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510(k) Summary

This 510(k) Premarket Notification is for a new indication for use for the legally marketed
PulseMaster laser family. The use of the PulseMaster laser for treatment of aphthous ulcers is
substantially equivalent to the use of the PulseMaster laser for coagulation and ablation of
other intraoral soft tissue.

Independent studies have been carried out using a pulsed Nd:YAG laser to treat aphthous
ulcers. In one study, 21 patients were treated, eight with recurrent aphthous ulcers and 14
with herpes labialis lesions. The patients were evaluated over a period ranging from six
months to eighteen months and the patients were asked to keep a daily calendar over that time
period. The study was begun with both treated lesions and untreated, control lesions in each
patient. However, all lesions were treated before the end of the study. Results were based on
both the investigator’s evaluation at follow-ups and the patient’s self evaluation. For those
with aphthous ulcers, immediate relief of pain was reported in 63% of the patients, 50%
reported faster healing, 50% had no recurrence within 6 months and 75% of the remaining
group reported less severe recurrences. The authors concluded that the pulsed Nd:YAG laser
treatment was effective in the control and relief of most aphthous lesions.

In another study using a pulsed Nd:YAG laser for treatment of recurrent aphthous ulcers,
three case studies were presented. The patients reported no discomfort during the procedure
and no postoperative discomfort or other problems. The patients reported immediate relief of
the painful symptoms of the lesions. The authors” conclusion was that the laser treatment
compared favorably with other treatments due to no side effects or contraindications, and
immediate palliation of the lesions.

The results of these studies allow the following conclusions:

The use of the PulseMaster laser for treatment of aphthous ulcers is substantially
equivalent to the use of the PulseMaster laser for ablation and coagulation of other
intraoral soft tissues.

There are no new safety risks for this laser procedure.

The laser treatment for recurrent aphthous ulcers is equivalent to the standard of care for
treatment of recurrent aphthous ulcers in terms of effectiveness.



