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antibacterial, and retinoid) in a once-daily topical
polymeric dispersion formulation may provide greater
efficacy and tolerability than single or dyad treatments

B This is the first study of clindamycin phosphate 1.2%/

® A total of 741 participants were enrolled (intent-to-
treat population: n=740; safety population: n=725)

B Mean age was approximately 19.5 years, most
participants were female and White, and most had

FIGURE 2. Lesion Reductions at Week 12

(ITT Population)

A. Inflammatory Lesions

2Additional races not shown: American Indian/Alaska Native, Native Hawaiian/Other Pacific Islander, and Other/Multiple.

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%; ITT, intent to treat; SD, standard deviation.
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(NCT03170388), participants aged =9 years with
moderate-to-severe acne were randomized (1:1:1:1:1) to
once-daily IDP-126 gel, vehicle gel, or 1 of 3
component dyad combination gels

The Evaluator’s Global Severity Score (EGSS) was
scored as follows: O (clear) = Normal, clear skin/no
evidence of acne; 1 (almost clear) = Rare
noninflammatory lesions, with rare noninflamed
papules; 2 (mild) = Some noninflammatory lesions,
with few inflammatory lesions; 3 (moderate) =
Noninflammatory lesions predominate, with multiple
inflammatory lesions: several/many comedones and
papules/pustules, <1 nodulocystic lesion; 4 (severe) =
Inflammatory lesions more apparent, many
comedones/papules/pustules, <2 nodulocystic lesions

(P<0.05, all) corresponding to >70% reductions
(Figure 2)

B Images depicting acne improvements in IDP-126-
treated participants are shown in Figure 3
Safety

B TEAE rates were higher with IDP-126 and
BPO/adapalene vs clindamycin/BPO,
clindamycin/adapalene, or vehicle at week 12
(Table 2)

® Most TEAEs were of mild-to-moderate severity
(data not shown)

® With IDP-126, there was no severe scaling, erythema,

hypopigmentation, or itching, and <5% of participants

had severe hyperpigmentation, burning, or stinging
(Table 3)

B. Noninflammatory Lesions
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**P<0.01; ***P<0.001 vs IDP-126.

Absolute inflammatory and noninflammatory lesion reductions were as follows: IDP-126, 29.9
and 35.5, respectively; vehicle and dyads, range: 19.6-26.8 and 21.8-30.0 (P<0.05 vs IDP-126, all).
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%; ITT, intent to
treat; LS, Ieast-squares.

2None of the SAEs were considered related to study drug.

moderate-to-severe acne

b1 participant in the vehicle gel group discontinued the study drug, but not the study, due to a TEAE.
cPermanent withdrawal of study drug and/or early study discontinuation.

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%; SAE, serious adverse event; TEAE, treatment-emergent adverse event.

m |DP-126 was also safe and well tolerated with low rates of
discontinuations

TABLE 3. Severe (Grade 3) Cutaneous Safety and Tolerability Assessments?
(Safety Population)

IDP-126 Gel | BPO / ADAP | CLIN/BPO |CLIN/ADAP | Vehicle Gel
Participants, n (%) (n=141) Gel (n=146) | Gel (n=144) | Gel (n=148) (n=146)
Scaling 0 2(1.4) 0 2(1.4) 0
Erythema 0 2(1.4) 0 3(2.0) 0
Hyperpigmentation 2(1.4) 3(2.1) 2(1.4) 3(2.0) 1(0.7)
ltching 0 1(0.7) 0 0 1(0.7)
Burning 64.3) 8 (5.5) 0 1(0.7) 0
Stinging 3(2.9) 6(4.1) 0 0 0

2Investigator-assessed evaluations were scaling, erythema, hypopigmentation, and hyperpigmentation; participant-assessed evaluations

were itching, burning, and stinging. Hypopigmentation is not shown as there were no severe cases.
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%.

® Overall, the efficacy and safety profiles of IDP-126 demonstrate its
potential as a new treatment option in the acne armamentarium
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