was considered related to treatment.

*COVID-19 pneumonia not considered related to treatment.

5.S in the DBVC period (not considered treatment-related), LS in the OLE period (vehicle to ruxolitinib cream; considered related to
treatment), and basal cell carcinoma in the OLE period (ruxolitinib cream; considered related to treatment).

Although this study did not meet its primary
endpoint, application of 1.5% ruxolitinib cream
was associated with promising improvements in
clinical assessments.

The proportion of patients who achieved the
primary endpoint of Itch NRS4 at week 12 was
similar in both treatment groups, as were the sec-
ondary endpoints of median time to achieve Itch
NRS4 and mean change from baseline in Skin Pain
NRS score at week 12. A relatively large proportion of
patients (~35% to 40%) in both groups achieved Itch
NRS4 at week 12. LS symptoms, including itch, can
improve with regular application of bland emol-
lients,” and the vehicle cream may have contributed
to the itch reduction observed in this study. Potential
bias associated with patient-reported measures may
also have contributed to the observed responses,
albeit in both treatment groups.

Long-term topical immunosuppression is recom-
mended for patients who have clinical signs of LS,
even without symptoms, to reduce the risk of

architectural change and skin cancer.”'”'® 1In

contrast to patient-reported LS symptoms, applica-
tion of ruxolitinib cream was associated with signif-
icantly greater progressive improvements at week 12
than vehicle in clinical signs of LS, including total
CLISSCO and the CLISSCO signs domain. Substantial
improvement was also observed in total LSCA score,
and a higher proportion of patients who applied
ruxolitinib cream achieved IGA-TS (clear/almost
clear skin) at week 12 versus vehicle. Further
improvements in assessments of clinical signs were
observed during the OLE period, with 35.7% of
patients who applied ruxolitinib cream continuously
for 24 weeks achieving IGA-TS at week 24 versus
11.5% of patients who crossed over from vehicle.
Larger improvements among patients who applied
ruxolitinib cream for the full 24-week study suggest
that clinical signs are improved with longer treatment
duration.

Ruxolitinib cream (1.5%) applied twice daily for
up to 24 weeks was generally well tolerated in adult
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female patients with LS. Safety findings were consistent
with the known safety profile of ruxolitinib
cream.”**** One patient in the OLE developed a
BCC on the vulva; additional long-term safety studies
on topical JAK inhibitors in patients with LS are
warranted.

Limitations of this study included the small number
of patients and relatively short treatment duration.
The finding that improvements in signs of LS were
greatest among patients who applied ruxolitinib
cream for 24 weeks suggests that a longer treatment
period may be needed to achieve maximum effect.
Future clinical studies may be warranted to confirm
findings from this proof-of-concept study.

CONCLUSION

Although ruxolitinib cream was not significantly
better than vehicle at improving itch in patients with
LS after 12 weeks of treatment, substantial improve-
ments in itch were observed in both groups.
Progressive improvements continued during the
OLE period among patients applying ruxolitinib
cream. Treatment with ruxolitinib cream was associ-
ated with improvements in clinical signs, including
significant improvements compared with vehicle at
week 12 in total CLISSCO and total signs CLISSCO as
well as improvements in LSCA and IGA-TS (not
statistically tested), which continued during the
OLE. These data suggest that ruxolitinib cream may
be a viable nonsteroidal topical treatment for LS.

The authors thank the patients, investigators, and
investigational sites whose participation made the study
possible.
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