A Retrospective Analysis of the
Effects of Red Light Therapy on
Body Contouring
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visits over three weeks. Furth®B%lost 20¢ or more at the first visitvith Photonica Professional

1. BACKGROUND

There is a great demand to be slimmer and many people resort to cosmetic surgical prodedhezepme

thinner, with more aesthetically appealing body contours. Others turn toineasive slimming technologies

that destroy the fat cells with ultrasound, microwaves, heat, cold, or radio frequency radiation. Whether the

fat cells are surgicallyemoved or destroyed with a neimvasive technology, there are substantial risks to the
patient, including damage to the surrounding tissue, nerves, blood vessels, lymphatics, and collagen fibers.
These procedures may be accompanied with blood loss, fassree sensitivity, and pogirocedure recovery,

often accompanied by a great deal of inflammation, bruising and pain. Once fat cells are removed or
RSAGNRPE@SRY &adzwaSljdsSSyid ¢SA3IKG AFLAYy OFyy2G 06S W2N¥YI
resulting in dysmorphic fat accumulations in the subcutaneous and/or visceral fat.

Body contouring with red light therapy is safer than other procedures, offeringimasive permanent fat

removal by temporarily opening the fat cells and drainingth O2 y i Sy a dzaiAy3d GKS 0 2R
lipolysis. There is no damage to tissue, no pain, no downtime, and no other negative outcomes. Since no cells
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Zerona and PhotonicRrofessionaluse 635nm red light technology to cause lipolyisissubcutaneous fat
Zerona use$ow-power lasers (US Patent 8932338) and Photofoafessionaliseshigh-power, ultranarrow
bandwidth LEDs (US Patent 9895). The primary differencéetween laser and nofaser light is thaall of a
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extremely low power toavoid tissue damage While lowlevel lases like Zerona are safe on the skin and
present a risk of tissue damage only to the eyes, higher power lasers can burn through steel. Photonica
Professional does not present a risk to the eyes or any body tissue, and is therefore safer than lasers.

Zeronauses 5 lasers with 17.5mW each (87.5mW total power), all focused on five scanning pinpoints.
Photonica Professional uses 150 custom LEDs with 1,600mW each (240,000mW total power) uniformly
RAA0dzZNEASR 2@SNJ Iy | NBI | LILINRdhg datatiestdémonstoate that @lthaughé ®
the coherent light of the lasers is 107.5 times more efficient at penetrating the skin and delivering photonic
energy to the fat cells, Photonica Professional emits 840.0 times more power, more than overcoming the
transdermal inefficiency of its necoherent light and delivers 7.8 times more photonic energy (Luminous Flux
as measured in Lux) to the subcutaneous fat cells to biomodulate the lipolysis process:

Zerona Photonica Professional
Standard Dose Entétd To The Skin 0.06J/cn? 50.4J/cnf

Luminous Flux To Tisubcutaneou&at Cells  40.0 Ix 313.6 Ix



The design for Zerona is based on Dr. RodigraQa 3 NR dzy
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could be achievedvith 17.5mW lasers, but incorrectly concluded that th
non-coherentd_ED did not generate a statistically significant reduction in
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many publications 2002011 that lipolysis would not occur with LEDs, b
occurred only with the coherent light of a certain type of laser.
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The design for Photonica Professiondlased on the subsequent research
Terry J. Ward, M.H.A., who in 2011 discovered that the published reseg
and clinical trials were fundamentally flawed and that he could achi
greater results with his notaser lights than had been published by Jacks
Si Ifo 2 NR 02y Of dzZRSR G KI G a&f A3 Kdnvadiva fatfremaviliméthotd y R &
and machine, which uses LEDs with 2,742 times more total power than Zerona and 19,200 times more power
than the LED system studied in the Zsaalinical trials.

The Zerona treatment consists of a-20nute exposure with five scanning lasers on the font of the patient and

then 20 minutes on the back of the patient, with a total of 40 minutes exposure time for each treatment
session. SessionSMNE & OKSRdz SR GKNBS G4AYSa || ¢SS] T2NJ (g2 ¢
week after the last treatment session, at the seventh office visit.
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and consists of an-@inute exposure to the front, 8 minutes to the left side, 8 minutes to the back, and 8
minutes to the right side, with a total of 32 minutes exposure time for each treatment session. Since results
are immediate, all before andfter measurements are taken at the same treatment session.

2. BJECTIVE

The objective of this study is t@trospectively review existing treatment records at multiple private practice
locations in the United States of Americadetermine thecombineal circumferential reduction of the waist,

hips, and thighs with a single 32inute treatment session using the subject Photonica Professional product,
without benefit of dieting or exercise, in order to establish a baseline of expected outcomes for patikat
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reduction using the Zerona scanning Kavel laser system by Erchonia Corp.

3. STUDY DESIGN/PATIENTS AND METHODS

Retrospective ReviewA 10@%6 sanple of 58 patient records was takenm November 2015rom two private

practice locations for the initial treatment of tire29 most recently admitted patients to receive the specified

red light therapy for body contouring in 2015This sample size of 5&ifpent treatment records compares
FIL@2NIofe sAGK “%SNRYl QA GNBFGYSyG 2F op LI GASyGa 7

Ethics: All patients gave informed consent for the procedure and no patient was denied service or offered a
placebo treatment.

