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SYNOPSIS 
 � Combination therapies targeting multiple processes of acne pathogenesis are 
recommended for most acne patients1

 � Clindamycin phosphate 1.2%/adapalene 0.15%/benzoyl peroxide 3.1% gel (CAB; Cabtreo®; 
Ortho Dermatologics) is the first triple-combination, fixed-dose topical acne treatment 
approved by the US Food and Drug Administration, and is indicated in patients aged  
12 years and older2

 � CAB demonstrated superior efficacy to vehicle and component dyads, with good  
safety/tolerability in a phase 23 and two phase 3 studies4 of moderate-to-severe acne

 � Clinical presentation and sequelae of acne can vary by race; as such, strategies to improve 
outcomes in patients with skin of color include the use of treatments that address multiple 
pathogenic factors of acne and consideration of drug tolerability5

OBJECTIVE 
 � To better understand the efficacy and safety of CAB gel in patients with darker skin 
phototypes, this post hoc analysis included participants who self-identified as ‘Black or 
African American’ (hereafter referred to as Black) 

METHODS
 � Data were pooled from a phase 2 (NCT03170388; N=741) and two phase 3 (NCT04214652, 
NCT04214639; N=183, N=180), double-blind, randomized, 12-week studies

•  Eligible participants aged ≥9 years with moderate-to-severe acne were randomized to 
receive once-daily CAB or vehicle gel

•  CeraVe® hydrating cleanser and CeraVe® moisturizing lotion (L’Oreal, NY) were provided 
as needed for optimal moisturization/cleaning of the skin

 � Post hoc analyses were conducted in Black participants treated with CAB or vehicle gel; 
results from the dyad arms in the phase 2 study were not included due to the low number 
of Black participants

 � Endpoints included percentage of participants achieving treatment success (defined as 
≥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/
noninflammatory lesion counts 

 � Treatment-emergent adverse events (TEAEs) and cutaneous safety and tolerability were 
also assessed 

RESULTS

Participants
 � Of 657 participants randomized to CAB or vehicle gel, 104 (15.8%) self-identified as Black 
(n=64 CAB, n=40 vehicle)

 � Of Black participants, 76% were female, 94% were not Hispanic/Latino, the average age 
was 23.1 years, and 89% had moderate acne at baseline (EGSS=3)

Efficacy 
 � Images showing acne improvement in CAB-treated participants are shown in Figure 1
 � At week 12, 31.5% of Black participants treated with CAB achieved treatment success, 
compared to 17.3% with vehicle (P=0.12)

 � Inflammatory lesion reductions with CAB at week 12 were significantly greater than with 
vehicle (-69.0% vs -53.6%, P<0.01; Figure 2A)

 � Noninflammatory lesion reductions at week 12 were numerically greater with CAB than 
with vehicle (-58.3% vs -51.9%, P=0.32; Figure 2B) 

Safety
 � The rate of TEAEs with CAB treatment in Black participants was generally lower than in 
the overall study populations (23.4% vs 24.6-36.2%)3,4

 � Most TEAEs were mild-to-moderate, and there were no discontinuations due to AEs 
(Table 1)

 � Mean scores for all cutaneous safety and tolerability assessments following CAB treatment 
were ≤0.6 (1=mild) at all study visits, similar to the overall study populations (<0.7)3,4

•  As expected, transient increases in scaling, itching, burning, and stinging between 
weeks 2 and 8 occurred with CAB treatment but returned close to baseline values by 
week 12 (data not shown)

 � Further, the average value of the worst (highest) cutaneous safety/tolerability score at any 
time post-baseline was <1 (Figure 3)
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FIGURE 1. �Acne Improvements at Week 12 With CAB 

13-Year-Old Female – Black, not Hispanic/Latino

Baseline: EGSS 3
IL: 46   
NIL: 54

25-Year-Old Female – Black, Hispanic/Latino

Week 12: EGSS 1
IL: 0 (-100%)

NIL: 21 (-61%)

Baseline: EGSS 3
IL: 43   
NIL: 47

Week 12: EGSS 2
IL: 2 (-95%)

NIL: 14 (-70%)

Individual results may vary.  
CAB, clindamycin phosphate 1.2%/adapalene 0.15%/benzoyl peroxide 3.1% gel; EGSS, Evaluator’s Global Severity Score (0=clear, 
1=almost clear, 2=mild, 3=moderate, 4=severe); IL, inflammatory lesions; NIL, noninflammatory lesions.

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

Participants, n (%)
CAB

(n=64)
Vehicle
(n=40)

Reporting any TEAE 15 (23.4) 4 (10.0)

Reporting any SAE 1 (1.6)a 0

Discontinued study/drug due to AEs 0 0

TEAE Severity

Mild 10 (15.6) 2 (5.0)

Moderate 3 (4.7) 2 (5.0)

Severe 2 (3.1) 0

Related TEAEs 9 (14.1) 0

Most common treatment-related TEAEsb

Application site pain 6 (9.4) 0

Application site exfoliation 2 (3.1) 0

Application site pruritus 2 (3.1) 0
aSickle cell anemia with crisis; not considered related to the study drug.  
bReported in ≥2% participants in any treatment group. 
AE, adverse event; CAB, clindamycin phosphate 1.2%/adapalene 0.15%/benzoyl peroxide 3.1% gel; SAE, serious adverse event;  
TEAE, treatment-emergent adverse event.

FIGURE 2. �Lesion Reductions by Study Visit  
(ITT Population, Pooled)
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At week 12, in�ammatory lesion reductions with CAB
were signi�cantly greater than with vehicle

At week 12, nonin�ammatory lesion reductions with CAB 
were numerically greater than with vehicle

*P<0.05, **P<0.01 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 Black participants. 
CAB, clindamycin phosphate 1.2%/adapalene 0.15%/benzoyl peroxide 3.1%; ITT, intent to treat; LS, least squares.

FIGURE 3. �Cutaneous Safety and Tolerability in Black Participants  
(Safety Population, Pooled)
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Mean worst score is the mean of the worst (highest) scores from each participant at any week after baseline.  
N values: CAB: BL n=64, Post BL n=63; Vehicle: BL n=40, Post BL n=40.  
BL, baseline; CAB, clindamycin phosphate 1.2%/adapalene 0.15%/benzoyl peroxide 3.1% gel;  
VEH, vehicle.

CONCLUSIONS
 � The innovative fixed-dose, triple-combination CAB gel was well tolerated in Black participants with moderate-to-severe acne, and 
led to substantial acne reductions

 � At week 12, nearly one-third of Black participants achieved treatment success with CAB versus less than one-fifth with vehicle gel

 � CAB provided nearly 70% reductions in inflammatory lesions and nearly 60% reductions in noninflammatory lesions at week 12

•  The studies were not powered to detect significant differences between CAB and vehicle gel in this post hoc analysis of Black 
participants; therefore, P values are for informative purposes only

 � Most TEAEs associated with CAB treatment were of mild-moderate severity

 � Despite the small number of self-identified Black participants in these clinical studies of CAB gel, these post hoc analyses add 
valuable information to the limited literature describing treatment effects of fixed-dose combination acne treatments in Black 
individuals
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