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SYNOPSIS AND OBJECTIVE 

 � A three-pronged approach to acne treatment—combining an 
antibiotic, antibacterial agent, and retinoid in a single 
formulation—has been investigated as a means to provide 
greater efficacy than single/double treatments while potentially 
reducing antibiotic resistance

 � Clindamycin phosphate 1.2%/benzoyl peroxide (BPO) 3.1%/
adapalene 0.15% (IDP-126) gel is the first triple-combination, 
fixed-dose topical acne product in development and this product 
addresses the major pathophysiological abnormalities in acne 
patients (Stein Gold AJCD 2022)

 � The objective of these analyses was to evaluate the efficacy, 
safety, and tolerability of IDP-126 in phase 2 and 3 studies of 
patients with moderate-to-severe acne

STUDY TREATMENTS AND PARTICIPANTS

12-Week Studies of IDP-126 Gel

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)

IDP-126 Gel (n=147)

BPO / ADAP Gel (n=150)

CLIN / BPO Gel (n=146)

CLIN / ADAP Gel (n=150)

Vehicle Gel (n=148)

IDP-126 Gel (n=122)

Vehicle Gel (n=61)

IDP-126 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). 
N values shown are for randomized populations. 
ADAP, adapalene 0.15%; BPO, benzoyl peroxide 3.1%; CLIN, clindamycin phosphate 1.2%; EGSS, Evaluator’s Global Severity Score; 
IDP-126, clindamycin phosphate 1.2%/benzoyl peroxide 3.1%/adapalene 0.15% gel.

RESULTS: EFFICACY

Acne Improvements With IDP-126

18-Year-Old Male (Asian, non-Hispanic)
Baseline: EGSS=4

IL=59
NIL=55

Week 12: EGSS=1
IL=6 ( 90%)

NIL=4 ( 93%)

18-Year-Old Female (White, non-Hispanic)
Baseline: EGSS=3 

IL=40
NIL=69

Week 12: EGSS=1
IL=3 ( 93%)

NIL=9 ( 87%)

44-Year-Old Male (Asian, non-Hispanic)
Baseline: EGSS=3 

IL=48
NIL=49

Week 12: EGSS=0
IL=0 ( 100%)
NIL=2 ( 96%)

16-Year-Old Male (White, non-Hispanic)
Baseline: EGSS=3 

IL=53
NIL=55

Week 12: EGSS=1
IL=7 ( 87%)

NIL=9 ( 84%)

Individual results may vary.  
EGSS, Evaluator’s Global Severity Score (0=clear, 1=almost clear, 2=mild, 3=moderate, 
4=severe); IDP-126, clindamycin phosphate 1.2%/benzoyl peroxide 3.1%/adapalene 0.15% gel; 
IL, inflammatory lesions; NIL, noninflammatory lesions. 

RESULTS: SAFETY AND TOLERABILITY
 � IDP-126 was well tolerated in all 3 studies: 

• Less than 4% of participants discontinued studies/treatment 
due to AEs

• Most TEAEs were of mild or moderate severity (data not shown)

• Mean cutaneous safety/tolerability scores were all <1 (mild; 
data not shown)

Treatment-Emergent Adverse Events Through Week 12  
(Safety Populations)

Phase 2 Study

Participants, n (%)
IDP-126 
(n=141)

BPO / 
ADAP 
(n=146)

CLIN / 
BPO 

(n=144)

CLIN / 
ADAP 
(n=148)

VEH 
(n=146)

TEAEs 51 (36.2) 52 (35.6) 26 (18.1) 40 (27.0) 22 (15.1)

    Related 28 (19.9) 32 (21.9) 3 (2.1) 18 (12.2) 2 (1.4)

Discontinued drug 
or study due to AE 4 (2.8) 8 (5.5) 0 3 (2.0) 2 (1.4)

Most common treatment-related TEAEs  
(≥3% participants in any treatment)

    AS pain 11 (7.8) 16 (11.0) 1 (0.7) 5 (3.4) 1 (1.7)

