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BACKGROUND: Two identical, vehicle-controlled, double-
blind, phase 3 studies (CB-03-01/25/CB-03-01/26) were
conducted to evaluate efficacy and safety of 1% clascoterone
cream in patients with moderate to severe facial acne vul-
garis (grade 3 or 4 on the Investigator’s Global Assessment
[IGA] scale) after 12 weeks (W) of treatment.

OBJECTIVES: We present the pooled data analysis from
these studies in the subgroup of patients > 12 years of age.
METHODS: Patients were randomized 1:1 to treatment of
the whole face twice daily for 12W with clascoterone or
vehicle. The primary efficacy outcomes were the proportion
of patients achieving “success” (IGA score of “clear”/“almost
clear” [0/1] with > 2-point reduction in baseline IGA score)
and absolute change from baseline (CFB) in noninflamma-
tory lesion counts (NILC) and inflammatory lesion counts
(ILC) at W12. Safety analyses included assessments of local
skin reactions (LSR) through W12.

RESULTS: Overall, 709 patients received clascoterone and
712 received vehicle. Baseline characteristics were balanced
between treatment arms; among patients treated with
clascoterone and vehicle, 63.9% and 60.4% were female,
and 91.0% and 90.3% were white, with mean =+ standard
deviation age 19.8 + 6.1 and 19.5 + 6.1 years, respectively.
At W12, 19.9% of clascoterone-treated patients achieved

treatment success based on IGA vs 7.7% of vehicle-treated
patients (P < .0001). The mean absolute CFB in NILCs was
-20.8 vs -11.9 (P < .0001) and the mean absolute CFB in ILCs
was -19.7 vs -14.0 (P < .0001) in patients treated with clasco-
terone vs vehicle. The frequencies of each LSR were low and
similar between treatment groups; at W12, the proportion of
patients with LSRs of minimal to mild severity ranged from
0.3% (striae rubrae) to 12.9% (erythema). All LSRs were con-
sidered moderate to severe in < 3% of patients.
CONCLUSIONS: Clascoterone is efficacious based on IGA
and lesion counts and has a favorable safety profile in the
treatment of facial acne vulgaris in patients > 12 years of age,
with low rates of LSRs.
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BACKGROUND: A three-pronged approach to acne treat-
ment—combining an antibiotic, an antibacterial, and a
retinoid—may provide greater efficacy and tolerability
than single/double treatments while potentially reducing
antibiotic resistance and increasing patient compliance.
Clindamycin 1.2% / benzoyl peroxide (BPO) 3.1% / ada-
palene 0.15% (IDP-126) gel is the first triple-combina-
tion, fixed-dose topical acne product in development that
addresses the major pathophysiological abnormalities in
acne patients.

OBJECTIVES: Evaluate the efficacy, safety, and tolerability
of clindamycin 1.2% / BPO 3.1% / adapalene 0.15% fixed-
dose gel (IDP-126) in phase 2 and 3 studies of patients with
moderate to severe acne.

METHODS: A phase 2 (N = 741; NCT03170388) and two
phase 3 (N = 183; N = 180; NCT04214639; NCT04214652),
double-blind, randomized, 12-week studies enrolled par-
ticipants aged > 9 years with moderate to severe acne.
Participants were randomized to receive once-daily IDP-
126 or vehicle; the phase 2 study included three additional
randomization arms containing dyad gels: BPO/adapalene;
clindamycin phosphate/BPO; and clindamycin phosphate/
adapalene (data not shown). Endpoints included participants
achieving > 2-grade reduction from baseline in Evaluator’s
Global Severity Score and clear/almost clear skin (treat-
ment success) and least-squares mean percent change from
baseline in inflammatory and noninflammatory lesion
counts. Treatment-emergent adverse events (TEAEs) were
also assessed.

