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9. 510(k) Summary

Company: HOYA ConBio (formerly Continuum Electro-Optics, Inc.)
47733 Fremont Blvd
Fremont, CA 94538
(800) 532-1064 phone
(510) 445-4550 fax

Contact: Jim Green
Vice President of Engineering

Device Trade Name: LVI lase

Common Name: Dental diode laser

Classification Name: Instrument, surgical, powered, laser
Classification Code: 79-GEX

Equivalent Device(s): DioDent Dental Laser System by HOYA ConBio,
Aurora by Premier Laser System,
Twilite or Dentek LD-15 Diode Laser System by BioLase
Technologies,
DioLase ST by American Medical Technology (Formerly ADT)

Intended Use: The LVI lase is intended for incision,
excision, ablation, vaporization, and/or coagulation of oral soft
tissue (including marginal and interdental gingival and epithelial
lining of free gingiva). It is also intended for light activation for
bleaching materials for teeth whitening, and laser-assisted
bleaching/whitening for teeth whitening.

Comparison: The LVI lase, the DioDent Dental Laser
System, the Aurora Diode Laser System, the
TwilitelDentek LD- 15, the Dental Diode Laser, and the DioLase
ST are equivalent in operating parameters, physical characteristics,
and intended uses. (NOTE: Of the equivalent devices mentioned
here, only the DioDent and the Twilite are cleared for teeth
whitening intended uses. The LVI lase is seeking- clearance for
this in this submission).

Nonclinical Performance

Data: None

Clinical Performance Data: None

Additional Information: None