1Jackson, Robert F.; Dedo, Doug D.; Roche, Greg C.; Turok, David |.; Maloney, Ryan J. (2009).
"Low-Level Laser Therapy as a Naomasive Approach for Body Contouring: A Randomized,
Controlled Study”. Lasers in Surgery and Medicine 41 72®809. doi:10.1002/Ism.20855.

PMID 20014253.



Exemption: This research involves the analysis of existing data and other materials where the data can be
collected such that individual subjects cannot be identified in any way.

Methods: All patients wee measured using the schema used for the Zerona circumferential reduction 2007
2008 clinical trials, with six measurements for females and five for males. Excluded from treatment were any
individuals under age 18, any who were pregnant or trying to becpragnant, any with diminished liver or
kidney capacity, any with active cancer, and any with a photosensitive condition or medication. Of the 58
patient records sampled46 were for females aged 1B} years and 12 were for males aged-&5byears.
Although many patients receive multiple treatments, reported here are results achieved at the first visit.

Treatment: All participants received four eigiminute exposures with the Photonica Professional. Reduction
in the total combined inches of circumferenaneasurements of the waist, hip and bilateral thighs from
immediately before and after the treatment was assessed.

Results:Participants demonstrated an overall reduction in total circumference across all three sites of 3.5
inches. As shownbelowinlICilNJI ™M YR Ay ¢l ofS mZ 2yS 2F (GKS LI NIA
LI NOAOALI yiGa oy P00 tf2ad wé G2 wmné G GKS AYAGALf
males.

CHART 1: Combined Inch Loss At Finst Visit With Photonica Professional
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4. PRODUCT

Model: Photonica Professional

Description:The Photonica Professionas an FDAclearednon-invasivelight therapysystem that is based on
emitting a specific type of red light using hifjequercy constant current switching to modulate power to an

array ofhigh-power, ultranarrow bandwidth A 3 K& 9YAGGAyYy3a 5A2RS&a 6a[ 95a¢0®

The red lightimplementso A 2 OKSYA Ol f NBFOGA2ya Ay GUKS &1AY 6KAOF
thereby reducing lte appearance of lines, wrinkles, and fine lines while also treating benign vascular and



pigmented lesions, such as but not limited to solar lentigines, sun spots, liver spots and age spots. For the
FDAcleared indications for use (K150336), the treatmtmie is 20 minutes per exposure.
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retrospective analysis examines records for 58 patients who receiveldlaf treatments using the FDA
cleared device, but with treatment times of 8 minutes instead of 20.

Terry J. Ward, M.H.A., a Zerona laser expert, and Heidi Araya, a N&®8ihtseiere awarded a patent by the

United States Patent and Trademark Offitks(9,044,596for their breakthrough method of permanent fat

removal without dieting or exercise, using only the dory @+ a A @S NBR f A3IKG G KSNIF LR
spedal red light works by applying sufficient energy to release intracellular fat into the interstitial space. The
releasedintraOSf f dzf F NJ FI 4 Aa (GKSYy NBY2@SR GKNRBdAAK (KS 02RE
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without diet or exercise. The current study is intended for public release.

Although the coheznt light from lasers is more efficient at penetrating the skin due to its concentration on a
single pinpoint, upon contact with the subcutaneous fat, the light scatters and becomesohenent in the
adipose tissue. Thehotonica Professionatarts withnon-coherent light, which requires more power because

it is less efficient at penetrating the skin, but allows it to safely deliver 7.8 times more photonic energy
(luminous flux) to the fat cells without tissue damage as would occur with coherent Igiseoflithat intensity.

Zerona delivers all of its energy to a single point on the skin and uses scanning to distribute the power. At the
point on the skin where the laser is focused, the laser is some 500,000 times more powerful than the light from
Photonica Professionabut because Zerona moves the active pinpoint
with a scanner, the total photonic energy (luminous flux) delivered to
the fat cells is much lower thamith Photonica Professional

Zerona is 248.25 times more efficient at penetrating gk, delivering
739.78 Ix/mW/cm2 to the fat cells while thBhotonica Professional
delivers only 2.98 IxmW/cm2.Photonica Professionalompensates
for lower efficiency by using a stronger irradiance.

Photonica Professionalbonsists of a main control ithn LED panel, and 3 il
cable connections. The main control unit contains the main input, ]
fuses, power supply, control circuiStart button, and Minutes selector

switch

The power switch has a failsafe system that ensures the voltage from a
wall socket can ever come in contact with the user. A hospital
approved isolation transformer is mounted on the base of the medical
pole cart and also supports the main control unit and the light fixture,
with an articulated armSystem operation is preset. The unit opes

at a wavelengttof approximately 635nmwith a total power output of
approximately 30Qvatts.

This technology is based dmgh-power, ultranarrow bandwidthLEDs
in the red spectrum.Due to a 60° lens on each LED, there is very little
variation in ight output across the treatment area.




