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 Summary of energy devices currently on the 

market by energy source

 Review indications and differences among 

Laser, Radiofrequency, and other devices

 Review of recent FDA warnings and what this 

means

 Summary of reported adverse events related 

to vaginal rejuvenation devices

 Supplemental FDA warning letters per 

manufacturer





Laser

CO2

Mona Lisa Touch 
(Cynosure)

10,600nm

360º delivery of energy 1cm 
apart for TVL

FemiLift (Alma)

10,600nm

-8 pulses 45º apart in 360º 
radius, every 1cm 

-3 pulses ant. Wall 45º apart, 
every 1cm for SUI

CO2RE Intima
(Syneron/Candela)

10,600nm

Pulse 1x, withdraw 1 cm, 
cont until reach introitus; 

rotate HP 60-90º and 
repeat until  entire 

circumference is treated.

FemTouch(Lumenis)

10,600nm

5 pulses every 60º in a 
360º radius 1 cm apart

Er:YAG

Smooth (Fotona)

2940nm

Automatic delivery of 
energy, different settings 

based on indication

Juliet (Cutera)

2940nm

360º tx sequential pulses, 
1cm apart; 2 passes 1st is 

ablative ,2nd is coagulative

DiVa (Er:YAG/Diode; 
Sciton)

2940nm/1470nm

Automated tx, choose 
90º,190º,or 360º
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Radiofrequency

Monopolar

ThermiVa (Thermigen) 
0.5MHz

Probe inserted repeatedly; 
time and temp user 

dependent

TempSure Envi (Cynosure)

4.0MHz

Voluntarily suspended 
manufacturing 8-13-18¹

UltraFemme 360 (BTL)

?MHz

Probe inserted repeatedly 
for 8 min

Cryogen cooled monopolar
Geneveve (Viveve)

6.78MHz

2 probe lengths: 5cm, 8cm

Divide canal into 4 
quadrants and deliver 25 
pulses in each quadrant

Bipolar
Votiva (InMode)

1 MHz

FractoraV: fx RF for 
external treatment, 

stamping technique, 24 pins 
coated or non-coated

FormaV: Probe inserted 
repeatedly for variable 

time

Multi-polar RF with PEMF
Fiore (Venus)

Not in the US yet

Stationary treatment once 
inserted.

Options for internal, 
external and mons pubis
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Other

High Intensity 
Focused 

Electromagnetic 
Technology (HIFEM) 

Emsella (BTL)

?

‘..thousands of 
supramaximal pelvic 

floor muscle 
contractions,..’²

Broad  Band Light
diVa Tyte (Sciton)

(Not in US)

‘..gently massaging 
the exterior vaginal 

skin heating the 
dermal layer.’

High Intensity 
Focused Ultrasound 

(HIFU)

FemiWand

(Not in US)

360º delivery of HIFU 
pulses at 3.0 and 

4.5mm, withdraw 1cm 
and repeat x3
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Laser SUI/uri

-nary 

inconti

-nence

Vulvovaginal

atrophy

Vaginal 

lubrication

/dryness

Orgasm Dyspar

-eunia

Vaginal 

laxity

POP Vag. 

Tone & 

flexibilt

y

Gyne. 

