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effaclar Duo: an effective, Widely 
available otc acne therapy

By Hilary Baldwin, MD, FAAD
Nearly every American develops some degree of 
acne during their lifetime, and most will use topical 
benzoyl peroxide (BPO)—either as monotherapy or 
in combination with other topical or oral medica-

tions—at some point during treatment. After decades of use for 
topical acne treatment and nearly three decades of regulatory 
review, BPO has been classified by the FDA as “generally recog-
nized as safe and effective” (GRASE) as an active ingredient in 
over-the-counter (OTC) formulations. As such, the large OTC 
acne therapy market has expanded and continues to grow. 
Patients have a wide range of options for acne management. 
The sheer number of products on the market can complicate 
decision-making for a patient, not to mention the challenges of 
selecting a formulation to match his/her specific needs. Factors 
such as the quality and distribution of lesions, drying or irritating 
features of a formulation, compatibility of the therapeutic for-
mulation with the patient’s preferred skin care, cost, and efficacy, 
can influence a patient’s purchase decision.

As experts in the management of acne, dermatology care 
providers recognize the need to provide patients with effective 
therapy, whether it be prescription, OTC, or both. The poten-
tial physical and emotional sequelae of acne are good reasons 
to implement early and efficient therapy. Evidence establishes 
the impact of acne across all age groups,1-3 potentially leading 
to reduced self-esteem and a negative impact on quality of life. 
Research suggests that one’s sex and age may be important 
aspects of the patient’s experience with acne. Research also sug-
gests that acne may have a greater overall impact on quality 
of life in women than in men.4 One can imagine that an adult 
woman with acne may find that the condition influences profes-
sional and social interactions.

New to the market, Effaclar Duo (micronized benzoyl per-
oxide 5.5% with lipohydroxy acid 0.04%; La Roche-Posay) is an 
OTC option for the topical management of acne that may be 
suitable for use for a broad range of patients, across various age 
groups and both sexes. Data demonstrate the efficacy of the 
formulation as monotherapy and in conjunction with a topical 
prescription retinoid. 

Proven efficacy
New Effaclar Duo by La Roche-Posay features micronized benzo-
yl peroxide 5.5% with lipohydroxy acid 0.04% (or LHA), a deriva-
tive of salicylic acid, in a fragrance-free, oil-free, paraben-free, 
moisturizing base. In a recent study, Effaclar Duo used along with 
tretinoin 0.025% was shown to be as effective in the reduction 
of inflammatory and non-inflammatory acne lesions as prescrip-
tion 5% benzoyl peroxide/1% clindamycin gel used in combina-
tion with tretinoin 0.025%. Effaclar Duo-plus-tretinoin regimen 
was also well-tolerated. 

In a 12-week, multicenter, double-blind study, 66 patients 
between the ages of 18 and 50 were randomized in a 1:1 fash-
ion to treatment with Effaclar twice daily plus tretinoin cream 
0.025% at bedtime or clindamycin 1%/BPO 5% gel twice daily 
plus tretinoin cream 0.025% at bedtime.

Non-prescription Effaclar Duo plus tretinoin 0.025% produced 
a reduction of both inflammatory and non-inflammatory lesions 
that was equivalent to that produced by prescription benzoyl 
peroxide/clindamycin plus tretinoin. At all time points there was 
parity between the Effaclar Duo arm and the prescription-only 
arm. By week 12, Effaclar-treated patients had an average 68.4 
percent reduction in inflammatory lesions and 65.2 percent 
reduction in non-inflammatory lesions (Figure 1).