RESULTS: In all 3 studies at week 12, half of participants
achieved treatment success with IDP-126 (phase 2: 52.5%;
phase 3: 49.6%, 50.5%) vs less than one-fourth with vehicle
(8.1%; 24.9%, 20.5%; P < .01, all). IDP-126 resulted in
over 70% reduction in inflammatory and noninflammatory
lesions at week 12, significantly greater than vehicle (range:
inflammatory, 75.7% to 80.1% vs 50.4% to 59.6%; nonin-
flammatory, 71.0% to 73.3% vs 45.8% to 49.0%; P < .001, all).
Most TEAEs were of mild to moderate severity, and < 4% of
IDP-126-treated participants discontinued study/treatment
due to adverse events (AEs).

CONCLUSION: The innovative fixed-dose, triple-combi-
nation IDP-126 gel was efficacious and well tolerated in 3
clinical studies of children, adolescents, and adults with
moderate to severe acne.

FUNDING: Ortho Dermatologics
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BACKGROUND: Vitiligo is a chronic autoimmune disease
that results in skin depigmentation and substantial psycho-
social burden, particularly in adolescent patients (Ezzedine
K, et al. Am ] Clin Dermatol 2021). A cream formulation of
the Janus kinase (JAK) 1/JAK2 inhibitor ruxolitinib dem-
onstrated clinically meaningful repigmentation in 2 ran-
domized, double-blind, vehicle-controlled, 52-week phase
3 studies in adults and adolescents with vitiligo (TRuE-V1
[NCT04052425]; TRUE-V2 [NCT04057573]).

OBJECTIVES: Pooled efficacy and safety data for adolescent
patients aged 12 to 17 years from the TRuE-V studies are
reported here.

METHODS: TRuE-V1 and TRuE-V2 were conducted in North
America and Europe. Patients > 12 years old diagnosed with
nonsegmental vitiligo with depigmentation covering < 10%
total body surface area (BSA), including facial and total
Vitiligo Area Scoring Index (F-VASI/T-VASI) scores > 0.5 / >
3, were eligible. Patients were randomized 2:1 to twice-daily
1.5% ruxolitinib cream or vehicle for 24 weeks, after which
all patients could apply 1.5% ruxolitinib cream through
week 52. Efficacy endpoints included proportions of patients
achieving > 75%, > 50%, and > 90% improvement from
baseline in F-VASI (F-VASI75, F-VASI50, F-VASI90); propor-
tion of patients achieving > 50% improvement from baseline
in T-VASI (T-VASI50); proportion of patients achieving a
Vitiligo Noticeability Scale (VNS) rating of 4 or 5; and per-
centage change from baseline in facial BSA (F-BSA). Safety
and tolerability were also assessed.

RESULTS: In total, 72 adolescent patients were included
in this analysis (ruxolitinib cream, n = 55; vehicle, n = 17).
At week 24, substantially more adolescents who applied
ruxolitinib cream vs vehicle achieved F-VASI75 (32.1%
vs 0%). Response rates at week 52 for patients applying
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ruxolitinib cream from day 1 were as follows: F-VASI75,
48.0%; F-VASI50, 70.0%; F-VASI9O0, 24.0%; T-VASI50, 60.0%;
VNS score of 4/5, 56.0%; and F-BSA mean percentage change
from baseline, -41.9%. Efficacy at week 52 among crossover
patients (after 28 weeks of ruxolitinib cream) was consistent
with week 24 data in patients who applied ruxolitinib cream
from day 1. Overall, efficacy results in adolescents were
similar to those in the adult population. Among adolescents
who applied ruxolitinib cream at any time during the study,
treatment-related adverse events (TRAE) occurred in 12.9%
of patients. Serious adverse events (SAE) occurred in 1.4% of
patients; none were considered related to treatment.
CONCLUSIONS: In summary, adolescent patients with
nonsegmental vitiligo achieved substantial repigmentation
with ruxolitinib cream vs vehicle at week 24, with a higher
proportion of patients responding at week 52. Ruxolitinib
cream was well tolerated with no SAEs considered related
to treatment.
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BACKGROUND: Ruxolitinib (Janus kinase [JAK] 1/JAK2
inhibitor) cream demonstrated clinically meaningful repig-
mentation and was well tolerated in two phase 3 studies in
adolescents and adults with vitiligo (TRUE-V1/TRuE-V2).
OBJECTIVES: This analysis assessed quality of life (QoL)
and treatment satisfaction in patients from TRuE-V1/
TRuE-V2.

