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SYNOPSIS

® Acne vulgaris is a common skin condition with significant clinical impact in Asian
patients, for whom treatment may involve unique considerations'

® Clinical presentation and sequelae of acne can vary by patient population; for
instance, Asian individuals with darker skin phototypes are at increased risk of
postinflammatory hyperpigmentation?

® Topical clindamycin phosphate 1.2%/adapalene 0.15%/benzoyl peroxide 3.1%
(CAB; Cabtreo®, Ortho Dermatologics) gel is the only fixed-dose, triple-
combination formulation approved for acne treatment®

m CAB gel showed superior efficacy than vehicle and component dyads with good
safety/tolerability in phase 2 and 3 clinical trials of participants with moderate to
severe acne*®

OBJECTIVE

B Post hoc analyses were performed to determine the efficacy, safety, and
tolerability of CAB gel in participants who self-identified as Asian

METHODS

B Data were pooled from two phase 2 (NCT03170388, NCT04892706) and two
phase 3 (NCT04214652, NCT04214639) double-blind, 12-week trials

e Atotal of 1115 enrolled participants aged >9 years (>12 years in NCT04892706)
with moderate to severe acne were randomized to once-daily CAB or vehicle gel;
additional randomization arms from one phase 2 trial (NCT03170388) were not
included in this analysis

e CeraVe® hydrating cleanser and CeraVe® moisturizing lotion (L'Oreal, New York)
were provided as needed for optimal moisturization/cleaning of the skin

B Post hoc analyses were performed in participants who self-identified as Asian

® Endpoints included treatment success (>2-grade reduction from baseline in
Evaluator’s Global Severity Score [EGSS] and clear/almost clear skin) and least
squares mean percent change from baseline in inflammatory and noninflammatory
lesion counts

B Treatment-emergent adverse events (TEAEs) and cutaneous safety (investigator-
assessed) and tolerability (participant-assessed) were evaluated

RESULTS

Participants
B The analysis included 96 Asian participants (CAB gel, n=47; vehicle gel, n=49)

m Of Asian participants, 57.3% were female, age ranged from 12-55 years, and
85.4% had moderate acne at baseline (EGSS=3)

Efficacy

B Images showing acne improvement in CAB-treated Asian participants are shown
in Figure 1

m At week 12, significantly more Asian participants treated with CAB gel achieved
treatment success than those receiving vehicle (66.5% vs 23.4%; P<0.001; Figure 2)

m CAB-treated Asian participants experienced >80% reductions in inflammatory and
noninflammatory lesion counts (87.7% and 80.3%, respectively), significantly
greater compared with those receiving vehicle (58.3% and 55.7%; P<0.001, both;
Figure 3)

FIGURE 1. Acne Improvements With CAB Gel in Asian Participants

27-Year-Old Female - Asian, Not Hispanic/Latino

Week 4 Week 8 Week 12

Baseline
EGSS: 3 EGSS: 2 EGSS: 2 EGSS: 1

IL: 35 IL: 23 (—34.3%) IL: 16 (-54.3%) IL: 3 (—91.4%)
NL: 62 NL: 16 (-74.2%) NL: 14 (-77.4%) NL: 10 (—83.9%)

18-Year-Old Male - Asian, Not Hispanic/Latino

Baseline Week 4 Week 8 Week 12
EGSS: 4 EGSS: 1 EGSS: 1 EGSS: 1
IL: 59 IL: 8 (—86.4%) IL: 18 (—69.5%) IL: 6 (—89.8%)
NL: 55 NL: 18 (-67.3%) NL: 8 (-85.5%) NL: 4 (-92.7%)

Individual results may vary.

CAB, clindamycin phosphate 1.2%/adapalene 0.15%/benzoyl peroxide 3.1%; EGSS, Evaluator’s Global Severity Score (O=clear, 1=almost
clear, 2=mild, 3=moderate, 4=severe); IL, inflammatory lesions; NL, noninflammatory lesions.

Photographic Images © 2025. Courtesy of Ortho Dermatologics Study Investigators. Part of this figure was previously published in Stein
Gold LS, et al. 2023.5

FIGURE 2. Treatment Success? by Visit (ITT Population, Pooled)
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**P<0.01; ***P<0.001 vs vehicle.
Values have been adjusted for multiple imputation (Markov Chain Monte Carlo method). These studies were not powered for statistical
analysis of between-group differences in Asian participants.

2Defined as >2-grade reduction from baseline in EGSS (0=clear, 1=almost clear, 2=mild, 3=moderate, 4=severe) and clear/almost clear skin.

CAB, clindamycin phosphate 1.2%/adapalene 0.15%/benzoyl peroxide 3.1%; EGSS, Evaluator’s Global Severity Score; ITT, intent to treat.

FIGURE 3. Acne Lesion Reductions by Visit (ITT Population, Pooled)
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*P<0.05, **P<0.01, ***P<0.001 vs vehicle.

Values have been adjusted for multiple imputation (Markov Chain Monte Carlo method). These studies were not powered for statistical
analysis of between-group differences in Asian participants.

CAB, clindamycin phosphate 1.2%/adapalene 0.15%/benzoyl peroxide 3.1%; ITT, intent to treat; LS, least squares.

Safety
B The rate of TEAEs in CAB-treated Asian participants was similar to those in the
overall study populations (27.7% vs 24.6%-36.2%*°; Table 1)

* The majority of TEAEs were categorized as mild or moderate, with no reports of
serious adverse events

m With CAB treatment, mean scores for cutaneous safety and tolerability assessments
were <1 (mild) at all time points (Figure 4)

* Hyperpigmentation mean scores stayed below the baseline value (0.7; 1=mild) at
all time points

TABLE 1. Summary of Adverse Events Through Week 12 (Safety Population, Pooled)

Participants, n (%) CAB Gel (n=47) Vehicle Gel (h=49)
Reporting any TEAEs 13 (27.7) 5(10.2)
Related 9(19.1) 0

Reporting any SAEs 0 0
Discontinued study or drug due to AEs 1(2.1)2 0
TEAE severity
Mild 9(19.1) 3(6.1)
Moderate 3(6.4) 2(4.1)
Severe 1(2.1) 0
Most common treatment-related TEAEs®
Application site pain 5(10.6) 0
Application site dryness 3(6.4) 0

2Discontinuation from the study drug was due to an adverse event of site application pain, which resolved 1 day after drug withdrawal.
PReported in >3% of participants in any treatment group.

AE, adverse event; CAB, clindamycin phosphate 1.2%/adapalene 0.15%/benzoyl peroxide 3.1%; SAE, serious adverse event;

TEAE, treatment-emergent adverse event.

FIGURE 4. Cutaneous Safety and Tolerability (Safety Population, Pooled)
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Scored from 0 (none) to 3 (severe).
Baseline: CAB gel n=47, vehicle gel n=49; week 12: CAB gel n=42, vehicle gel n=43.
CAB, clindamycin phosphate 1.2%/adapalene 0.15%/benzoyl peroxide 3.1%.

CONCLUSIONS

B |n Asian participants with moderate to severe acne treated with CAB,
66.5% achieved treatment success, and average acne lesion reductions
were >80% by week 12, with favorable safety and tolerability

B These improvements are numerically greater than the results seen in the
overall study populations.**¢ Given its high efficacy and favorable
tolerability, triple-combination CAB gel is well suited for the treatment of
acne in Asian patients

B This analysis adds valuable information on CAB gel use in different
patient populations, adding to the limited literature evaluating acne
treatments in Asian individuals
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