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Lunula receives FDA approval, launches next month

NEWS PROVIDED BY SHARE THIS ARTICLE
Erchonia Corporation — .
P . ) ) & in @ M
(http://www.prnewswire.com/news/erchonia+corporation)
Jul 05, 2016, 08:40 ET

|

MCKINNEY, Texas, July 5, 2016 /PRNewswire/ -- With the summer fun and flip flop
season in full swing, those suffering from discolored toenails start to worry about
what others think of their feet. Toenail fungus sufferers can now enjoy clear nail beds
with the FDA 510(k) approval of the Lunula Laser (http://www.lunula.com/home/), an

Erchonia Corporation low-level laser.
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The Lunula device increases the amount of
clear nail in patients infected with

onychomycosis, or nail fungus. In the
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clinical trial, 67 percent of patients met the
success criteria of three millimeters of clear
nail growth. By six months after the initial

treatment, these patients average more

than five millimeters of new growth.

(http://photos.prnewsire.com/prnvar/20160701/38571"
This is the first and only low-level laser to max=1600) =
(http://photos.prnewswire.com/prnvar/20160701/3857177?

fo ¥ ® max=1600)

receive FDA 510(k) marketing clearance for

onychomycosis.

"Lunula is the future of treating
onychomycosis," said Dr. Kerry Zang,
founder of the Arizona Institute of Footcare.
"The results seen in the clinical trial are
spectacular and we are eager to provide
Americans with the opportunity to treat this

nail fungus with an effective product."

The portable Lunula device applies a laser
to the area infected by onychomycosis.
During the study, patients between 18 and
70 years old received treatments once a

week for four weeks.
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medication, which increased potential for
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ineffective, over-the-counter topical creams.

"Nail fungus is a big problem and the
toxicity of the available drugs is almost as bad," said Dr. Robert Sullivan. "Lunula gives

doctors a viable treatment option: no blood tests, no pain and no mess."

Zang and Sullivan lead the research behind Lunula. Prior to FDA 510(k) approval, the

product went through four clinical trials which recorded no known side effects.

Preorders begin June 30, with delivery scheduled for mid-July.

The 510(k) is a premarketing submission to the FDA that demonstrates that the
device marketed is safe and effective. The premarket approval for the 510(k) is the

most rigorous type of device marketing application accepted by the FDA.

Founded in 1996, Erchonia Corporation is the world leader in low-level laser
technology. The company created the low-level laser category in 2002 when it
received an FDA 510(k) market clearance for low-level lasers. Erchonia was the first
company to receive this FDA 510(k) distinction. For more information, visit

www.erchonia.com (http://www.erchonia.com/) or call 888-242-0571.

For additional information, image and interview requests, contact Marjorie

Comer, Axia Public Relations (http://www.axiapr.com/) at 888-PR-FIRM-8, ext. 700.

SOURCE Erchonia Corporation
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