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ne year ago, in this

journal, | predicted

the FDA's concerns
disseminated in recent months
regarding a rapidly growing
field of device-based treatment
for women’s genitourinary
(GU) disorders. In that article
entitled, “Devices in Women's
Health” (JDD November 2017), |
put forth the status of FDA clear-
ance for devices in the women’s GU health domain and warned
of marketing preceding appropriate clearances.” Current FDA
clearances are only for general use such as “incision, excision,
vaporization, and coagulation of body soft tissues including gy-
necology and GU surgery,” or “electrocoagulation and hemosta-
sis and to create lesions in nervous tissue in dermatological and
general surgical procedures.”” On July 31, 2018, the FDA warned
against the use of energy-based devices to perform vaginal “re-
juvenation” or vaginal cosmetic procedures (https:/www.fda.
gov/MedicalDevices/Safety/AlertsandNotices/ucm615013.htm)
followed by a statement from FDA Commissioner Scott Got-
tlieb MD on efforts to safeguard women'’s health from decep-
tive health claims and significant risks related to devices mar-
keted for use in medical procedures for “vaginal rejuvenation”
(https://www.fda.gov/NewsEvents/Newsroom/Press Announce-
ments/ucm615130.htm). As | forewarned a year ago, the pro-
per testing and clearances for GU applications are imperative
to ensuring these potential treatments are safe and effective
for women’s GU disorders; marketing of women’s
health technologies should not get ahead of clearances.
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Lasers have a long over 40-year history of use in women’s GU
disorders among gynecologists, urologists, dermatologists,
and plastic surgeons. Carbon dioxide (CO,) laser has been
used for incision and ablation of GU tissue, endometriosis, and
genital warts, and defocused CO, for tissue contraction. Diode
laser has been used for myomectomy. Photodynamic therapy
has been performed with various lasers and light sources for
lichen sclerosus, including those published in this journal.?2 Ra-
diofrequency has been used in the lower genital tract for endo-
metrial ablation. Over the past 15 years, fractional lasers and
radiofrequency technologies have been increasingly reported
for the treatment of atrophic vaginitis, stress urinary inconti-
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nence, and vulvovaginal laxity, a group of disorders also re-
ferred to as the genitourinary syndrome of menopause (GSM).
In a recent consensus article co-authored with 34 colleagues,
the basic science of device-vaginal interactions and the clinical
data in the treatment of GU disorders was detailed.® In another
consensus article authored by The North American Menopause
Society and The International Society for the Study of Women's
Sexual Health on treatment for breast cancer patients, the
use of laser is supported as a potential treatment for GSM.4

The scientific basis for the application of laser and energy-
based devices to GU tissue has thus been extensively stud-
ied. The vagina is lined by skin externally, directly relating to
the transfer of dermatologic devices to external vaginal ap-
plications. The vaginal tract is lined by non-keratinized strati-
fied squamous epithelium, which is estrogen-dependent,
glycogen-rich, but which undergoes atrophy following meno-
pause, ovarectomy, breast cancer, radiation, and breast feed-
ing. It is estimated that 50% of post-menopausal women suf-
fer from GSM. Treatment of atrophic post-menopausal vaginal
epithelium with lasers and energy-based devices has been
published in a number of histologic and clinical reports to
restore vaginal epithelial thickness, glycogen levels, glyco-
gen-rich shedding and pH, to stimulate fibroblasts and vas-
cularity in the underlying lamina propria to pre-menopausal
levels; and to improve the clinical signs and symtoms of GSM.3

An accumulating body of evidence, including randomized clini-
cal trials comparing devices to topical estradiol, increasingly
support the scientific and clinical basis for this therapeutic ap-
proach.to a group of disorders for which there is a paucity of
highly effective treatment options. From a safety perspective,
while 14 adverse events (AE) from devices used on vaginal tis-
sue were-reported to the FDA to date, the rate of AE appears
to be exceedingly small as the global sales for devices in this
arena exceeded $100 million in 2016 and only immediate, short-
term, mild, and the absence of severe AEs have been observed
in clinical trials. An overthe-counter LED device has been de-
termined by the FDA to constitute a general wellness product
that is “low risk” to be used “to increase sexual pleasure and
for personal wellness to improve confidence with sexual inter-
course!”® More randomized, controlled clinical trials comparing
laser and energy-based devices to FDA-approved treatments
are needed in order for FDA clearances to allow for any market-
ing of these technologies to treating women'’s health conditions.
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