METHODS: Patients > 12 years old with nonsegmental vit-
iligo (depigmentation < 10% total body surface area) were
randomized 2:1 to twicedaily 1.5% ruxolitinib cream or vehi-
cle. After 24 weeks, all patients could apply ruxolitinib cream
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through week 52. QoL was assessed using the World Health
Organization-Five Well-Being Index (WHO-5) (Topp CW,
et al. Psychother Psychosom 2015), Vitiligo-specific QoL
instrument (VitiQoL) (Lilly E, et al. ] Am Acad Dermatol
2013), and the Hospital Anxiety and Depression Scale
(HADS) (Snaith RP, Health Qual Life Outcomes 2003);
higher scores indicate worse QoL or anxiety/depression.
Treatment satisfaction was assessed using the Treatment
Satisfaction Questionnaire for Medication (TSQM)
(Atkinson MJ, et al. Health Qual Life Outcomes 2004); higher
scores indicate greater satisfaction.

RESULTS: TRuE-V1/TRuE-V2 included 330/331 patients
(ruxolitinib, n = 221/222; vehicle, n = 109/109) in the intent-
to-treat population. The mean age was 40.2/38.7 years, and
21.5%/33.8% had Fitzpatrick skin phototypes IV-VI. No
clear pattern of change from baseline was observed at week
24 for WHO-5, VitiQoL, or HADS among patients who
applied ruxolitinib cream vs vehicle (Table). For patients
who continued to apply ruxolitinib cream, VitiQoL scores
were further decreased at week 52 (mean change from
baseline, -9.39/-7.13) vs week 24 (-6.34/-6.07), indicating
a possible trend of improved QoL with additional treat-
ment over time. At week 24, mean scores were significantly
higher for ruxolitinib cream vs vehicle for TSQM overall
satisfaction (66.28/61.03 vs 51.79/49.06; P < .0001) and
effectiveness scores (59.03/53.49 vs 42.22/39.74; P < .0001).

CONCLUSIONS: In summary, ruxolitinib cream was asso-
ciated with improved treatment satisfaction vs vehicle.
Effects on QoL assessed by WHO-5, VitiQoL, and HADS
were not apparent at week 24, although a possible trend of
improved QoL with additional treatment through week 52
was observed for some QoL assessments.
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TRUuE-V1/TRuUE-V2 Exploratory Quality-of-Life and Treatment Satisfaction Endpoints

Week 24

Week 52

Vehicle to 1.5%

Vehicle Ruxolitinib Cream Ruxolitinib Cream Ruxolitinib Cream

WHO-5 mean change -0.31/-0.42 0.02/-0.47 0.27/-0.12 0.90/0.15
from baseline
VitiQoL mean change —6.37/-2.64 —6.34/-6.07 —7.78/-6.89 -9.39/-7.13
from baseline
HADS mean change
from baseline

Depression —-0.06/0.09 —-0.32/0.01 0.21/-0.01 -0.39/0.14

Anxiety -0.62/-0.07 -0.75/-0.14 -0.66/-0.74 -0.89/-0.15
Mean TSQM

. ) 51.79/49.06 66.28"**/ 65.48/62.11 69.78/65.71
Overall satisfaction -
61.03
Effectiveness 42.22/39.74 59.03****/53.49**** 56.10/51.23 63.39/58.69
Convenience 65.56/64.91 69.32/67.03 68.29/66.53 69.20/65.60

Data presented as TRUE-V1/TRuUE-V2.

