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 Form Approved: OMB No  0910-511  See Instructions for OMB Statement

 DEPARTMENT OF HEALTH AND HUMAN
SERVICES 
 FOOD AND DRUG ADMINISTRATION 
  MEDICAL DEVICE USER FEE COVER

SHEET

   PAYMENT IDENTIFICATION NUMBER:    
 

  Write the Payment Identification number on
your check.

A completed cover sheet must accompany each original application or supplement subject to
fees. If payment is sent by U.S. mail or courier, please include a copy of this completed form
with payment. Payment and mailing instructions can be found at:
http://www.fda.gov/oc/mdufma/coversheet.html

1.  COMPANY NAME AND ADDRESS
(include name, street address, city state,
country, and post office code)

 

 

REGULATORY INSIGHT INC
5401 S. Cottonwood Ct.
Greenwood Village CO 80121
US

1.1
EMPLOYER IDENTIFICATION NUMBER
(EIN)

 

2.  CONTACT NAME

 Kevin Walls

2.1 E-MAIL ADDRESS

 kevin@reginsight.com

2.2
TELEPHONE NUMBER (include Area
code)

 720-9625412

2.3
FACSIMILE (FAX) NUMBER (Include
Area code)

 

3.  TYPE OF PREMARKET APPLICATION (Select one of the following in each column; if you
are unsure, please refer to the application descriptions at the following web site:
http://www.fda.gov/oc/mdufma

Select an application type: 3.1 Select a center

 [X] Premarket notification(510(k)); except for third party  [X] CDRH

 [ ] 513(g) Request for Information  [ ] CBER

 [ ] Biologics License Application (BLA) 3.2  Select one of the types below

 [ ] Premarket Approval Application (PMA) [X] Original Application

 [ ] Modular PMA Supplement Types:

 [ ] Product Development Protocol (PDP) [ ] Efficacy (BLA)

 [ ] Premarket Report (PMR) [ ] Panel Track (PMA, PMR, PDP)

 [ ] Annual Fee for Periodic Reporting (APR) [ ] Real-Time (PMA, PMR, PDP)

 [ ] 30-Day Notice [ ] 180-day (PMA, PMR, PDP)

4.  ARE YOU A SMALL BUSINESS? (See the instructions for more information on determining
this status)

 [ ] YES, I meet the small business criteria and have
submitted the required qualifying documents to FDA

 [X] NO, I am not a small business

 4.1   If Yes, please enter your Small Business Decision Number: 

5. FDA WILL NOT ACCEPT YOUR SUBMISSION IF YOUR COMPANY HAS NOT PAID AN
ESTABLISHMENT REGISTRATION FEE THAT IS DUE TO FDA. HAS YOUR COMPANY
PAID ALL ESTABLISHMENT REGISTRATION FEES THAT ARE DUE TO FDA?

(b)(4)
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6/6/12 Site:  null

2/2https://userfees.fda.gov/OA_HTML/mdufmaCScdCfgItemsPopup.jsp?ordnum=6062166

 "Close Window" Print Cover sheet

 [X] YES (All of our establishments have registered and paid the fee, or this is our first device,
and we will register and pay the fee within 30 days of FDA's approval/clearance of this device.)

 [ ] NO (If "NO," FDA will not accept your submission until you have paid all fees due to FDA.
This submission will not be processed; see http://www.fda.gov/cdrh/mdufma for additional
information)

6.  IS THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER
FEE EXCEPTIONS? IF SO, CHECK THE APPLICABLE EXCEPTION.

 [ ] This application is the first PMA submitted by a
qualified small business, including any affiliates

 [ ] The sole purpose of the application is
to support conditions of use for a pediatric
population

 [ ] This biologics application is submitted under
section 351 of the Public Health Service Act for a
product licensed for further manufacturing use only

 [ ] The application is submitted by a state
or federal government entity for a device
that is not to be distributed commercially

7.  IS THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE
WAIVED DUE TO SOLE USE IN A PEDIATRIC POPULATION THAT NOW PROPOSES
CONDITION OF USE FOR ANY ADULT POPULATION? (If so, the application is subject to the
fee that applies for an original premarket approval application (PMA).

 [ ] YES  [X] NO

PAPERWORK REDUCTION ACT STATEMENT 
Public reporting burden for this collection of information is estimated to average 18 minutes
per response, including the time for reviewing instructions, searching existing data sources,
gathering and maintaining the data needed, and completing and reviewing the collection of
information. Send comments regarding this burden estimate or any other aspect of this
collection of information, including suggestions for reducing this burden, to the address below. 

