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Effectiveness and Safety of Sofpironium Bromide
(ECCLOCK?® Gel 5%) in Pediatric Patients with
Primary Axillary Hyperhidrosis

Yasufumi GoTo and Tatsuya NIHEI

Goto dermatology clinic

Abstract

In Japan, sofpironium bromide was approved and launched as the treatment for primary axillary
hyperhidrosis in 2020 first in the world. Most of the study patients in the phase III study of sofpironium
bromide conducted in Japan are adult patients with primary axillary hyperhidrosis, and there are no
reports for the efficacy and safety of sofpironium bromide in the pediatric patients (< 15 years old) in
real-world clinical practice in Japan. Therefore, we conducted a retrospective observational study at a
single center to investigate the effectiveness and safety of sofpironium bromide in the pediatric
patients younger than 15 years with primary axillary hyperhidrosis. The patients in this study were 15
children aged 9-14 years, with an average age of 11.9 years and a median age of 12.0 years. Women
accounted for 80.0%, and a hyperhidrosis disease severity scale (HDSS) was 3 in all patients. The
median (range) follow-up period from treatment initiation to posttreatment was 46.0 days (14-296
days). After treatment with sofpironium bromide, the HDSS changed to 1 in 2 patients (13.3%), 2 in
11 patients (73.3%), and 3 or 4 in 1 patient each (6.7% each). The incidence of adverse drug reactions
(ADRs) was 20.0% (3/15 patients), and dermatitis contact, erythema and pruritus were observed in 1
patient each. In this study, improvement of primary axillary hyperhidrosis using HDSS as an index
was demonstrated, suggesting the effectiveness of sofpironium bromide even in the pediatric patients.
No new safety signals requiring additional attention were observed in the pediatric patients, and the
observed ADRs could be controlled by taking an appropriate measures.

Keywords: sofpironium bromide, pediatric patient, primary axillary hyperhidrosis, effectiveness and

safety