Applica

-tions

MLT¹² ✔ ✔ ✔ ✔ ✔

Femilift¹¹ ✔ ✔ ✔ ✔ ✔

CO2RE 

Intima¹º
✔

FemTouch¹³ ✔ ✔ ✔ ✔

Smooth⁹ ✔ ✔ ✔ ✔

Juliet⁸ ✔

DiVa¹⁴ n/a

DiVa⁷ ✔ ✔ ✔ ✔ ✔ ✔ ✔



RF/other SUI/uri-

nary 

inconti

-nence

dryne

ss

Adjunct 

to 

Kegel’s

Muscle

pain 

relief

Muscle 

relaxation

Vaginal 

laxity

Tissue 

tightenin

g

Generate 

collagen

Increase blood 

flow/circulation

Decrease 

in 

recurring 

infections

Decrease 

in mons

ThermiVa¹⁷ ✔

⁕TempSure

Envi¹⁶
n/a

UltraFemm

e 360¹⁹
✔

Geneveve¹⁵ ✔

Votiva²º ✔ ✔ ✔ ✔

FemiWand²¹ ✔ ✔ ✔ ✔ ✔

Emsella¹⁸ ✔ ✔

Fiore²² ✔ ✔



“In reviewing adverse event reports and published 

literature, we have found numerous cases of vaginal 

burns, scarring, pain during sexual intercourse, and 

recurring or chronic pain.”²³

 “We are aware that certain device manufacturers may 

be inappropriately marketing their energy-based 

medical devices for the uses noted above that are 

outside of their cleared or approved intended uses.”²⁵

 7 companies were sent letters of communication

 Venus Concept, Ltd

 BTL Industries, Inc.

 Cynosure, Inc

 Alma Lasers

 Sciton, Inc

 Thermigen, Inc

 InMode MD, Ltd

 https://www.fda.gov/MedicalDevices/Resourcesf

orYou/Industry/ucm111104.htm

 “Understand that the FDA has not cleared or approved 

any energy-based medical device for vaginal 

“rejuvenation” or cosmetic procedures, or for the 

treatment of vaginal symptoms related to menopause, 

urinary incontinence or sexual function”²⁴



 “The MAUDE database houses medical device 

reports submitted to the FDA by mandatory 

reporters 1(manufacturers, importers and device 

user facilities) and voluntary reporters such as 

health care professionals, patients and 

consumers.”4

 https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfmaude/

search.cfm

 Search results were conducted first by manufacturer 

then by brand name.. 

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfmaude/search.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfmaude/search.cfm


Manufacturer Total AE (1827) AE sp. Vag. Device (17)

Lumenis 500 6

Hologic 500 1

Cynosure 203 3

Candela 148 0

Cutera 120 0

Venus Concept 95 0

Alma 77 0

DEKA 66 2

Syneron 55 0

Sciton 31 0

BTL 20 0

Viveve 5 5

Fotona 4 0

Almirall 1 0

InMode 1 0

Invasix 1 0



Brand name Total AE (1909) AE sp. to vag. Device (21)

Smooth 500 0

Intima 500 0

Core 500 0

Co2re 0 0

Diva 388 0

Mona Lisa Touch 10 10

FemTouch 5 5

Thermiva 4 4

Geneveve 2 2

Femilift 0 0

Juliet 0 0

UltraFemme 360 0 0

Emsella 0 0

TempSure Envi 0 0

Fiore 0 0

Votiva 0 0



 Neurologic

 Pain

 Burning

 Numbness

 Gynecologic

 Dyspareunia
 New onset

 Worsening symptom

 Prolonged menses

 Inability to conceive

 Scarring

 Disfigurement

 Cyst formation

 Urologic

 Urininary incontinence
 Worsening symptoms

 Burning with urination

 Frequent urination

 Sensation of incomplete voiding (4-6 week duration)

 Ophthalmic

 Operator report: Facial burning sensation during treatment with subsequent bacterial 
conjunctivitis



Devices for women’s health have significant 

potential for positive impact.

 Education is key in treating appropriate 

candidates with the correct device.

 Risks need to be clearly reviewed by device.

 Further study on long term sequelae would 

be beneficial.

 Accurate reporting of AE is needed to learn 

the limitations and full risk/benefit profile of 

these treatments.