Data also support the efficacy of Effaclar when used as 
monotherapy. Effaclar Duo was tested in an unpublished trial 
of patients ages 18 to 45 with self-assessed sensitive skin. This 

Fig. 1. by week 12, effaclar-treated patients had an average 68.4 

percent reduction in inflammatory lesions and 65.2 percent 

reduction in non-inflammatory lesions.
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10-day trial confirmed the very good tolerability of the formula-
tion. Importantly, it also showed clinical efficacy with just three 
days of daily application. At Day 3, subjects had a 31 percent 
mean reduction in papules and 33 percent mean reduction in 
pustules. At Day 10, they had significant mean reductions in 
papules and pustules and open and closed comedones (Figure 2).

formulation features
The documented tolerability of Effaclar Duo is nearly as impor-
tant as its efficacy, especially among adult patients. In the clinical 
study of Effaclar Duo plus tretinoin 0.025% compared to pre-
scription 5% benzoyl peroxide/1% clindamycin gel plus tretinoin 
0.025%, both treatment regimens were well-tolerated. There 
was low overall incidence of objective intolerance—erythema, 
dryness, and peeling—and minimal signs of subjective intoler-
ance—stinging, itching, and burning in both arms. The incidence 
of subject-reported and investigator-assessed measures of intol-
erance was similar throughout the study.

The efficacy of Effaclar Duo may be due in part to features of 
the unique formulation. It contains micronized benzoyl perox-
ide, which is milled to a consistent small size, which is suggested 
to increase follicular penetration (Figure 3). The consistent small 
particle size enhances the spreadability of the formulation, so 
there is less likelihood of clumping and development of irritating 
areas, frequently called “hot spots.” 

The formulation also features 0.4% lipohydroxy acid. LHA is 
similar in structure to salicylic acid but differs in the presence 
of a long-chain fatty acid that makes the molecule lipophilic 
(Figure 4). This lipophilicity allows the molecule to more read-
ily penetrate the intercellular spaces. LHA is a keratolytic agent 
shown to have six-times the keratolyzing effect of salicylic acid. 
Histopathological evidence shows that LHA facilitates the exfo-
liation of cells on an individual basis, perhaps as a result of that 
intercellular penetration. That means precise cell-by-cell exfolia-
tion, compared to the more general or extensive exfoliation of 
adherent clumps of cells, as with salicylic acid. This precise exfoli-
ation may contribute to the good tolerability of the formulation.

a unique otc oPtion
The ongoing evolution of topical acne therapy is driven by new 
therapeutic developments, improved understanding of the 
pathogenesis of the disease, and, of course, practical factors, like 
insurance coverage and prescription access. Since acne treatment 
guidelines suggest that virtually every acne patient treated topi-
cally benefits from a BPO-containing formulation,5 prescribers 
must be familiar with the various available options and prepared 
to guide their patients through therapeutic selection. Topical 
acne products now available on the mass market may not be 
optimally formulated for all patients, especially adults with acne 
and any patient seeking a product with good tolerability. 

Effaclar Duo offers an affordable, widely available treatment 
option for many acne patients. It has been shown effective both 
as monotherapy and in conjunction with a topical retinoid. 
With proven efficacy, rapid onset of action, good tolerability, and 
cosmetic elegance, Effaclar Duo represents an excellent treat-
ment option clinicians can confidently recommend for patients 
with acne. The formulation is cosmetically elegant, with a fast-
absorbing, non-whitening moisturizing base. Men don’t have to 
worry about looking like they applied “product,” and women 
can easily apply cosmetics over their medication. n 
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Fig. 2. at day 3, subjects had a 31 percent mean reduction in 

papules and 33 percent mean reduction in pustules. at day 10, 

they had significant mean reductions in papules and pustules 

and open and closed comedones.

Fig. 3. effaclar duo contains micronized benzoyl peroxide (right) 

that is milled to a consistent small size, which increases follicular 

penetration. Non-micronized bpo is shown at left.

Fig. 4. Lipohydroxy acid is similar in 
structure to salicylic acid but differs in 
the presence of a long-chain fatty acid 
that makes the molecule lipophilic.

Watch Online. Visit DermTube.com and search for “Effaclar” or 
http://dermtube.com/series/la-roche/

watch it now at dermtube.com


