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TREATMENT OF THE VAGINAL INTROITUS TO EVALUATE EFFECTIVENESS:
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Procedure consists of 110 pulses Statistically Significant Improvement in Laxity (VLQ) Active Sham
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Subjects: Pre-menopausal women, > 1 FT vaginal delivery
Study Sites: 9 sites in 4 countries (Canada, Italy, Spain, Japan)
Objective: Validate safety and efficacy

2:1 Randomization: [Active (90 J/cm?2): Sham (1 J/cm?)

Efficacy: Measured at 1, 3 and 6 months post-treatment
Vaginal Laxity Questionnaire (VLQ)
Validated Female Sexual Function Index (FSFI)
Safety: Adverse event reporting

Active 103 43 (1.37
0.005 ’ 0.006
Placebo 52 10 6.79)

Likelihood of “no vaginal laxity” > 3x greater for Active vs Placebo
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Conclusions:
Achieved primary endpoint: NO laxity at 6 months (active vs placebo),
statistically significant at 95% confidence level
Achieved statistically significant difference at 95% confidence level for
change from baseline to 6 months (active vs placebo):

Sexual function (FSFI)
Vaginal laxity (VLQ)

The Viveve system is a safe and effective treatment for vaginal laxity.




VIVEVE.



	Slide Number 1
	Slide Number 2