1. Co2re image:http://att.com.tr/products/fraksiyonel-karbondioksit-lazer-
cihazlari/images/core2mini.jpg

2. Emsella image: http://www.drshel.com/wp-
content/uploads/2017/10/BTL_Emsella_Pic_system-e1507750655298.jpg

3. Fotona Smooth image: https://www.fotona.com/media/uploads/fotonasmooth_sp.jpg

4. Thermiva image: https://www.laskyaesthetics.com/treatments-and-services/skin-
tightening-and-body-contouring/thermiva/images/device.png

5. Viveve image: https://tse2.mm.bing.net/th?id=OIP.cmyj5T-
xpYAHaQSrHkXy5wHaGd&pid=15.1&P=0&w=199&h=175

6. Votiva image:https://tse4.mm.bing.net/th?id=OIP.AqYRgTgf-U-
PDVZasz81GAAAAA&pid=15.1&P=0&w=300&h=300

7. indications slide: https://sciton.com/diva/international/conditions/

8. https://julietbycutera.com/

9. https://www.fotona.com/en/#gynecology

10. https://syneron-candela.com/na/product/co2re-intima

11. https://www.femilift.com/what-does-femilift-treat/

12. http://www.monalisatouch.com/vaginal-atrophy/

13. femtouch marketing brochure 2017

14. https://sciton.com/diva/

15. https://us.viveve.com/product-solutions/#VivevesystemFull

http://www.drshel.com/wp-content/uploads/2017/10/BTL_Emsella_Pic_system-e1507750655298.jpg
https://www.fotona.com/media/uploads/fotonasmooth_sp.jpg
https://www.laskyaesthetics.com/treatments-and-services/skin-tightening-and-body-contouring/thermiva/images/device.png
https://tse2.mm.bing.net/th?id=OIP.cmyj5T-xpYAHaQSrHkXy5wHaGd&pid=15.1&P=0&w=199&h=175
https://sciton.com/diva/international/conditions/
https://julietbycutera.com/
https://www.fotona.com/en/
https://www.femilift.com/what-does-femilift-treat/
https://us.viveve.com/product-solutions/


16. https://www.massdevice.com/hologic-pulls-vitalia-handpieces-probes-in-light-of-fda-
concerns-over-vaginal-rejuv-tech

17. https://www.thermiva.com/how-thermiva-works

18. https://bodybybtl.com/solutions/pelvic-suite/btl-emsella/; 
https://www.btlaesthetics.com/en/btl-emsella

19. https://www.btlaesthetics.com/en/ultra-femme-360

20. https://inmodemd.com/workstation/workstation-votiva/

21. https://hdlipofreeze.com/nextgen-hifu-femiwand/

22. https://www.venusconcept.com/en-gl/venus-fiore.htm

23. https://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm615130.htm

24. https://www.fda.gov/MedicalDevices/Safety/AlertsandNotices/ucm615013.htm

25. https://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm615130.htm

26. https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfmaude/search.cfm

27. https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4912496/pdf/13224_2016_Article_868
.pdf

28. https://onlinelibrary.wiley.com/doi/pdf/10.1111/jocd.12524

29. https://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/ucm111104.htm (link 
to letters to industry)

https://www.massdevice.com/hologic-pulls-vitalia-handpieces-probes-in-light-of-fda-concerns-over-vaginal-rejuv-tech
https://www.thermiva.com/how-thermiva-works
https://bodybybtl.com/solutions/pelvic-suite/btl-emsella/
https://www.btlaesthetics.com/en/btl-emsella
https://www.btlaesthetics.com/en/ultra-femme-360
https://inmodemd.com/workstation/workstation-votiva/
https://hdlipofreeze.com/nextgen-hifu-femiwand/
https://www.fda.gov/MedicalDevices/Safety/AlertsandNotices/ucm615013.htm
https://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm615130.htm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfmaude/search.cfm
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4912496/pdf/13224_2016_Article_868.pdf
https://onlinelibrary.wiley.com/doi/pdf/10.1111/jocd.12524
https://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/ucm111104.htm


This presentation will be posted at:

www.drgutowski.com

Contact information:

jocelin@afreshmedspa.com

http://www.drgutowski.com/