Department of Health and Human Services, Food and Drug Administration, Office of Chief
Information Officer, 1350 Piccard Drive, 4th Floor Rockville, MD 20850 
[Please do NOT return this form to the above address, except as it pertains to comments on
the burden estimate.]

8.  USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET
APPLICATION

 

   
 06-Jun-
2012

Form FDA 3601 (01/2007)

(b)(4)
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Indications for Use 

510(k) Number (if known): ___________ 

Device Name: Erchonia Zerona  

Indications for Use: The Erchonia Zerona is indicated for use as a non-invasive 
dermatological aesthetic treatment for the reduction of circumference of hips, waist, and 
thighs. 
 

 

  

   

  

  

    

  

Prescription Use ___X___ 
(Part 21 CFR 801 Subpart D) 

AND/OR
Over-The-Counter Use _____  
(21 CFR 801 Subpart C)              

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

 

Concurrence of CDRH, Office of Device Evaluation (ODE) 

   

  

 

 

 

Page 1 of 1 
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Erchonia Zerona  
Operation & Maintenance Manual 
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Acknowledgements and Accreditations 
 

We at Erchonia® Corporation would like to thank you for purchasing the Erchonia 
Zerona. 

 
Erchonia® Corporation is an ISO certified company and undergoes periodic audits by 
external governing agencies, including the FDA, in order to ensure compliance to the 
highest quality standards. Our company is run in accordance to and our devices are 
manufactured in accordance with: 

 
 FDA Good Manufacturing Practices 
 ISO 9001:2000 - Quality 
 ISO 13485:2003 - Medical 
 ISO 60825-1 - Laser Safety 
 FDA Laser Class 2 

 IEC Laser Class 2 
 MDD 93/42/EEC 
 EN/IEC 60601-1-2 EMC 
 EN/IEC EN60601-1-1 Safety 

  

 
Legend: 
 

FDA - US Food &Drug Administration, which includes the CDRH (Center for Device Radiological Health) 
ISO - International Standards, Harmonized with US, Canadian, European and Asian standards 
MDD - Medical Device Directive 

 
Doc No. Issue Date Rev. Level Rev. Date 

O&M-MLS 7/12/07 1B 8/12/08 
O&M-MLS 7/12/07 1C 5/27/10 

O&M-Zerona 6/5/12 1D 6/5/12 
 
Legend: 
The following symbols are throughout the text of this manual to identify areas of concern. For your safety, 
the safety of your patients and the care of the device, please heed. 

 
WARNING: Failure to heed this warning can result in harm to the patient and / or damage 
to equipment. 

 
CAUTION: Failure to heed this caution can result in a malfunction of the equipment. 

 
 
 
 
 
 
 

Erchonia® Corporation 
2021 Commerce Drive McKinney, TX 75069 

Phone 214.544.2227 • Fax 214.544.2228 
www.erchonia.com 
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Erchonia Zerona Components 
 
 
The Erchonia Zerona model has been shipped to you with some assembly required.  
This section is included for you to familiarize yourself with the components of the unit 
ensuring the remainder of this manual is clearly communicated. 
 

 
Fig 1 

 

  
1. Laser Head Assembly 
2. Laser Output Head  
3. Power Safety Lockout Key 
4. Laser Arm 
5. Arm Lock 
6. Touchscreen Control Surface 

7. Main Upright of Base 
8. Power Inlet 
9. Rear Wheel Lock 
10. Power Cord (Fig 2) 
11. Locking Nut (Fig 2) 
12. Electrical Connector (Fig 3) 
13. Handle 
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Assembly Instructions 
 

 
Fig. 2 

 
Step 1: 
The electrical connection [12] from the base to 
the arm must be connected as shown in fig 3. 
 
Simply insert the 2 halves of the electrical 
connection (Fig 3) together slightly pushing the 
outlet into the inlet. Twist until secure.  (The 
connector can only be connected one way) 

Records processed under FOIA Request #2014-4568; Released by CDRH on 12-8-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 

4 ©2008 Erchonia Corporation 

 
After insertion, hold the female connector secure while gently twisting the locking collar 
until it locks and can no longer be twisted.  This is important so the two halves do not 
separate over time. 
 
Step 2: 
Remove or loosen the locking nut [11] as shown in figure 4. 
 
Step 3: 
Gently feed the connector and cable into the base main upright [7] as shown in figure 5. 
It must be pushed into the hole. 

