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Abstract

Objective: The open-label study was conducted to determine the safety of Effaclar H Iso-biome
Cleansers” (hereafter referred to as the cleanser) when used for 8 weeks.

Methods: Japanese women aged 16 to 39 undergoing acne treatment with topical prescription
medications for more than 4 weeks were selected as the subjects. Subjects washed their faces with the
cleanser, followed by their daily skincare routine after the face wash twice a day (morning and
evening) for 8 weeks. During the period of the cleanser use, subjects kept a daily diary reporting
whether they used the cleanser and their subjective symptoms. At screening, before the cleanser use
(baseline), and 1, 4, and 8 weeks after the cleanser use, physician’s examinations were conducted.
Results: The mean age of 43 subjects was 25.3 years. Ozenoxacin and benzoyl peroxide were the
most common topical prescription drugs used for their acne treatments, and these drugs were used by
18 subjects. A total of 14 adverse events of dryness, desquamation, peeling, pustule, itching, and
laceration were reported. Seven of the 14 events were judged to be not related, and probably not
related to the cleanser use, respectively, and therefore no adverse drug reaction causally related to
the cleanser use was reported in this study. In the physician’s examination, the mean scores for
erythema improved significantly at 1, 4, and 8 weeks after the cleanser use compared to baseline, and
the mean score for desquamation/scaling and dryness showed no significant change. The mean number
of total acne (inflammatory and non-inflammatory acne) did not change significantly during the period
of the cleanser use. In the subject-reported symptom scores, itching, tightness, and burning/sensation
significantly improved at 1, 4, and 8 weeks after the cleanser use compared to baseline, and the scores
for pores and Cardiff Acne Disability Index score were both significantly improved after the 4 and 8
weeks.

Conclusion: From the study findings, the use of the cleanser twice a day for 8 weeks is likely to be
safe for Japanese women undergoing treatment for acne. The results also suggest that the cleanser
have no excessive cleansing effect and improve pore occlusion and the patient’s QOL.
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