
MATERIALS AND METHODS

• This open label multicentric international
study (France, Poland, Italy), 6 months
follow up, enrolled subjects with mild to
moderate acne, 12 to 35 yo. The study
protocol performed in spirit of Good Clinical
Practice, obtained volunteers or parents/
guardians written informed consent.

• Clinical assessments included: lesion
counts, Global Evaluation of Acne (5-point
investigator scale 0 to 4) Patient’s Global
Assessment (7-point dynamic scale), local
cutaneous tolerance and relapses/flares
defined as GEA ≥3 and drug therapy
required. Instrumental assessments
performed: CSSS (cyanoacrylate skin surface
stripping) of forehead for microcomedones
analysis) and illustrative photography.
Evaluations were performed at baseline,
after 1 month, 4 and 6 months follow up.
Tolerance was assessed by the investigator
certified dermatologist, and undesirable
events were recorded all over the study
duration. Cosmetic agreement of the tested
product were assessed by the patient at
baseline and after 1, 4, 6 months follow-up.

A 6 months follow up international study on the efficacy and tolerance of the field-cosmetic Silybum Marianum Fruit extract in acne.

INTRODUCTION

We have previously demonstrated that the
field-cosmetic Silybum Marianum Fruit
Extract (SMFE) contributes to improve the
state of the clinically non-lesional skin in acne
patients through maintaining a low
microcomedone-index (MCI), which resulted
in significant improvement of clinical status in
8 weeks trails. Since SMFE use aims at
maintaining long term remission, we have
now assessed its efficacy and tolerance in
acne patients during 6 months of twice daily
application, used alone or associated to acne
prescription treatment when needed.
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CONCLUSION

This 6 months international study demonstrated the efficacy and
very good tolerance of this formulation containing Silybum
Marianum fruit extract on acne greasy skin of teenagers and
young adults. Therefore, this field-cosmetic product which
reduces the microcomedones index, contributes to maintaining
acne remission and healthier skin in acne patients, and in
reducing the use of drug therapy to improve acne prone skin.
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RESULTS

POPULATION : 54 teenagers and young adults were included
(mean age 19.5 yo). Mainly females (80%) and 42.6% minors.
At 6 months, Investigator global tolerance was “excellent” for
96% of subjects with a very good compliance. Only few
withdrawals (5), none due to product tolerance.
There was a high significant improvement (p<0.0001) in
Investigator Global Evaluation Acne score (GEA) and also for
volunteer’s assessment score (PGA) : already since the first
month study visit, 74% of them declared acne improvement
after; they are still 77% after 6 months product application.
No acne relapse was observed for 90% of subjects after 6
months follow-up. Very few flares were reported: only 5
subjects with acne worsening, defined as “GEA ≥3 and
treatment required” (2 subjects having oral and 3 local anti-
acne treatments were prescribed).
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Fig. 1 : Acne improvement after each visit (GEA score at TBaseline - T1 -T4 - T6 
months). Only 1 subject with severe acne (1204) requiring medical treatment.
A high significant improvement between baseline and visit 4 at 6 months 
period  p<0.0001.
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Fig. 3 : Acne improvement after 6 months of product use alone (subject 0301)

Instrumental assessment : we observed a significant improvement of
CSSS evaluation for microcomedones density and surface (p= 0.006).

Fig. 2 : Transmission (top) and auto-fluorescence (bottom) microscopy images of CSSS 
at baseline (left) and after 6months of product use (right) - subject 0403.
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