Indications for Use Statement

510(k) Number (if known): K093547
Device Name: PinPointe™ FootLaser™

Indications for Use:

The PinPointe™ FootLaser™ and the delivery accessories that are used with them are intended
for use in surgical procedures involving open, laparoscopic and endoscopic ablation,
vaporization, excision, incision, and coagulation of soft tissue in the medical specialties of
general and cosmetic dentistry, otolaryngology/ENT surgery, and dermatology & plastic surgery
including intraoral soft tissue dental surgery, oral maxillo-facial and cosmetic surgery, general
surgery, E.N.T. surgery, podiatry, and dermatology and plastic surgery.

Podiatry
Podiatry (ablation, vaporization, incision, excision, and coagulation of soft tissue) including:
Matrixectomy
Periungual and subungual warts
Plantar warts
Radical nail excision
Neuromas

The PinPointe™ FootLaser™ is indicated for use for the temporary increase of clear nail in
patients with onychomycosis (e.g., dermatophytes Trichophyron rubrum and
T. mentagrophytes, and/or yeasts Candida albicans, etc.).

Prescription Use ¥ AND/OR Over-The-Counter Use
(Part 21 CER 801 Subpart D) (21 CFR 801 Subpart C)
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