
Safety and Clinical Evaluation of SkinMedica TNS LipPlump System
Study Conducted by Ronald L. Rizer, Ph.D. and Nathan S. Trookman, M.D., at Thomas J. Stephens & Associates, Inc., Colorado Springs, Colorado. 

Evaluations:
· Clinical grading for efficacy 

  · Fine lip lines due to dryness

  · Overall condition, lip color/rosiness,

  · Overall lip definition/lip contour

  · Lip texture/visual roughness

· Clinical evaluation of safety

  · Objective irritation – erythema, edema

  · Subjective irritation symptoms – burning, stinging, 

   itching, tightness, tingling  

· Lip hydration – Corneometry

· Lip plumping – Caliper Measurements

· Digital photographs at baseline and at 4-weeks

· Participants self-evaluation questionnaire

· Statistical analysis by ANOVA

Study Participants:
· Thirty-two (32) women aged 22-40 of skin types I-V

· Self-perceived and clinically determined average size lips

· Regular users of lip products

· Mild to moderate dryness on the lips

· No additional lip product use during study duration

Test Material:
· SkinMedica Two-Step TNS LipPlump System consisting of:

  Step 1: Lip Renewal

  Step 2: Lip Plumper

Study Design

Results

Study Design:
· Four (4) week clinical usage study

· Evaluations at baseline, 2-weeks and 4-weeks

· Used the products for at least 8 hours a day   
 with at least 3 applications

· Lip Renewal (Step 1) was applied to lips 

 and around the lip contour

· Lip Plumper (Step 2) applied to the lip area

 within lip line

Figure 4: Unaltered photographs of patients taken before 
and after 4 weeks of treatment. All patients show a marked 
improvement in color/rosiness, fine lines, texture, overall 
definition and plumping.
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Week 4 Overall Satisfaction (Excellent or Good) 97%

Improved Overall Lip Condition 100%

Moisturized Lips 100%

Increased Lip Volume 81%

Enhanced Color 91%

Improved Lip Outline/Contour 91%

Improved Lip Appearance 97%

Softens Fine Lines Around Mouth 78%

Lips Look and Feel Healthier 94%

Helped Prevent Lip Dryness 78%

Not Oily or Greasy 81%

Is Good for Everyday Use 97%

Would Use if Available 84%

Made Lips Feel Smoother/Softer 94%

 
*Results at 2 and 4 week treatment in 32 Patients  

Physician’s Assessment of 
Clinical Efficacy

Digital Images Lips at Baseline and 4-week Post 
Treatment InitiationClinical Efficacy

Patient Self-Assessmentof Product 
Performance (% Agree), n=32

Conclusions

Figure 3*: Mean Moisturization (Corneometry) and 
Lip Plumping (Caliper Lower Lip Thickness   

Assessment of Product Safety and Tolerability 

· No adverse events reported during the course of the study.

· A Minimal increase in tingling observed

Clinically Proven To
· Increase Lip Moisturization

· Increase Lip Plumpness

· Reduce Fine Lip Lines

· Reduce Roughness

· Improve Overall Lip Condition

· Improve Color/Rosiness

· Improve Definition/Contour

· Cause Minimal Irritation

97% Overall Patient Satisfaction
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Study Sponsored by SkinMedica, Inc., Carlsbad, CA 92010

Individual Results May Vary

<
Figure 2*: Improvement in overall condition of lips. 
Physician’s assessment scale 0-10 (p-value    0.05)

Figure 1*: Reduction in fine lines and roughness. 
Physician’s assessment scale 0-10 (p-value    0.05)<

C

M

Y

CM

MY

CY

CMY

K

lipplump-sytem_clinical.pdf   10/9/2006   9:06:43 AMlipplump-sytem_clinical.pdf   10/9/2006   9:06:43 AM


