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Introduction

~2.1% of the US population aged <18 years has primary hyperhidrosis (HH); ~65% have
axillary HH. Long-term safety /tolerability and efficacy of topical HH treatments have rarely

been studied in pediatric patients. Sofpironium bromide is a retro-metabolically designed

analog of glycopyrrolate ( ergic) in pment for topical tr of primary
axillary HH. Absorbed drug is rapidly metabolized, potentially allowing optimal local

therapeutic effect with minimal systemic effects..

Procedures

21 of 25 subjects (age 9-16 yrs) with primary axillary HH of >6é months duration, completing
a previous 1-week safety and pharmacokinetic (PK) study (BBI-4000-CL-105), were enrolled.
Obijectives were to assess safety/tolerability and PK, and explore efficacy of sofpironium

bromide gel, 15% applied to both axillae for 24 weeks.
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Results

Table 1. Summary of TEAEs

Table 2: Frequency of TEAEs

Figure 1: Sofpironium and BBI-4010 Plasma
Concentrations (Week 0 to Week 24)

Sublocs with TEAES

Nomberof TEAEs

Subiocts with Treatment Relotod AE:

Sublocs with SAEs

Subjec Discontinuatons Due o TEAE

TEAE by Sovery (el TEAES)

wia

Sovare

TEAE by Soveriy(eltionship  possbly,
probably ordefintely rolatd)

S8GEL, 15% (N=21)

7(s33%)

2

a090%)

o

2005%

saeviE

FESEAtE)

o

304341

“no0mnn

Table 3: Summary of Local Tolerability
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Figure 2: HDSM-Ax Responses from Baseline
e to Week 24 (EOT)
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Figure 3: PGI-S Responses from Baseline to
Week 24 (EOT)
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Figure 4: PGI-C Responses at Week 12 and
Week 24 (EOT)
Conclusion

Mean age (SD) 13.3 (2.29) years. 16 subjects completed this 24-week study. 7 had treatment emergent adverse events (TEAEs); 4 with AEs related

to study drug, including expected systemic anticholinergic AEs (blurred vision, dry mouth, dry eyes, mydriasis) and local events (pain, pruritus, rash,

erythema). 2 subjects discontinued due to TEAEs, including dry eye, dry mouth, local pruritus, local rash. The majority (52.4%) of subjects did not have

any local symptoms/signs, and none observed were severe in nature. PK did not show evidence of drug/major metabolite accumulation, with most

subjects having concentrations not quantifiable. The validated patient-reported outcome, Hyperhidrosis Disease Severity Measure-Axillary (HDSM-

Ax), showed mean (SD) change from baseline (from previous study) to Week 24 of this study of -1.91 (1.038). A -1.00 change shows clinically

meaningful improvement.
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In this 24-week study in pediatric subjects sofpironium bromide, 15%
was safe/well tolerated. Majority of subjects had no TEAE, and there
were no severe or serious AEs. There was no evidence of drug
There was indication of

accumulation. clinically  meaningful

improvement in axillary HH.
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