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1. INVESTIGATIONAL DEVICE  

1.1. Device description and mechanism of action 

Silk’n Lipo is a device for home use that utilizes Low Level Laser Therapy (LLLT) 

and Electrical Muscle Stimulation (EMS).  

LLLT is a non-invasive, non-thermal approach for body contouring, and 

circumference reduction. It is a dose rate of laser energy that causes no detectable 

temperature rise of the treated tissue and no macroscopically visible changes in tissue 

structure. LLLT is a clinically proven, safe technology, exhibiting significant 

circumference reduction and decrease in fat layer thickness1. 

EMS is the induction of muscle contraction using device-generated electric impulses, 

which are delivered through electrodes on the skin to the muscles. This technology 

is clinically proven as a strength training tool for healthy subjects and athletes, and 

has also shown a reduction of body fat percentage1,2.   

The combination of these two features in one device will induce fat and 

circumference reduction while strengthening the muscles in the treated areas and 

promoting a firmer, more contoured body.  

Silk’n Lipo includes three belts, two treatment units, which contain 8 laser diodes 

each for the LLLT activation, and an electrode pad, which contains 2 EMS 

electrodes. Each treatment unit is attached to the belt and the electrodes pad and then 

placed on the treatment area. Silk’n Lipo uses integrated rechargeable batteries so 

that each treatment unit can be charged easily before each use. 
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1.1. Intended use  

Silk'n Lipo is a non-invasive aesthetic device intended for reducing the 

circumference of the waist, arms, thighs and buttocks. The device is also intended 

to improve muscle tone and firmness, and strengthen the muscles in the treated 

areas. 
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2. SUMMARY OF THE CLINICAL INVESTIGATION PLAN 

2.1. Investigation design 

This is an open label, prospective pilot study aimed to evaluate the safety and efficacy 

of the Silk'n Lipo. The study included 11 subjects, each served as his/her own control, 

while comparing results before treatment and after 9 weeks of treatment. Treatment 

was defined as 15 minutes of device activation on each area, while 3 adjacent areas 

of the waistline were treated for 45 minutes per session. Treatment was performed 

twice a week over a 9-week period for a total of 18 treatment sessions.  

2.2. Clinical investigation objectives 

The objective of this study was to evaluate the safety and efficacy of the home-use 

device Silk'n Lipo (Model H5001) for waist circumference reduction.  

2.3. Study endpoints 

Efficacy assessment: 

A significant reduction in the average waist circumference following 18 treatment 

sessions as compared to baseline.   

Safety assessment: 

1. Investigator assessment noting any changes in existing skin condition including 

scars, cellulite, stretch marks, discoloration, stria, dimpling, skin quality and 

elasticity following treatment. 

2. Reported errors and near errors using the device. 

3. Device malfunctions, which relate to device safety. 

4. Device related adverse events. 
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2.4.  Test methods 

Efficacy measures: 

1. Waste circumference was measured using a flexible measuring tape at the height 

of the iliac crest.   

2. Weight and height measurements. 

3. Standardized digital photographs of the waist with front and side view. 

Safety measures: 

- Physical examination. 

2.5. Subjects 

Subjects were enrolled in the study after meeting all inclusion/exclusion criteria and 

providing a signed Inform Consent Form.  

2.6. Statistical analysis 

Results were presented in a tabular format including count, Mean, SD, and graphical 

representation of individual change. Significance level was defined as ɑ=0.05. 

Statistical analysis was performed using the non-parametric Wilcoxon paired test 

model, via the SPSS 24.0.1 program. 
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3. RESULTS  

3.1. Subjects 

Eleven subjects were recruited and completed the study. Amongst the participating 

subjects, 8 were female and 3 were male. Subjects’ ages ranged between 22 and 66 

years, with an average age of 48.28 ± 11.64. All the subjects conducted 18 treatment 

sessions during a 9-week period, and were included in the analysis.  

 The demographic characteristics of the subjects are shown in Table 1 below.  

Table 1: demographic characteristics 

N 12 

Age 

     Mean±SD  48.28 ± 11.64 

     Min-Max 22 - 66 

Gender 

     Female 8 (72.7%) 

     Male 3 (27.3%) 

 

3.2. Safety assessment 

A safety analysis was conducted using all 11 recruited subjects. No adverse events 

were reported during the study, no pain or uncomfortable feelings or any change in 

skin condition were reported during the treatments.  

3.3. Efficacy assessment 

Weight, BMI, and waist circumference were measured before and after 9 treatment 

weeks (18 treatment sessions); the results are summarized in Table 2 below, and 

detailed individual data is listed in Appendix A of the report.  

Out of 11 completers, 9 subjects experienced waist circumference reduction, with a 

maximal reduction of 6.4 cm, while two subjects experienced no change. The average 

circumference reduction in this study was calculated to be 2.11 (±2.23) cm, and was 

found statistically significant (p=0.008).   
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Although average reductions in weight and BMI were measured, these did not reach 

statistical significance.  

