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SYNOPSIS

 � Triple-combination therapies for acne that include an antibiotic, topical retinoid, and 
benzoyl peroxide (BPO) are among the most effective, with meta-analyses demonstrating 
greater efficacy with triple-combinations than dual-combinations or topical monotherapy1

 � However, complicated treatment regimens may lead to reduced treatment adherence2

 � Application characteristics of topical formulations can impact treatment tolerability and 
factor heavily into patient acceptance and adherence to treatment3

 � Clindamycin phosphate 1.2%/adapalene 0.15%/BPO 3.1% (CAB; CabtreoTM, Ortho 
Dermatologics) gel was developed to deliver three active ingredients in an easy-to-use 
formulation, and is the first fixed-dose triple-combination product approved for the 
treatment of acne 

OBJECTIVES

 � Review efficacy of CAB gel in phase 2 and phase 3 clinical trials of participants with 
moderate-to-severe acne

 � Compare the application characteristics of CAB gel to layered application of its individual 
active ingredients

EFFICACY IN PHASE 2 AND PHASE 3 CLINICAL STUDIES

 � Efficacy of CAB gel was assessed in one phase 2 and two phase 3 clinical studies of 
participants with moderate-to-severe acne (Figure 1)4,5

 � At week 12, ~50% of CAB-treated participants achieved treatment success, significantly 
greater than with vehicle or dyad combinations of active ingredients (Figure 2)

 � CAB was also associated with >70% reductions from baseline in inflammatory and 
noninflammatory lesions, significantly greater than with vehicle or dyads (Figure 3)

FIGURE 1.  Randomized, Double-Blind, 12-Week Studies of CAB Gel: 
Treatments and Participants

Randomized, Double-Blind, Active/Vehicle-Controlled Treatment

Baseline Week 12

Phase 2
(NCT03170388)

(1:1:1:1:1)

Phase 3: Study 1
(NCT04214639)

(2:1)

Phase 3: Study 2
(NCT04214652)

(2:1)

CAB Gel (n=147)

BPO / ADAP Gel (n=150)

CLIN / BPO Gel (n=146)

CLIN / ADAP Gel (n=150)

Vehicle Gel (n=148)

CAB Gel (n=122)

Vehicle Gel (n=61)

CAB Gel (n=120)

Vehicle Gel (n=60)

Baseline Demographics/Characteristics:
• Mean age ranged from 19.2–21.4 years across all studies
• Most participants were female, White, and non-Hispanic, with EGSS=3 (moderate)

ALL STUDIES

Key Eligibility Criteria:
• Aged ≥9 years 
• EGSS 3 (moderate) or 4 (severe)
• In�ammatory lesions: 30–100
• Nonin�ammatory lesions: 35–150

Co-primary Endpoints:
• Treatment successa

• Change from baseline in 
   in�ammatory and nonin�ammatory 
   lesion counts

aDefined as the percentage of participants achieving ≥2-grade reduction from baseline in EGSS and a score of 0 (clear) or 1 (almost clear skin). 
N values shown are for randomized populations. 
ADAP, adapalene 0.15%; BPO, benzoyl peroxide 3.1%; CAB, clindamycin phosphate 1.2%/adapalene 0.15%/BPO 3.1% gel;  
CLIN, clindamycin phosphate 1.2%; EGSS, Evaluator’s Global Severity Score.

FIGURE 2.  Treatment Successa at Week 12 (ITT Populations)
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~50% of participants achieved treatment success at week 12 with CAB
versus ~30% or less with vehicle and dyads

CAB       BPO/ADAP       CLIN/BPO       CLIN/ADAP       VEH

**P<0.01, ***P≤0.001 vs vehicle; ###P≤0.001 vs IDP-126. 
aDefined as percentage of participants achieving ≥2-grade reduction from baseline in Evaluator’s Global Severity Score and a score of  
0 (clear) or 1 (almost clear). 
Values have been adjusted for multiple imputation.  
ADAP, adapalene 0.15%; BPO, benzoyl peroxide 3.1%; CAB, clindamycin phosphate 1.2%/adapalene 0.15%/BPO 3.1% gel;  
CLIN, clindamycin phosphate 1.2%; ITT, intent to treat; VEH, vehicle gel.

FIGURE 3.  Mean Percent Changes from Baseline in Lesion Counts at 
Week 12 (ITT Populations)
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CAB resulted in over 70% reductions of in�ammatory and nonin�ammatory lesions
at week 12, signi�cantly greater than vehicle and each dyad combination
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***P<0.001 vs vehicle; ##P<0.01, ###P<0.001 vs IDP-126. 
Values have been adjusted for multiple imputation.  
ADAP, adapalene 0.15%; BPO, benzoyl peroxide 3.1%; CAB, clindamycin phosphate 1.2%/adapalene 0.15%/BPO 3.1% gel;  
CLIN, clindamycin phosphate 1.2%; ITT, intent to treat; LS, least-squares; VEH, vehicle gel.

FIGURE 5.  Assessments of Application Characteristics

Application characteristics of CAB gel were widely favored over layered
application of individual ingredients by both Investigator and participants
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CAB, clindamycin phosphate 1.2%/adapalene 0.15%/benzoyl peroxide 3.1%.

CONCLUSIONS
 � In phase 2 and phase 3 clinical trials, fixed-dose 
triple-combination CAB gel demonstrated 
significantly greater efficacy than vehicle or dyad 
combinations of active ingredients in the 
treatment of moderate-to-severe acne4,5

 � In a split-face study, CAB gel applied more evenly 
and was preferred by participants over separate 
applications of its three active ingredients
• Patients are unlikely to adhere to a treatment 

regiment requiring application of three separate 
products2 

• Ease of use and uniform spread of topical 
formulations contribute to treatment tolerability 
and adherence3 

 � By addressing three of the main acne pathogenic 
pathways in a single, easy-to-apply formulation, 
CAB may improve efficacy of and adherence to 
acne treatment
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APPLICATION CHARACTERISTICS OF CAB GEL

Study Design
and Participants

Split-face study in 25 healthy adults
with acne-prone skin:
    • Aged 18–45 y (mean 30.8 y)
    • Female n=24 (96%)
    • White n=19 (76%); Black n=3 (12%);
       Hispanic n=3 (12%)
    • Fitzpatrick skin types I-V

Participants applied CAB and layered 
ingredients (in order: BPO cream, 
adapalene gel, clindamycin gel) to 
opposite sides of their facea

CAB and clindamycin gels were compounded 
with pyranine, the non-toxic dye in yellow 
highlighters that �uoresces under blue light

Photographs of participants’ faces were 
taken 10 min after application of products

Participant 
applied once 
to a randomized 
side of the face:

0.3 cc CAB gel
+ pyranine

Participant applied 
to the opposite side 
of the face, in the 
following order:

0.1 cc BPO 2.5% cream
0.1 cc adapalene 0.1% gel
0.1 cc clindamycin 1% gel
+ pyranine

aGeneric formulations used, except for CAB gel and adapalene 0.1% gel (Differin). 
BPO, benzoyl peroxide; CAB, clindamycin phosphate 1.2%/adapalene 0.15%/BPO 3.1%.

FIGURE 4.  Participant Photographs
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CAB gel and layered ingredients were applied to randomized sides of the face. Select photographs have been flipped so that all images show CAB gel on participants’ 
right side (left side of photo) and layered products on participants’ left side (right side of photo). 
CAB, clindamycin phosphate 1.2%/adapalene 0.15%/benzoyl peroxide 3.1%.
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