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Abstract. - OBJECTIVES: Acne vulgaris is
the most common disease of the adolescence
age (70-94%). Main topical treatments for acne
vulgaris are retinoids, benzoyl peroxide and an-
tibiotics in mono or combination therapy. Topical
retinoids, some antibiotics and antiseptics al-
though effective on acne lesions, can due photo-
sensitivity or make the skin more sensitive to
the sun. Our study is aimed to evaluate the effi-
cacy and tolerability of a combination therapy
with Retinaldheyde (0.1%), Glycolic acid (6%)
and Efectiose (0.1%) (RGE) cream in patients af-
fected by acne vulgaris, during the lasting peri-
od of sun exposure.

PATIENTS AND METHODS: We retrospectively
observed 30 patients of Central Italy with mild or
moderate acne between April and September. All
the patients selected underwent only therapy
with RGE cream once a day in the evening for 8
weeks, while in the morning they just applied
SPF 50 sunscreen. We evaluate the efficacy at 30
and 60 days with the “Global Evaluation Scale”
(GES) and the tolerability with a 0-3 qualitative
scale.

RESULTS: The mean GES value showed a sta-
tistically significant reduction: 1.83 (SD 0.83) at
baseline 1.57 (SD 0.77) and 0.90 (SD 0.76) re-
spectively at 30 and 60 days (p < 0.01). Side ef-
fects were very uncommon.

CONCLUSIONS: Topical treatments with
retinoids, antibiotics and antiseptics can be asso-
ciated with an increased occurrence of facial dry-
ness and erythema restricting their use in sun ex-
posure period. RGE cream has shown a good
skin tolerability and efficacy, so it can be consid-
erate an effective maintaining therapy to treat
mild to moderate acne during the sun exposure
period in which retinoids, antibiotics or antiseptic
treatments are not recommended.
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Introduction

Acne vulgaris is a very common disease of the
pilosebaceous follicles which presents different
features: non inflammatory lesions (open and
closed comedones), inflammatory lesions
(papules, pustules, cysts and nodules) or both of
them. Acne vulgaris is typically located on the
face, chest, upper back and interfering signifi-
cantly with quality of life. In fact, psychological
effects such as reduced self-esteem and, some-
times, depression, anxiety or unemployment, has
been reported!. The pathogenesis is multifactori-
al, the biologic events that results in acne lesions
are: sebaceous hyperplasia, follicular hyperkera-
tinization, proliferation of Propionibacterium ac-
nes and inflammation®. In fact European evi-
dence-based guidelines for acne suggest combi-
nation therapy as the most effective’.

Main topical treatments for mild to moderate
acne vulgaris are: retinoids, benzoyl peroxide, an-
tibiotics, alpha-beta hydroxide acids and nicoti-
namide in mono or combination therapy. However
the use of some topical treatments as retinoids or
benzoyl peroxide is often associated with local ir-
ritation which can reduce patient adherence to the
treatment*>; therefore, topical emollient com-
pounds can be useful to reduce the cutaneous irri-
tations®. Even more, topical retinoids, some antibi-
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otics and antiseptics although effective on acne le-
sions, can due photosensitivity or make the skin
more sensitive to the sun’.

Our study is aimed to evaluate the efficacy and
tolerability of a combination therapy with Reti-
naldheyde (0.1%), Glycolic acid (6%) and Efec-
tiose (0.1%) (RGE) cream in patients affected by
mild to moderate acne vulgaris, during the last-
ing period of sun exposure in Italy.

Patients and Methods

A retrospective cohort epidemiological study
on 30 patients of Central Italy with mild or mod-
erate acne was carried out between April and
September. Main inclusion criteria were: male or
female, age between 10 and 30 years, mild to
moderate acne vulgaris according to Lehmann et
al® and defined as: at least 10 but less than 50 in-
flammatory lesions or at least 10 but less than
100 non-inflammatory lesions and no more than

2 nodulocystic lesions. Patients with severe acne
requiring and using other topical or systemic
treatment were excluded from the study. From
data of the first visit medical history of each pa-
tient was collected, with respect to age, sex, fam-
ily history, characteristics of menstrual cycles,
skin diseases and comorbidity. All the patients
selected underwent only therapy with RGE
cream once a day in the evening for 8 consecu-
tive weeks, while in the morning they just ap-
plied SPF 50 sunscreen. The “Global Evaluation
Scale” (GES)’ grading system proposed by the
FDA was used for objective evaluation of the ef-
ficacy at 30 and 60 days. GES involves the as-
signment of a 0-5 score depending on the type
and number of acne lesions (Figure 1). Tolerabil-
ity was assessed at 30 days and 60 days on a 0-3
qualitative scale (0, poor tolerability; 3 very good
tolerability) and erythema, dryness, desquama-
tion, pruritus, burning were evaluated using a 0-3
qualitative score (0 = None; 1 = Mild; 2 = Mod-
erate; 3 = Severe).

