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Title Unauthorized use of Energy-Based Medical Devices (EBDs) in Vaginal Rejuvenation and Related ol

Gynecological Indications
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Energy-Based Medical Devices (EBDs), including Carbon Dioxide (CO:) lasers, Er:YAG lasers, and (sahall
Radiofrequency (RF) devices

Medical Device
Description:
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Potential . i
: : . . ' , Sl Aag yal)
/Associated risks | ¢ SFDA has not authorized the use of Energy-Based Medical Devices (EBDs) for vaginal ) o jeudl)

rejuvenation or related gynecological indications due to the lack of sufficient evidence
demonstrating their safety, effectiveness, and performance for such uses.

e The use of these devices for indications not authorized by SFDA may expose patients to potential
risks and complications because adequate scientific evidence supporting their safety and
effectiveness for these indications is lacking.
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Recommendations | e Use Energy-Based Medical Devices only for the Intended Use authorized by SFDA. Do not use or il 5il)
promote these devices for vaginal rejuvenation or any other indications not authorized by SFDA,
including the treatment of painful urination, urinary incontinence, symptoms associated with
menopause, pain during sexual intercourse, or vulvovaginal laxity or atrophy.

e Healthcare practitioners should inform patients that SFDA has not authorized these devices for
these indications due to the lack of sufficient evidence demonstrating their safety, effectiveness, and
performance.

e Patients requiring evaluation or treatment should be referred to an appropriate specialist to discuss
evidence-based therapeutic options.

e Any adverse event or complication associated with the use of these devices for such procedures
should be reported to SFDA) NCMDR).
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