 
Step 4: 
After the wire and connector have been fed into the hole insert the arm tube into the 
base main upright [7] as shown in figure 6. Insertion is easier with a helper.  Also make 
sure the tube is aligned with the hole. 
 
After the tube is inserted and pushed down to the bottom of its slot, carefully screw in 
the locking nut [11] (as shown in figure 7) into the treaded opening in the arm tube and 
tighten. This will keep the main head assembly from unwanted rotation during use. Your 
Zerona is now ready for use. 
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Introduction to Contents 
 
The Erchonia Zerona package is comprised of (1) Erchonia Zerona, (1) pair of patient 
protective eyewear, (1) power cord, this user guide and a warranty card. The 
components of this package are detailed below. 
 
 
Erchonia Zerona  
The Erchonia Zerona is made up of five independent 635 nanometer diodes, each with 
variable frequency. The variable frequency feature of the Erchonia Zerona is a pulsed 
wave, defined as containing a selected series of breaks, variances that are pre-
programmed. Clinical studies have shown that pulse wave is the most effective method 
of laser use. 
 
Laser devices are typically constructed to emit a "spot" of light. The Erchonia Zerona 
utilizes internal mechanics that collects the light emitted from the diode and processes 
through a proprietary patented lens which redirects the beam with a line refractor. The 
lines generated by each head are rotated via a patented rotation device that operates 
independent of each other to ensure thorough coverage. The target area is 
approximately 8" x 10" inches or 80 square inches, approximately 516 square 
centimeters. 
 

Power 
The mains power switch is the key on top of the touch screen, ref Item 3, FIG 1. 
The unit will not operate unless the key is in the ON position. Turning the key to 
the OFF position satisfies the FDA requirement for mechanical lock out, ensuring 
the safety of non-authorized users. 
 
The mains power switch has a fail safe system which ensures the 110/240 
voltage from a wall socket can never come in contact with the user. The system 
uses a 2 amp fuse, which will only require replacement if there is an issue. To 
replace, locate fuse holder in back of base unit, pull fuse holder out of enclosure, 
replace fuses and reinsert. 
 
Protective Eyewear 
The Erchonia Zerona is classified by the FDA as a Class 2 Laser Product. This 
designation represents a current standard for use in order to ensure the safety of 
the patient. A Class 2 hazard class device is determined to have a chronic 
viewing hazard. Pointing the laser beam directly into the eye and maintaining it 
there for an extended period of time could prove to be damaging. To ensure 
there is no possible instance of residual effect, we have included a pair of 
specialty patient glasses for use by the patient during treatment. 
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Labeling 
 
The Erchonia Zerona is manufactured in accordance to the Good Manufacturing 
Procedures set forth by the FDA, ISO Standards (International) and CE (Certified 
European) standards and testing results per Article 9, the device is a Class I Shock 
Protection and a Class II Medical device. Each of these governing agencies requires 
specific labeling. All required labels affixed according to the relevant codes. Each label 
is pictured and described in this section. Additionally, the placement of each label on the 
Erchonia Zerona is communicated. 
 
The diagram below shows the compliance labels and their placement. The large black 
background label is this primary label and is compliant to FDA and ISO standards, the 
left side of the image captures the FDA code regulated classifications and the right side 
of the label covers International criteria, each of the laser diodes (5) have a label affixed 
that show the direction of the laser beam output. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Manufacturer and Distributor Information 
 
Manufacturer’s Information 
Erchonia Corporation 
2021 Commerce Dr. 
McKinney, TX 75069 
214.544.2227 

Distributor Information 
Erchonia Corporation 
2021 Commerce Dr 
McKinney, TX 75069 
214.544.2227
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Indications for Use 
 
The Erchonia Zerona is indicated for non-invasive body contouring of the waist, hips 
and thighs. 
 
Histological evidence has identified that following exposure to Erchonia Zerona at 
635nm wavelength of light, a transitory pore is established within the protective 
membrane of adipocytes, providing a means for the stored fatty material to exit the cell 
entering the interstitial space.  This response is secondary to the absorption of light by 
photoabsorbing complexes positioned within the cell that modulates the cell 
bioenergetics.  Release of intracellular fat promotes cellular collapse of the adipocyte 
significantly reducing cell volume.  The material enters the interstitial space which is 
regulated by an anastomosing network of lymphatic vessels that funnel towards lymph 
nodes transporting fluids including the fatty material released via laser therapy.  Flow of 
lymph which originates in connective tissue eventually is deposited into the circulatory 
system primarily through the thoracic duct which empties into the subclavian vein.  As 
the fluid passes through the lymph nodes the extraneous materials are filtered out via 
macrophages, which contain enzymes capable of degrading triglycerides and 
cholesterol.  The administration of the Erchonia Zerona has been proven to induce 
transitory pore formation, liberating accumulated fatty material, which is absorbed 
degraded by the lymphatic system and removed from the treated region, producing a 
slimming outcome based upon the volume reduction of cells.   
 
