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FDA Approves IND for Hallux Subungual Gel
42%

A New Approach Enabling Physicians to
Treat Toenail Fungus at the Point-of-Care

LAGUNA HILLS, CA, UNITED STATES,

January 14, 2026 /EINPresswire.com/ --
Hallux Inc., a clinical stage .
pharmaceutical company focused on

nail disease and common disorders of

the lower extremities, today

announced that it has received FDA

approval to proceed with a Phase 2b

clinical trial investigating lead product

Hallux Subungual Gel 42% (HSG 42) in the topical treatment of toenail onychomycosis, including

conditions compromised by dermatophytoma. The 56 week, vehicle controlled study evaluates

the efficacy, safety and tolerability of HSG 42 administered in once monthly single doses directly

onto the mycotic nail bed over 48 weeks. The primary efficacy endpoint is complete cure.
Secondary endpoints include mycological cure and clinical

“ cure. The 134 subject study, to be conducted in 12 clinical

HSG 42 is highly sites, will stratify subjects presenting with

dermatophytoma, a common yet underdiagnosed subtype

of onychomycosis characterized by fungal masses

encapsulated in biofilm.

Hallux Inc.

differentiated. It is the first
subungual-topical treatment
for toenail fungus
administered by physicians

in-clinic.” Hallux CEO Mark Taylor said, “My deep appreciation goes

to the small and dedicated Hallux team that ran the

Mark Taylor _ , _ _
rigorous 47 subject, multicenter phase 2a pilot that was

followed by a productive Type B meeting with the agency and the filing of this new IND enabling
HSG 42 to proceed into its first well controlled study." HSG 42 is highly differentiated. It is the
first subungual-topical treatment for toenail fungus administered by physicians in-clinic. It is the
first antifungal agent to be evaluated against dermatophytoma in a controlled study. Pending
statistically significant clinical outcomes, it could be the first terbinafine topical approved by the
FDA for onychomycosis.

About Hallux Inc.


http://www.einpresswire.com
https://halluxinc.com/
https://www.linkedin.com/in/marktaylorhallux/

Hallux is a clinical stage pharmaceutical company determined to bring to market a novel
subungual-topical form of terbinafine that is applied by physicians to treat nail fungus at the
point-of-care. Hallux’s goal is to provide chronic sufferers of onychomycosis with a highly
effective topical therapy that is quick, safe and administered by physician that kills fungi and
reliably facilitates the regrowth of disease-free nail.
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