“Global Evaluation Scale” (GES) grading system

2  nonodulocysticlesions).

4  not be a few nodulocysticlesions.

Healthy clear skin with no evidence of acne vulgaris.

Almost clear, rare non-inflammatory lesions present; rare non-inflamed resolving papules.

Some non-inflammatory lesions present; few inflammatory lesions (papules/pustulesonly,

Non-inflammatory lesions predominate; multiple inflammatory lesions present; several to

3  manycomedones and papules/pustules; one small nodulocysticlesion ,

Inflammatory lesions predominate; many comedones and papules/pustules; may or may

Highly inflammatory lesions predominate; variable number of comedones; many
5 papules/pustulesand nodulocysticlesions.

Figure 1. The “Global Evaluation Scale” (GES) grading system.
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Statistical Analysis

A descriptive analysis of the sample was car-
ried out by means of absolute and relative fre-
quencies and means and standard deviation (SD)
for qualitative and quantitative variables respec-
tively. In order to analyze treatment efficacy, a
General Linear Model for repeated measurement
was used to assess GES changes in time and a
post-hoc analysis with Bonferroni correction was
conducted. Furthermore a description of safety
and tolerability results was performed by means
of absolute and relative frequencies. p < 0.05 was
considered significant.

Results

A total of 30 patients, 17 females (56.7%)
and 13 males (43.3%) with a mean age of 12.4
years (SD 2.34) at the onset of the disease were
enrolled in the study. Baseline GES score was
1.83 (SD 0.83). The analysis of repeated mea-
sures showed a statistically significant reduc-
tion of GES from baseline to 60 days (p <
0.01). In particular, the mean GES value was
1.83 (SD 0.83) at baseline 1.57 (SD 0.77) and
0.90 (SD 0.76) respectively at 30 and 60 days.
The post-hoc analysis demonstrated a signifi-
cant difference between values at baseline and
at 30 and 60 days (p < 0.01) (Figure 2). As far
as tolerability was concerned, 21 (70%) and 23
patients (76.7%) showed very good tolerability
at 30 and 60 days respectively. Side effects
were very uncommon both at 30 and 60 days as
shown in Figure 3.

Discussion

The combination of RGE has shown good ef-
ficacy and tolerability in replacement to other
treatments that can be associated with an in-
creased incidence of facial dryness, erythema
and hyperpigmentations, restricting their use in
sun exposure period. All the patients showed a
significant reduction of GES value, they also
applied SPF 50 sunscreen and at the end of the
therapy none of our patients showed hyperpig-
mentations on the skin. Retinaldehyde regulates
many cellular mechanisms including keratoly-
sis, remodeling of the collagen and depigmenta-
tion. Glycolic acid promotes the cellular exfoli-
ation and has anti-inflammatory effects!®. Fur-
thermore, glycolic acid decreases the excess of

pigment by a wounding and re-epithelialization
process!!. The main limitations of our study are
that it was performed on a limited number of
patients and the lacking of a control group, but
during the periods of sun exposure is difficult to
assess the GES value in patients who undergo
other therapies because they often interrupt the
treatments due to local irritation or photosensi-
tivity. Furthermore, there are no valid scientific
evidence that sun exposure reduces the gravity
of the acne but in our group of patients treated
with RGE cream we have seen a statistically
significant reduction of GES from baseline to
60 days.

Conclusions

A good skin tolerability is the crucial factor
for patient compliance and the clinical experi-
ence suggests that compliance is a major obstacle
in achieving favorable results. RGE cream has
shown a good skin tolerability with a lower inci-
dence of skin burning sensation and dryness, so it
can be considerate an useful tool to treat mild to
moderate acne, such as maintaining therapy dur-
ing the sun exposure period in which retinoids,
antibiotics or antiseptic treatments are not recom-
mended.
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Figure 2. GES score from baseline to 60 days.
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| 30 da 60 da

None 24 (80%) 25 (83.3%)
Mild 3 (10%) 3 (10%)
Moderate 2 (6.7%) 2 (6.7%)
Severe 1(3.3%) 0 (0%)
None 28 (93.3%) 27 (90%)
Mild 0 (0%) 2 (6.7%)
Moderate 1(3.3%) 0 (0%)
Severe 1(3.3%) 1(3.3%)

Desquamation None 25 (83.3%) 28 (93.3%)
Mild 4(13.3%) 1(3.3%)
Moderate 1(3.3%) 1(3.3%)
Severe 0 (0%) 0 (0%)
None 22 (73.3%) 22 (73.3%)
Mild 4(13.3%) 5(16.7%)
Moderate 2 (6.7%) 2 (6.7%)
Severe 2 (6.7%) 1(3.3%)

'Burning None 17 (56.7%) 19 (63.3%)
Mild 7 (23.3%) 8 (26.7%)
Moderate 6 (20%) 3 (10%)
Severe 0 (0%) 0 (0%)

Figure 3. Side effects at 30 and 60 days.
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