Week 24 data available for 195/198-199 and 90/97-98 patients in the ruxolitinib and vehicle groups, respectively. Week 52 data available

for 173/176-177 and 82/81 patients.

*** P<0.0001 for ruxolitinib cream vs vehicle analyzed using a mixed model at Week 24.

HADS, Hospital Anxiety and Depression Scale; TSQM, Treatment Satisfaction Questionnaire for Medication; VitiQoL, Vitiligo-specific quality-
of-life instrument; WHO-5, World Health Organization-Five Well-Being Index.
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repigmentation of vitiligo and on the use of CXCR3B blockers
in vitiligo.
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BACKGROUND: Vitiligo is a chronic autoimmune disease
characterized by destruction of melanocytes, resulting in
pale/white patches of skin (Rodrigues M, et al. | Am Acad
Dermatol 2017). The population-based global Vitiligo and
Life Impact Among International Communities (VALIANT)
study sought to understand the impact and burden of vit-
iligo on quality of life from the patient perspective.

WWW.MDEDGE.COM/DERMATOLOGY



INNOVATIONS IN DERMATOLOGY FALL ABSTRACT COMPENDIUM

OBJECTIVE: To describe outcomes from VALIANT with
a focus on patients with darker skin (Fitzpatrick skin
types IV-VI).

METHODS: Participants aged > 18 years from 17 countries
self-reporting a vitiligo diagnosis by a healthcare profes-
sional were recruited to the online survey and answered
questions regarding their mental health, psychosocial bur-
den, and behavior in professional and social situations.
Clinical characteristics and outcomes in patients with darker
vs fairer (Fitzpatrick skin types I to III) skin were compared
using chi-square tests for categorical and t-tests for continu-
ous variables.

RESULTS: Of 3541 patients who participated in VALIANT,
1445 (40.8%) had darker skin (type IV, n =817, V, n = 525; VI,
n = 103). Among patients with darker skin, median (range)
age was 38 (18 to 95) years; 58.3% were men; mean (SD)
disease duration was 11.6 (11.8) years. The median (range)
affected body surface area (BSA) was 6.6% (0% to 73.9%) vs
2.5% (0% to 73.9%) for patients with fairer skin; > 5% BSA
involvement for 55.3% vs 38.3%. Mean (SD) total Vitiligo
Impact Patient Scale (VIPs) score was higher among patients
with darker (31.2 [15.6]) vs fairer (24.5 [15.0]; P < .0001) skin;
total score > 30 for 52.0% vs 37.5% (P < .0001). Across the
20 questions comprising the VIPs, burden was significantly
greater among patients with darker vs fairer skin (P < .0001
for all questions). Vitiligo had a significantly greater impact
on daily activities among patients with darker vs fairer skin
(P <.0001 for all activities assessed); the most highly affected
activities in patients with darker skin included determin-
ing what clothes to wear (62.1% vs 50.5% of patients with
fairer skin) and going to the beach/pool (57.6% vs 46.6%).
Patients with darker skin experienced substantial burden in
emotional well-being, including self-esteem/stigma, rela-
tionships, and work/promotion, which was generally greater
than that experienced by patients with fairer skin; 61.0% of
patients with darker skin missed personal obligations due
to time needed for medical treatment for vitiligo (vs 41.6%;
P <.0001) and 60.6% missed obligations because of anxiety
related to vitiligo (vs 37.6%; P < .0001). Diagnosed mental
health conditions, especially anxiety disorders (34.7% vs
24.7%) and depression (29.1% vs 21.3%), were significantly
more common among patients with darker vs fairer skin,
(P <.0001 for all conditions).

CONCLUSIONS: In this global survey, patients with darker
skin living with vitiligo were more likely to alter their behav-
ior, experience high burden, and have symptoms consistent
with depression than those with fairer skin.
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BACKGROUND: Topical treatment of truncal acne is compli-
cated by large body surface area involvement, necessitating
spreadable formulations that are non-irritating and provide
rapid drug delivery. Tazarotene 0.045% lotion was developed
using polymeric emulsion technology to provide uniform/
rapid distribution of tazarotene and moisturizing/hydrating
excipients in a highly spreadable formulation.
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OBJECTIVE: To summarize the efficacy, safety, and toler-
ability of tazarotene 0.045% lotion for truncal acne, as well
as its irritation potential and spreadability.