The device is intended for prescription use by a physician or their staff in an office environment or health
facility.

5. MEASUREMENTS
To assure a fair comparison with the Zerona clinical trials, all patients weasured using the schema used
for the 20072008 Zerona circumferential reduction clinical trials, with six measurements for females and five
for males.
Shown below are Figures 1 through 6:

Figure 1: Zerona Female Measurements Guide

Figure 2: ZeramFemale Measurement Form

Figure 3: Zerona Male Measurements Guide

Figure 4: Zerona Male Measurement Form

Figure 5: UltraSlim Female Measurement Form

Figure 6: UltraSlim Male Measurement Form
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FIGURE 1ZeronaFemale Measurements Guide

Female Measurements Guide

>
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Each patient is measured prior to the first treatment and after the 6th. If the patient has lost a minimum

of 3.0 inches (cumulative from the measurement areas indicated below) after the 6th treatment, they are to
return approximately one week later for the FINAL MEASUREMENT. If the patient has not lost a minimum of 3.0
inches then another 3 treatments will be provided and scheduled every other day over the next week.

All measurement data must be obtained at the same point on the body. It is critical that appropriate Reference
Points are used to ensure accurate and consistent results.

» The individual taking measurements must make sure the measuring tape is flush to the skin, pulled snuggly and

is level to the ground at both front and back,

Patients should stand with feet placed shoulder-width apart and relax their muscles before measuring. You can
also use “colored tape” to mark the floor so the patient’s feet are always in the same position and the same
distance apart. Note: Also avoid letting the patient “suck in” their tummy when measuring —this is a

common reflex.

Patients should wear the same undergarments when taking each measurement
(two piece bathing suit or bra and panties).

To ensure consistency, SBMI Protocol requires that all measurements are obtained in
relation to a standardized Reference Point (i.e. how far below umbilicus is hip
measurement, or how far above the kneecap for thigh measurement).

To ensure the diodes (or arms) are the same distance from the body for
each treatment, a measurement between the center diode to the
umbilicus must be taken and recorded. The distance from the diodes to
the body should not exceed 8 inches, however closer is better, as long
as the tail feathers of the diode lights touch or intersect.

Using this Reference Point system is key in allowing you to

re-measure the same area to document the real change in

circumference after treatment. Change in circumference

will vary from patient to patient. Back

Below is a summary of Exact Measurement Areas

& Reference Points. ~ N e
; ) gl =Y arrTMidsAbdomen
Measurement Area | Reference Point e 7o
(Circumference in Inches} HipS [T
Back Circumference where fat is under bra and

note distance in inches above the umbilicus

Waist 2-3inches above umbilicus (note distance)
Mid-Abdomen 2-3inches below the umbilicus (note distance)
Hips Note distance below umbilicus

Thighs (right and left) Greatest circumference, then note

distance from top of kneecap

Note: Patients also lose inches from many areas not measured
and in between measured areas.

Allrights reserved. 2010@ Santa Barbara Medical Innovations, LLC. Seriali
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FIGURR: ZeronaFemale MeasuremenForm

Female ZERONA Measurement Form

Practice Name Physician Name
s ™
PATIENT INFORMATION
Patient Name Patient Number
Age Height
Cit Stat Zip Cod
L ity ate ip Code )
'S ~
ZERONA PATIENT MEASUREMENT RESULTS Limited Guarantee Treatments
Measurements Reference Point Distance Before 1st | After 6th i One Week | After 9th After 12th | Total Loss per
from ZERONA ZERONA | After 6th ZERONA ZERONA Measurement Area
Reference | Treatment | Treatment |Treatment | Treatment | Treatment | (BASEminus FINAL)
Point {BASE) (6th) | (9th) (12th)
|
Date of Measurement
Weight Each Date
Diode Distance Diode Head ta Umbilicus
Back Base of Bra
Waist Umbilicus
Mid-Abdomen Umbilicus
Hips Umbilicus
Right Thigh Top of kneecap
Left Thigh Top of kneecap 1
|
|
Total Inches Lost | )
Patient Initials i
Medical Professional Initials ;
- ~
ADDITIONAL SYSTEMIC MEASUREMENT RESULTS Limited Guarantee Treatments
Measurements Reaference Point Distance Before 1st | After6th | One Week | After 9th After 12th | Total Loss per
from ZERONA ZERONA | After 6th ZERONA ZERONA Measurement Area
Reference | Treatment | Treatment |Treatment | Treatment | Treatment | (BASEminus FINAL}
Paint (BASE) (6th) (9th) {12th)
Neck
Right Arm Elbow
Left Arm Elbow
Right Knee Kneecap (center)
Left Knee Kneecap {center) :
Total Systemic Inches Lost \
GRAND TOTAL INCHES LOST 1
Patient Initials |
Medical Professional Initials 3

* You must start and finish your six treatments in two weeks. Each of the six treatments cannot be more than 72 hours apart.
* You must come back for your final measurement approximately 7 days after your final treatment.

Email completed forms weekly to: clientservices@sbmi.com or fax to 888.684.8144

Patient Signature

Medical Professional Signature



FIGURB: Zerona Male Measuremens$ Guide



