
NO. 2745 P. 113JAN. 	25. 2013 3:16PM 

~t"~;;J:$~'''~'r,,,,, DEPARTMENT OF HEALTN &: l'lUMAN SElWICES Public IIcnllh Service( ~ ------------------~-------------------------------------------------
" FOQQ alld Drug AdrnimslIluion


<li.... 10903 New Hnmpshirc Avenue 

Documellt Coml'ol Celller - WOIl6-Q609 
Silver Spring, Mil 2099;1.0002 

Erchonia Corporation 
% Regulatory Insight, Incorporated January 25, 2012 
Mr. Kevin Walls 
Principal Consultant 
33 Golden Eagle Lane 
Littleton, Colorado 80127 

Re: 	K123237 
Trade/Device Name: Erchonia® ZeronaT"I 2.0 Laser 
Regulation Number: 21 CFR 878.5400 
Regulation Name: Low level laser system for aesthetic use 
Regulatory Class: Class II 
Product Code: OLI 
Dated: December 20 , 2012 
Received: December 21,2012 

Dear Mr. Walls 

We have reviewed YOllr Section 51O(k) premarket notification of intent to market the device 
referenced above and have determined the device is substantially equivalent (for the indications 
for llse stated in the enclosure) to legally marketed predicate devices marketed in interstate 
commerce prior to May 28, 1976, the enactment date ofthe Medical Device Amendments, or to 
devices! that have been reclassified in accordance with the provisIons ofthe Federal Food, Drug, 
and Cosmetic Act (Act) that do not require approval of a ptemarket approval application (PMA). 
You may, therefore, market the device, subject to the general controls provisions of the Act. 

The general controls provisions oithe Act Include requirements for annual registration, listing of 
devices, good manufacturing practice, labeling~ and prohibitions against misbranding and 
ad'ulter~tion. Please note: CDRH does not evaluate information related to contract liability 
warranties. We rem.ind you; however, that device labeling must be truthfhl and not misleading. 

Ifyour device is cla.ssified (see above) into either class II (Special Controls) or class III (PMA), 
it may be subject to additional controls. Exb'ting major regulations affecting your device can be 
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may 
publis~ further announcements concerning your device in the Federal Register. 

Please be advised that FDA's issuance ofa SUbStantial eq'uivalence determination does not mean 
that FDA has made a. detcnnination that your device complies with other requirements ofth,e Act 
or any Federal statutes and regulations administered by other Federal agencies. You must 
comply with all the Act's requirements, including, but not limited to! registration and listing (21 
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting ofmedlcal 
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device~related adverse events) (21 CFR 803); good manufacturing practice requirements as set 
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic 
product radiation control provisions (Sections 531·542 ofthe Act); 21 CPR 1000-1050. 

Ifyou desire specific advice for your device on Ollf labeling regulation (21 CPR Part 801), please 
go to bttp;//www.rda.gov/AboutFDNCentersOfftces/(;,:.DRH/CDRHOfficc~/uctn! I 5809.hLm for 
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please 
note the regulation entitled, "Misbranding by reference to premarket notification" (21CFR Part 
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 
CFR Part 803), please go to 
hHp:l/www.fda.~ovlM.p:dicaIDcviccs/SafciyfB.enortaPl.oblern/dcfau.lt.him for the CORH's Office 
of Surveillance and Biometrics/Division ofPostmarket Surveillance, 

You may obtain other generallnforruation on your responsibilities under the Act from the 
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number 
(800) 638-2041 or (301) 196-7100 Qf at its Internet address 
http:ftwww.fda.gov/Medica1J)evice~e$pttrcesforYau/ludlls.tTY/defaull.htm. 

Sincerely yours, 

Peter D. Rum'm -S 
Mark N, Melkerson 
Acting Director 
Division of Surgical Devices 
Offioe ofDevice Evaluation 
Center for Devices and 
Radiological Health . 

Enolosure 
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SIO(k) Number (ifknown): K123237 

Device Name: Erchonia® Zerona™ 2.0 Laser 

Indications for Use: The Erchonia® Zerona™ 2.0 Laser is indicated for use as a non
invasive dermatological aesthetic treatment as an adjunct for individuals intending to 
undergo liposuction procedures for the reduction ofcircumference ofhips, waist, and 
thighs. 

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

(PLEASE DO NOT WRITE BELOW THIS LlNE-CONTINUE ON ANOTHER PAGE 
OF NEEDED) 

Concurrence ofCDRH, Office ofDevice Eva1uation (ODE) 

Neil ROgdenJ[ 
2013.01.24J'3~:37 -05'00' 
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