    AS dryness 9 (6.4) 8 (5.5) 2 (1.4) 9 (6.1) 0

    AS exfoliation 5 (3.5) 3 (2.1) 0 2 (1.4) 1 (0.7)

    AS erythema 2 (1.4) 2 (1.4) 1 (0.7) 5 (3.4) 0

Phase 3 Studies

Participants, n (%)

Study 1 Study 2

IDP-126 
(n=122)

VEH 
(n=61)

IDP-126 
(n=120)

VEH 
(n=60)

TEAEs 30 (24.6) 5 (8.2) 36 (30.0) 5 (8.3)

    Related 22 (18.0) 0 26 (21.7) 2 (3.3)

Discontinued drug 
or study due to AE 3 (2.5) 0 4 (3.3) 0

Most common treatment-related TEAEs  
(≥3% participants in any treatment)

    AS pain 13 (10.7) 0 18 (15.0) 1 (1.7)

    AS dryness 2 (1.6) 0 5 (4.2) 0

    Erythema 6 (4.9) 0 0 0

    AS irritation 1 (0.8) 0 4 (3.3) 0

    AS exfoliation 4 (3.3) 0 0 0

There were 4 serious AEs reported that  were not considered related to treatment (Phase 2 study: n=1 IDP-126 [sickle cell anemia 
with crisis]; n=3 CLIN/ADAP [n=1 hyperbilirubinemia; n=1 enteritis; n=1 abortion induced]). 
ADAP, adapalene 0.15%; AE, adverse event; AS, application site; BPO, benzoyl peroxide 3.1%; CLIN, clindamycin phosphate 1.2%; 
IDP-126, clindamycin phosphate 1.2%/benzoyl peroxide 3.1%/adapalene 0.15% gel; TEAE, treatment-emergent adverse event; 
VEH, vehicle gel. 

CONCLUSIONS
 � The innovative fixed-dose, 
triple-combination IDP-126 gel 
was efficacious and well 
tolerated in 3 clinical studies 
including children, adolescents, 
and adults with moderate-to-
severe acne

 � In all three studies at week 12, 
~50% of participants achieved 
treatment success

 � IDP-126 resulted in over 70% 
reductions of inflammatory and 
noninflammatory lesions at 
week 12

 � To our knowledge, observed 
acne improvements in these 
studies with IDP-126 were 
greater than any FDA-approved 
topical acne treatment, though 
patient populations may differ 
across studies
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Treatment Successa at Week 12 (ITT Populations)
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Phase 2

122 61

49.6%

24.9%

Phase 3 (Study 1)

120 60

50.5%

20.5%

Phase 3 (Study 2)

~50% of 
participants 

achieved treatment 
success at week 12 

with IDP-126
versus ~30% or 
less with vehicle 

and dyads

IDP-126       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%; CLIN, clindamycin phosphate 1.2%; IDP-126, clindamycin phosphate 1.2%/benzoyl peroxide 3.1%/adapalene 0.15% gel; ITT, intent to treat; 
VEH, vehicle gel.

Mean Percent Changes from Baseline in Lesion Counts at Week 12 (ITT Populations)
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-49.0%

Phase 3 (Study 2)

IDP-126 
resulted in over 

70% reductions of 
in�ammatory and 
nonin�ammatory 

lesions at week 12, 
signi�cantly greater 

than vehicle and 
each dyad 

combination

-80%

Nonin�ammatory Lesions
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Phase 2
122 61

-75.7%

-59.6%

Phase 3 (Study 1)
120 60

-80.1%

-56.2%

Phase 3 (Study 2)

-80%

In�ammatory Lesions

IDP-126
BPO/ADAP
CLIN/BPO
CLIN/ADAP
VEH

***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%; CLIN, clindamycin phosphate 1.2%; IDP-126, clindamycin phosphate 1.2%/benzoyl peroxide 3.1%/adapalene 0.15% gel; ITT, intent to treat; 
LS, least-squares; VEH, vehicle gel.