METHODS: Three studies evaluated tazarotene 0.045%
lotion on the trunk. Study 1: In a 12-week, phase 4, open-
label study, participants (= 12 years; N = 19) with moderate
truncal acne (Investigator’s Global Assessment [[GA] score =
3) were treated with once-daily tazarotene lotion. Outcomes
included IGA score, lesion counts, cutaneous tolerability,
and adverse events (AEs). Study 2: A modified cumulative
irritation patch test was used to assess irritation in healthy
adults (N = 20), with repeated placement of patches loaded
with tazarotene 0.045% lotion, trifarotene 0.005% cream,
or control (no drug) on the upper back over 12 days. Study
3: In a double-blind, split-body study of healthy adults
(N = 30), spreadability was compared for tazarotene lotion
and trifarotene cream applied to participants” backs.
RESULTS: After 12 weeks of treatment with tazarotene
lotion in study 1, 89% of participants (17/19) achieved clear/
almost clear truncal skin (IGA score 0 or 1; P < .001 vs
baseline). Large least-squares mean percent reductions from
baseline in inflammatory, noninflammatory, and total lesion
counts were observed (83%, 64%, and 82%, respectively;
P < .01, all). Significant improvements from baseline in IGA
score and lesion counts were observed as early as week
4. There were no AEs related to tazarotene treatment. At
baseline and week 12, most participants (= 74%) had no tol-
erability issues, and there were no significant changes from
baseline to week 12 in erythema, dryness, peeling, oiliness,
pruritus, and burning. In the patch test study, tazarotene
was associated with minimal irritation over 12 days of expo-
sure; tazarotene lotion was significantly less irritating than
trifarotene cream 2 days after the first patch application and
continuing through day 12. In the split-body spreadability
study, tazarotene lotion covered on average ~30% more skin
than the same amount of trifarotene cream.
CONCLUSIONS: Tazarotene 0.045% lotion significantly
reduced truncal acne lesions and was well tolerated after 12
weeks of once-daily use. This easy-to-apply lotion—utiliz-
ing polymeric emulsion technology to improve drug delivery
and limit irritation—was less irritating and had greater skin
coverage than trifarotene 0.005% cream. Overall, tazarotene
0.045% lotion is an effective and well-tolerated option for
treatment of truncal acne, with sensory and aesthetic prop-
erties preferred by patients.
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BACKGROUND: Alopecia areata (AA) is an autoimmune
hair loss disorder. The BRAVE-AA1/-AA2 randomized,
double-blinded, placebo-controlled Phase 2/3 trial results
demonstrated that patients with AA who received 2 mg
or 4 mg of baricitinib once daily had improved scalp hair
regrowth compared to placebo.