References: Niera, R., Arroyave, Ramirez, H., et al.  Fat liquefication: Effect of low-level 
laser energy on adipose tissue. Plast. Reconstr. Surg. (2002): 110; 912-22.   
 
 
Instructions for Use 
 
Setting Up the Unit 
To turn the unit ON, place the key in the key lock and turn to the ON position. NOTE: 
The unit requires a minimum of 30-45 seconds to launch the programming contained 
with the internal computers. Once the device is ready for use, the touch screen will 
display the non-invasive body contouring screen. 
 
When you press the start button it will launch the non-invasive protocol. If for any 
reason you need to pause, press the pause button. To restart, press pause again.  The 
“treatment time in minutes” field shows the elapsed time.  The protocol is 20 minutes 
long and will stop automatically when complete.  When done, return the key to the off 
position. 
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Front of the Body 
 

1. The patient lies comfortably flat on his or her back on the table such that the front 
area of the patient’s body encompassing the region spanning from the patient’s 
stomach (abdomen) down through the hips and frontal aspect of both thighs, is 
facing upwards. 

2. The center diode of the Erchonia Zerona is positioned at a distance of 6.00 
inches above the patient, centered along the body’s midline (the “line” that 
vertically “dissects” the body into two equal halves). 

3. The Erchonia Zerona is activated for 20 minutes. Each scanner emits to the 
patient a laser beam of approximately 17mW with a wavelength of 635 nm, and 
creates a spiraling circle pattern that is totally random and independent from the 
others.  These patterns overlap each other to guarantee total coverage within the 
target area of approximately 516 square centimeters. 

 
Back of the Body 
 

1. The patient turns over to lie flat on his or her stomach such that the back area of 
the patient’s body encompassing the region spanning from the patient’s back 
down through the hips and back aspect of both thighs is facing upwards. 

2. The center diode of the Erchonia Zerona is positioned at a distance of 6.00 
inches above the patient, centered along the body’s midline (the “line” that 
vertically “dissects” the body into two equal halves). 

3. The Erchonia Zerona is activated for 20 minutes. Each scanner emits to the 
patient a laser beam of approximately 17mW with a wavelength of 635 nm, and 
creates a spiraling circle pattern that is totally random and independent from the 
others.  These patterns overlap each other to guarantee total coverage within the 
target area of approximately 516 square centimeters. 
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As with total circumference measurements, individual area circumference 
measurements decreased progressively from baseline across the procedure 
administration phase for test group subjects, indicating a progressive and cumulative 
treatment effect of the laser. Individual body area circumference measurements then 
stabilized across the subsequent 2-week follow-up assessment period during which 
time no laser procedures were administered, indicating duration of the treatment effect 
up to at least 2 weeks. For placebo group subjects, there were no notable changes in 
individual body area circumference measurements across or between any of the 
measurement points.  
 
(iii) Change in weight in pounds and change in body mass index (BMI):  Neither 
weight measurements nor body mass index (BMI) changed notably across or between 
any of the four study measurement points for either test or placebo subject groups. 
However, individual body area and combined total circumference measurements did 
change notably across and between measurement points for test group subjects but not 
for placebo group subjects. This combined finding further supports the effectiveness of 
the Erchonia Zerona as it demonstrates that the change in body shape (statistically 
significant reduction in combined inches at the waist, hip and thighs) attained for test 
group subjects resulted from the Erchonia Zerona application and not from incidental 
weight loss or change in body mass index as a result of incidental weight loss.      
 
(iv) Study outcome satisfaction ratings: At completion of the study procedure 
administration phase, the subject was asked to rate how satisfied he or she was with 
any overall change in body shape attained using the following five-point scale: Very 
Satisfied; Somewhat Satisfied; Neither Satisfied nor Dissatisfied; Not Very Satisfied; Not 
at All Satisfied.  
 
