Evaluation of the skin irritation potential of a facial moisturizer through 24-hour human patch test in Indian subjects with sensitive skin
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Abstract
Introduction: Sensitive skin is defined as a sensory reaction triggered by contactors and/or environmental factors, usually without a visible clinical manifestation. The exact incidence of sensitive skin is not known. One study reported ~64% of men and 73% of women experienced some degree of sensitivity. It is therefore necessary for a cosmetic product to undergo safety testing in subjects with sensitive skin, during its development. The objective of this study was to evaluate the irritation potential of Moisturex® Hydra Gel Cream (Sun Pharma, India) a moisturizer, in healthy human subjects with a sensitive skin.
[bookmark: _GoBack]Methods: The study was a non-randomized, double-blind, single center study in healthy adult Indian subjects with Fitzpatrick skin type III-IV and having a sensitive skin. Lactic acid sting test in the naso-labial fold was performed to identify subjects with sensitive skin. A 24-hour occlusive patch test was conducted with the test product along with 0.9% isotonic saline and 1% w/w Sodium Lauryl Sulphate (SLS) serving as negative control and positive control respectively. Patches were applied on the subjects’ back followed by removal after 24 hours. At 48 hours after the patch application, Draize scale (0-4 points scale for erythema/dryness/wrinkles and for oedema) was used to assess and clinically score the skin reactions under constant artificial daylight. A follow-up visit was scheduled after seven days, to confirm recovery for any reaction. A combined mean score up to 2.0/8.0 indicates a “non- irritant” product, score between 2.0/8.0 and 4.0/8.0 indicates a “mildly irritant” product and score above 4.0/8.0 indicates an “irritant” product. The principles outlined by Bureau of Indian Standards (BIS) (IS 4011:2018; Methods of Test for Safety Evaluation of Cosmetics-3rd revision) were followed in this study.
Results: The study included 26 subjects (13 males and 13 females) with a mean age of 30.81 years. The combined mean score of irritation ± standard deviation after 48 hours of patch application was: 0.19 ± 0.63 for test product, 0.15 ± 0.46 for negative control and 2.58 ± 1.14 for positive control. The mean erythema score ± standard deviation after 48 hours of patch application was: 0.15 ± 0.46 for test product, 0.15 ± 0.46 for negative control and 1.77 ± 0.82 for positive control. The reactions, if any, had subsided after 1 week of follow up. No study related adverse events were observed during the study.
Conclusion: Based on human patch test as per the BIS IS 4011:2018, Moisturex® Hydra Gel Cream was found to be non-irritant in subjects with sensitive skin.
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