OBJECTIVE: Here, we analyzed hair growth improvements
within scalp quadrants using BRAVE-AA1/-AA2 data.
METHODS: Adult patients with severe AA (Severity
of Alopecia Tool [SALT] score > 50) were randomized to
once-daily placebo, baricitinib 2 mg, or baricitinib 4 mg
in BRAVE-AA1 (NCT03570749) and BRAVE-AA2
(NCT03899259); data were pooled for this descriptive analy-
sis. Mean percent change from baseline hair loss (measured
by SALT region score) was assessed within four separate
scalp quadrants (top, left, right, back) in patients with four
quadrants affected over 36 weeks. Modified last observation
carried forward imputation was applied for missing data.
RESULTS: Of the 1200 patients in the pooled data set, 1198
(99.8%) had all 4 quadrants affected (placebo, n = 344; baricitinib
2 mg, n = 340; baricitinib 4 mg, n = 514) and were included in
this analysis. Baseline hair loss was similar between all treatment
groups for each quadrant, although baseline hair loss was slightly
greater in the left and right quadrants versus the top and back
quadrants (Table 1) Up to week 36, patients in the baricitinib 4
mg group had the largest percent improvement in hair regrowth
in each of the quadrants, followed by patients in the baricitinib 2
mg group (Figure 1A). Patients treated with baricitinib achieved
scalp regrowth in all four quadrants at similar rates at each post-
baseline visit (Figure 1A). At week 36, the percent improvement
from baseline hair loss among the four scalp quadrants was
similar, with slight variations between the quadrants (Figure 1B).
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Figure 1. Percent improvements in baseline hair loss for each scalp quadrant in patients
with AA treated with baricitinib over time (A) and at Week 36 (B).
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Top Quadrant Back Quadrant Left Quadrant Right Quadrant
Placebo 83.0 (23.0) 84.4 (19.9) 87.0 (19.1) 87.0(18.9)
Baricitinib 2 mg 84.2 (23.9) 887.1 (18.3) 88.0(19.3) 88.1(18.9)
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Total 83.4 (23.4) 85.1 (20.0) 87.6 (18.8) 87.7 (18.7)
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CONCLUSION: In patients with AA treated with baricitinib,
patterns of hair regrowth among each of the four scalp
quadrants were similar within each treatment group.
Disclosures: Study was sponsored by Eli Lilly and Company.
Abstract previously presented at 2022 European Academy of
Dermatology and Venereology (EADV) Congress.
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OBJECTIVE: To report Week-52 integrated results
from BRAVE-AA1l (NCT03570749) and BRAVE-AA2
(NCT03899259), two randomized, double-blind, placebo-
controlled phase-3 trials evaluating baricitinib for alopecia
areata (AA).

METHODS: BRAVE-AA1 and BRAVE-AA2 enrolled 1200
adults with severe AA (Severity of Alopecia Tool [SALT] score
>50). Patients randomized to baricitinib (4mg or 2mg, once-
daily) at Baseline retained their treatment allocation through
Week-52, while placebo non-responders were rescued at
Week-36 (primary endpoint). Efficacy outcomes included the
proportion of patients achieving SALT score <20 (<20% scalp
hair loss) and the proportion of patients achieving Clinician-
Reported Outcomes (ClinRO) for Eyebrow Hair Loss™ and
Eyelash Hair Loss™ scores of 0 or 1 (full coverage or minimal
gaps) with >2-point improvements from baseline (among
those with baseline scores >2 [significant gaps to no notable
hair]). Data were censored after treatment discontinuation or
if collected remotely due to COVID-19.
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RESULTS: At Week 36, SALT score <20 was achieved in
175/515 (34.0%) and 67/340 (19.7%) of baricitinib 4 mg and
2 mg patients, and ClinRO score of 0 or 1 was achieved in
103/307 (33.6%) and 24/200 (12.0%) for Eyelash, and 115/349
(33.0%) and 38/240 (15.8%) for Eyebrow. At week 52, SALT
score < 20 was achieved in 201/515 (39.0%) and 77/340
(22.6%) of baricitinib 4 mg and 2 mg patients, and ClinRO
score of 0 or 1 was achieved in 139/307 (45.3%) and 51/200
(25.5%) for Eyelash, and 154/349 (44.1%) and 55/240 (22.9%)
for Eyebrow.

CONCLUSION: Overall, there was further increase in the
proportion of patients achieving scalp, eyebrow, and eye-
lash hair regrowth during the long-term extension phase
with baricitinib.

DISCLOSURES: Study was sponsored by Eli Lilly and Company.
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INTRODUCTION: The Severity of Alopecia Tool (SALT) is
a method of measuring scalp hair loss in alopecia areata
(AA). A SALT score < 20 (< 20% scalp hair loss) has been
identified as a successful treatment outcome for patients
with > 50% scalp h