70% of test group subjects reported being ‘Satisfied’ (Very or Somewhat Satisfied) with 
the outcome of the study procedures compared with 26% of placebo subjects.  
Conversely, 36% of placebo group subjects reported being ‘Dissatisfied’ (Not very 
satisfied or Not at all satisfied) compared with 3% of test group subjects.  
 
(v) Adverse events: There was no adverse event for any subject throughout the 
duration of the clinical study. There was no change in skin markers in the treated body 
areas, and no notable deviation from baseline diet, exercise or concomitant medication 
use for any study subject. 
 
CONCLUSION: The Erchonia Zerona is an effective tool for body contouring, 
significantly reducing circumference measurements when applied to the hips, stomach 
and bilateral thighs over a 2-week period.   
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Warnings I Cautions / Maintenance 
 
Warnings 

1. The long term effects of prolonged use of non-thermal laser exposure are 

unknown. 

2. Laser treatment should not be applied over, or in proximity to, cancerous 

lesions as conclusive tests have not been conducted. 

3. To eliminate any possible danger to the eyes safety glasses must be worn by 

the patient during treatment.  

 

Cautions 

1. Safety of non-thermal lasers for use during pregnancy has not been 

established. 

2. Caution should be used over areas of skin that lack normal sensation. 

3. Use only with accessories recommended by manufacturer. 

4. Avoid the ingress of any liquid. 
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Maintenance and Cleaning 
 
The Erchonia Zerona, if used according to the instructions contained within this manual 
will operate efficiently for years. To ensure proper care, it is advisable for the end-user 
to perform: 
 

1. Regular visual inspection to make sure there is no external damage other than 
normal wear and tear. If during these inspections you identify an area of concern, 
please contact the manufacturer. 
2. If you notice a change in the performance of the device while in the ON 
position, please contact the manufacturer. 
3. The internal components should not require any maintenance, however if an 
issue arises, which will show itself in the form of altered performance, the device 
must be sent to the manufacturer. 
4. Since the device contains a touchscreen interface, periodic cleaning of the 
touchscreen will be necessary. To clean the touchscreen, use warm soapy water 
only, applied with a clean cloth that has been wrung out to ensure there is NOT 
an excess of fluid. 
5. The touchscreen back up battery must be replaced every five years. This must 
be done by manufacturer. 
6. The unit must be stored, shipped and used at temperatures not to exceed 
41C/105.8ºF. 
 
Disposal 
The Erchonia Zerona is a self-contained unit that emits light energy and as such 
creates no by-product that requires disposal; however, the unit itself, when spent 
and beyond repair or functional use, should be sent back to the manufacturer for 
disposal. This process ensures the proper separation and handling of all the 
internal parts and reduces any risk to the patient and/or environment. 
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Warranty Information 
 
Limited Warranty 
The Erchonia Zerona is warranted to be free from defect in material and workmanship 
for a period of TWO YEARS from the date of purchase. For warranty to be valid, it is 
critical that the end-user complete and return the enclosed warranty card. Failure to 
return warranty card may adversely impact warranty processing and/or void warranty. 
 
Terms and Conditions 
• This product contains a 30 day money back guarantee, which covers purchase price 
only. If for any reason, the end-user is unsatisfied with the product and/or its 
performance, it can be returned for full refund of purchase price. 
 
• Shipping required facilitating warranty repair and or maintenance issues within the first 
90 days will be paid by the manufacturer. 
 
• Shipping required facilitating warranty repair and or maintenance issues after 90 days 
is the financial responsibility of the end-user. 
 
• Warranty DOES NOT cover instances involving or damages resulting from: 
 Accident, misuse or abuse 
 Lack of responsible care 
 Alteration or disassembly 
 Loss of parts 
 Exposure to the elements 
 Ingress of liquid 
 

• Warranty is NON-TRANSFERABLE. If device is sold to another party, by any one 
other than an approved Erchonia distributor, the warranty is VOID. 
 
Point of Contact 
If for any reason you are dissatisfied with this product, have warranty concerns or 
questions regarding proper operation of the device; please call 214.544.2227 for 
immediate assistance. 
 
Warranty Card 
Please remove warranty card from packaging, complete and mail within 90 days of 
purchase. Failure to do so may adversely impact manufacturer's ability to successfully 
administer warranty. 
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Erchonia Corporation 
2021 Commerce Drive McKinney, TX 75069 

1-888-242-0571 or 214-544-2227 
 

Property of Erchonia Corporation, cannot be duplicated without authorization. 
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