Performance Testing – Clinical
A multi-site retrospective analysis has been performed on the records of 77 patients, which
demonstrates the efficacy of the device using the Vevazz LED protocol with a 7-minute exposure to
the front of the body, 7 minutes to the left side, 7 minutes to the back, and 7 minutes to the right
side, with a total of 14 minutes exposure time for each treatment session.
The objective of this study is to retrospectively review existing treatment records at multiple private practice
locations in the USA to determine the combined circumferential reduction of the waits, hips and thighs with
a single 14 minute treatment session using the subject Vevazz LED product, without benefit of dieting or
exercise, in order to establish a baseline of expected outcomes for patients who undertake this procedure
and to compare the procedure’s effectiveness with non-invasive fat reduction using the Photonica
Professional fat reducing low level laser system by Ward Photonics LLC.

The studies differ in that the Ward Photonics LLC protocol was performed four 8-minute treatments.
In order to assure a fair comparison of the measurements with the predicate’s measurement
schema, the measurements in this study were taken in exact accordance with the Photonica Male
Measurement Guide, Female Measurement Guide, Male Measurement Form, and Female
Measurement Forms as were used in the clinical trials upon which the predicate’s application was
approved. Those results were published in A Retrospective Analysis of the Effects of Red Light
Therapy on Body Contouring.
The same self-tensioning tape measures were used for both studies. As detailed in the Photonica
measurement guides and forms, multiple circumferential measurements were recorded for each
patient. The measurement reference points are described in the Photonica Male Measurement Guide
as quoted here for five measurements:
Back
Upper-Abdomen
Mid-Abdomen
Flanks
Lower-Abdomen

Circumference at level of nipples
Distance above umbilicus
2-3 inches above the umbilicus
Circumference around the “love handles”
Distance from umbilicus

The measurement reference points are described in the Photonica Female Measurement Guide as
quoted here for six measurements:
Back
Waist
Mid-Abdomen
Hips
Thighs (right and left)

Circumference where fat is under bra and note
distance in inches above the umbilicus
2-3 inches above umbilicus (note distance)
2-3 inches below the umbilicus (note distance)
Note distance below umbilicus
Greatest circumference, then note distance from
top of kneecap.

The results of the retrospective analysis are summarized in the table below:
Title of Study:
Study Objective

A Retrospective Analysis of the Effects of Red Light Therapy on Body
Contouring.
The objective of this study is to retrospectively review existing
treatment records at multiple private practice locations in the USA to
determine the combined circumferential reduction of the waist, hips,

Traditional 510k Submission
Vevazz LED

Number of Sites:
Enrollment Size:
Patient Population

Study Design

Measurements and
Timing

and thighs with a single 14 minute treatment session using the
subject Vevazz LED product, without benefit of dieting or exercise, in
order to establish a baseline of expected outcomes for patients who
undertake this procedure and to compare the procedure’s
effectiveness with non-invasive fat reduction using Photonica
Professional by Ward Photonics LLC
4
77
For the study, 64 of the patients are female (83%) and 13 are male
(17%). Females ranged in age from 18 to 77, with an average age of
41.7 years. Males ranged in age from 35 to 68, with an average age
of 43.3 years. Overall, patients ranged in age from 18 to 77, with an
average age of 42 years.
Vevazz LED paddles were positioned directly over the skin with four
7-minute exposures. For males, the paddles were positioned:
• Front: Over the chest and abdomen, extending 23” toward
suprapubic area.
• Back: Starting at the top of buttocks, extending 23 inches
toward the upper back.
• Left: From the left hip area, extending 23 inches toward the
left underarm area.
• Right: From the right hip area, extending 23 inches toward the
right underarm area.
For females, the paddles were positioned:
• Front: From below the bra and extending 23 inches to include
the top of the thighs.
• Back: Covering the “back” measurement area and extending
23 inches to include the top of the thighs.
• Left: The paddles are placed to cover the left “love handle”,
the outside of the left thigh, and the inside of the right thigh
along with the lower abdomen.
• Right: The paddles are placed to cover the right “love handle”,
the outside of the right thigh, and the inside of the left thigh,
along with the lower abdomen
Measurements were taken immediately before and after the 14minute treatment using a self-tensioning tape measure, measurement
forms, and instructions (Measurement Guides) exactly as used in the
clinical trials for the predicate Photonica Professional.
Since measurements were taken immediately before and after the
treatment, the observed results are therefore immediate.
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Treatment

The treatments consist of four 7-minute exposures with the 650nm
light positioned directly over the skin.
Vevazz LED uses large paddles consisting of 28 LEDs in a
series/parallel electrical connection. Each LED produces 130
mw/cm2 of source power light energy with a wavelength of 650 nm;
+/- 25 nm uniformly over the treatment area.

Results

Inch loss by gender is:
Gender

Patients

Age

Males
Females
Total

13
64
77

43.3
41.7
42.0

Inch
Loss
1 5/8
2 2/5
2 1/80

Std.
Dev.
1 2/8
1 6/8
1 1/2

Inch
Loss
3 4/7
1 2/3
2 1/2
2 1/6
2 1/2

Std.
Dev.
1 2/8
1 5/8
2
1 6/8
1 5/8

Inch loss by treatment site is:
Site

Patients

Age

A
B
C
D
Total

8
16
23
30
77

49.1
48.7
40.7
37.2
43.9

Patients lost a minimum of 1”. The maximum lost is 7 1/2”.
For males, inch loss is computed by adding the inch loss
measurements for back, upper-abdomen, mid-abdomen, flanks
and lower abdomen.
For females, inch loss is computed by adding the inch loss
measurements for back, waist, mid-abdomen, hips and thighs.
Adverse Events

There were no device-related adverse events

Substantially Equivalent
to Predicate

Vevazz LED achieved an average combined circumferential
reduction of the waits, hips, and thighs of 2.5” at one visit using the
same measurements schema as in the Photonica Professional study
which found an average loss of 3.5” with one 32-minute treatment.

Further, 100% of patients had clinically significant results at one visit with Vevazz LED, considering that all
patients lost at least 1.0” with one treatment. By comparison, traditional liposuction is limited to removal of
no more than 500 ml of fat at one surgery, due to the attendant trauma and potential side-effects.
NOTE: While treatment with Vevazz LED immediately reduces the size of subcutaneous fat accumulations
exposed to the lights, treatments do not prevent the patients from subsequently gaining weight or increasing
the size of the fat accumulations. The durability of the treatment has not been studied or established in followup clinical trials with a sufficiently statistically significant sample.
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Tabular Results:
Women:
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Tabular Results:
Women continued:
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Tabular Results:
Men:
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