Table 2: Weight, BMI, and circumference measurements 

 Before average (±SD) After average (±SD) Gap average (±SD) P value 

Weight (Kg) 70.95 (±9.11) 70.09 (±9.08) -0.86 (±1.35) 0.091 

BMI 25.66 (±1.90) 25.35 (±1.80) -0.32 (±0.49) 0.092 

Circumference (cm) 92.97 (±9.72) 90.75 (±9.29) -2.22 (±2.10) 0.008 

 

A visual representation of the waist circumference reduction is exemplified in figures 

1 to 3 below, showing front and side photographs of the waist before and after 18 

treatment sessions. 

  

Figure 1: Fifty-year-old female exhibiting a waist circumference reduction of 6.4 cm, before (A) 

and after (B) 18 treatment sessions with the Silk’n Lipo device.  

  

Figure 2: Forty-nine-year-old female exhibiting a waist circumference reduction of 2.9 cm, 

before (A) and after (B) 18 treatment sessions with the Silk’n Lipo device.  

 

A 

A B 

B 
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Figure 3: Sixty-six-year-old female exhibiting a waist circumference reduction of 3.8 cm, before 

(A) and after (B) 18 treatment sessions with the Silk’n Lipo device.  

 

3.3.1. Evaluation of subjects’ satisfaction  

During the last visit, the subjects completed satisfactory questionnaires to evaluate 

their impression on the device operation, safety, and treatment outcomes. The results 

are shown in Table 3 below. Questionnaire items were scored on a scale of 5, where 

5 is very high satisfaction, and 1 is very low satisfaction. The results indicate that the 

subjects were mostly satisfied or very satisfied with the device operation, device 

safety, and with the overall effect of the Silk’n Lipo device.  

 

  

    A   B 
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Table 3: Subject satisfaction questionnaire results  

Question  Average 

score 

SD 

Overall, how satisfied are you with the Silk'n Lipo device? 

 

3.89 1.05 

How satisfied are you with the safety of performing 

treatment with Silk'n Lipo device? 

4.78 0.44 

How satisfied are you with the ease of treatment with Silk'n 

Lipo device? 

4.44 0.53 

How satisfied are you with the ease of learning to use the 

Silk'n Lipo device? 

4.67 0.5 

How satisfied are you with the circumference reduction 

obtained by the Silk'n Lipo device? 

4 0.89 
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4. DISCUSSION AND CONCLUSIONS 

This pilot study provides an evaluation of the change in waist circumference 

following 18 twice-weekly treatments with the Silk’n Lipo device.  

Safety analysis indicates that the treatment is safe; no adverse events, any skin 

reaction or other side effect were reported during the study.  

Objective measurements of waist circumference indicate on notable reductions, as 

exemplified by front and side view digital photographs, with a statistically significant 

average reduction of 2.22 (±2.10) cm (p=0.008). Although reductions in the average 

weight and BMI were shown, they did not reach statistical significance, indicating 

that the notable circumference reduction was not induced by overall weight change 

but rather was resulted from the Silk’n Lipo treatments.  

In addition to these objective results, data obtained by satisfactory questionnaires 

indicate on high satisfaction of the users with the device operation, device safety, and 

reduction of waist circumference.  

The results of this study indicate that the Silk’n Lipo offers a safe and effective in-

home technique for circumference reduction and improvement of body contour.  
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6. APPENDIX A – INDIVIDUAL DATA 

 

Circumference (cm) 

Subject code BEFORE AFTER DELTA 

AK 91.44 85.09 -6.35 

AN 84.46 80.65 -3.81 

DE 101.60 99.70 -1.90 

KA 101.60 100.33 -1.27 

MA 93.98 93.98 0.00 

MAR 81.28 81.28 0.00 

MO 95.25 94.62 -0.64 

NI 87.95 85.09 -2.86 

RH 88.90 87.00 -1.91 

SE 82.55 81.92 -0.63 

TA 113.67 108.59 -5.08 

AVERAGE 92.97 90.75 -2.22 

SD 2.93 2.80 2.10 

P value     0.008 

 

Weight (kg) 

Subject code BEFORE AFTER DELTA 

AK 67.23 66.23 -1.00 

AN 54.09 52.91 -1.18 

DE 71.57 71.48 -0.09 

KA 76.01 74.75 -1.27 

MA 78.19 76.29 -1.90 

MAR 58.53 58.80 0.27 

MO 75.38 73.11 -2.27 

NI 69.13 67.68 -1.45 

RH 83.17 85.16 1.99 

SE 66.05 66.23 0.18 

TA 81.09 78.37 -2.72 

AVERAGE 70.95 70.09 -0.86 

SD 9.11 9.08 1.35 

P value     0.091 
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BMI 

Subject code BEFORE AFTER DELTA 

AK 24.70 24.30 -0.40 

AN 22.60 22.10 -0.50 

DE 27.10 27.10 0.00 

KA 27.10 26.60 -0.50 

MA 27.00 26.40 -0.60 

MAR 22.90 23.00 0.10 

MO 26.90 26.00 -0.90 

NI 26.20 25.60 -0.60 

RH 26.30 27.00 0.70 

SE 23.50 23.60 0.10 

TA 28.00 27.10 -0.90 

AVERAGE 25.66 25.35 -0.32 

SD 1.90 1.80 0.49 

P value   0.092 

 

 


