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Abstract

The skin safety of glycopyrronium tosylate hydrate (GT) solution contained in
topical wipes was evaluated in an open patch test in healthy adult males. GT 2.5%,

GT 3.75%, GT 5%, and placebo were applied to sites on either the left or right upper
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back of each participant and removed 24 h after the application. No drugs were given
on one application site. In the open test, the contact urticaria reaction after 30 min ;
skin reaction until 72 h after the application ; and stimulation index were evaluated.
Physical safety was also assessed based on the occurrence of adverse events, labora-
tory test values, and vital signs.

Thirty participants received the study drugs, and all participants completed the
study. Contact urticaria reaction was observed on the application sites of GT 3.75% and
GT 5% in one participant, but it was not considered a clinical problem. No skin reac-
tions to any of the study drugs were observed at any time point until 72 h after the
application. The stimulation index was 0.

Adverse events were observed in two participants, and both events were not re-
lated to the study drugs. No clinically significant changes were observed in terms of
laboratory test values and vital signs.

Skin irritations caused by GT solution contained in topical wipes were mild and
these solutions were well tolerated. No clinically problematic contact urticaria reac-
tion was observed ; therefore, the results showed that the GT wipes had a minor
safety concern.

Key words : glycopyrronium tosylate, wipe, healthy adults, primary axillary hyperhidrosis,
skin safety
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