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G60
Method

It is the application of an energy emission system, applied to the human body as a
curative method, which controls and quantifies the quality and quantity of energy
accumulated by the organism.
Therefore, Tecar is also a medical device that uses the energy applied to registered
therapeutic processes.

How G60 works
The physical principle of its functioning involves the application to the human body of a
medium frequency system, which produces a field between the two electrodes (positive
and negative) at the level of the body area interposed, which becomes an active part of a
capacitor. The biological tissue, in this case, makes the ionic charges available becoming a
second species armor for the condenser. Second type conductors are those in which the
transport of current occurs by physical movement of ions through a liquid. When a system
of this type interacts with the organism, if equipped with the appropriate characteristics,
it determines changes in the activity of the biological system.
The physical principle of the capacitor applied to the human body does not use the emission
of radiant energies or electromagnetic fields in the body but, in a very natural way, uses
what the body makes available as its own electrolytic charges, attracting and rejecting
them, by speeding up in this way mechanisms which, in any case, take place physiologically
but considerably slowed down in the presence of a pathology. This technology considers
both voltage and frequency of the acting field both the impedance of the tissues of the
human body, or the measure of their ease of conducting electric current. The overall
impedance value of a tissue is the result of the impedance of the different tissues that
compose it. An accurate calculation of these parameters allows:
•
•

Greater efficacy, provided by the optimal energy dose
Lesser contraindications and certainties of the result, eliminating energy overdose.

In conclusion, this technology creates an epochal change by placing different parameters
on the use and application of the physical principles of radiofrequency applied to the
organism for a therapeutic process.

Physical principle

What is the Tecar method

Physical principle

What is the Transdermal
Delivery method
It is a painless method with no side effects. This makes it possible to transdermally
vehiculate active ingredients with high molecular weight to cell interstitial spaces without
the intermediation of blood circulation in the first phase (ex. pharmaceutical drugs,
homeopathic products, phyto-pharmaceutical products).
The active ingredients applied to the skin meet a barrier to penetration constituted by the
stratum corneum. Winform transdermal delivery system allows the substance to travel
through intracellular spaces overcoming this obstacle and to cross cell membranes.
Winform technology uses a patented method in which medium frequency pulsed currents
work in synergy with low frequency modulated currents.

Biological effects

Biological effects

Diathermy and Transdermal
Delivery: the winning
combination for the
treatment of vulvovaginal
symptoms
Diathermy has been used for about a century for therapeutic purposes: the effects of
biostimulation on the human body have long been known and researched, but it is only
in recent years that this technology has found a new and effective field of application,
i.e. the treatment of symptomatic genital disorders that create pain, discomfort and
distress in women. Numerous studies have long demonstrated the ability of diathermy to
stimulate neocollagenesis, an essential process for obtaining effective tissue stimulation.
This technology is extremely effective and functional in the treatment of tissues that are
already physiologically moist and hydrated, such as vaginal mucosa and the associated
structures.

Tissue firming is already visible after one treatment, with an increasing improvement
during the sessions and stabilisation of the outcome after a couple of months (Alinsod
M.R. “Temperature Controlled Radiofrequency for Vulvovaginal Laxity” Prime, June 23,
2015). In the study mentioned above, from the very first sessions, an increased tropism of
the vaginal wall and restored lubrication was also observed (without the use of estrogenic
therapies). In addition, all the patients involved in the study reported a significant benefit
of any associated pathological condition (atrophic vaginitis, orgasmic dysfunction, urgent
incontinence, clitoral hyposensitivity...).

A further study on the association of vaginal atrophy with sexual function (Pinkerton
et al. “Relationship between changes in vulvar-vaginal atrophy and changes in sexual
functioning”- Maturitas, 2017) showed how an improvement of the vulvovaginal
symptomatology corresponds to a parallel improvement of sexual function, an aspect that
was also confirmed by the study conducted by Alinsod.

From a review of the 2016 literature (M.Vanaman et al. “Emerging Trends in Nonsurgical
Female Genital Rejuvenation”) on the effects of diathermy in the treatment of vulvovaginal
disorders, the results of several international experimental researches are discussed.

Biological effects
Millheiser (et al.) in 2010 investigated the effectiveness of diathermy in the treatment
of postpartum vaginal laxity, demonstrating that it was possible to improve the tone of
vulvovaginal tissue together with sexual function, up to six months after the treatment.
Another 2013 study (Sekiguchi et al. “Laxity of the vaginal introitus after childbirth:
nonsurgical outpatient procedure for vaginal tissue restoration and improved sexual
satisfaction using low energy radiofrequency”) conducted on 30 women reporting
postpartum vaginal laxity studied the effects of diathermy treatment on the vaginal
vestibule.

As outcome measures, two self-completion questionnaires were used with respect to
vaginal laxity and sexual satisfaction. The treatment resulted in a significant improvement in
laxity and sexual function up to 12 months after the follow-up. A further supporting study
conducted on a sheep vagina (Coad JE, Vos JA “Non-invasive radiofrequency tightening of
the vagina in a sheep model”- 2010) showed a remodelling of the connective tissue after
a single treatment and a reactivation of the fibroblasts up to 4 weeks after the treatment,
with a variable increase in collagen up to over six months after the treatment. The final
consideration of the authors of the review, supported by multiple scientific evidence,
was that diathermy does not only stimulate the production of collagen, but has a real
biostimulation and remodelling effect on the structures involved in the treatment.

In addition, thanks to the association with the non-invasive transdermal vehiculation
method, it is possible to administer transdermally the high molecular weight active
ingredients directly in the interstitial spaces. This way it is possible to avoid the sudden
blood resorption of the medicinal substances and the more frequent secondary effects
due to pharmacological administration through the gastrointestinal tract. Thanks to low
frequency electrical pulses, the system carriers, the active ingredients first reach the
extracellular interstitial space and only then those with a lower molecular weight penetrate
inside the cells.

With an appropriate variation of the electrical parameters, this method makes the
transmucosal vehiculation of substances possible, without altering the tissues and
reaching optimal depth.
The Transdermal Vehiculation method radically and effectively changes the way of
administering both low and high molecular weight active substances, such as oxygen,
hyaluronic acid, etc.

Biological effects

Genitourinary syndrome
(of menopause...
and not only)
It consists of a set of symptoms that result in the conformational change of the internal
and external genitalia and of the lower urinary tract in women, especially in the postmenopausal period (40-50% of menopausal women experience one or more vulvovaginal
symptoms). However, the same symptomatology can be experienced by women, due to
a strong reduction of the systemic levels of oestrogen (traumatic or of strong psychoemotional stress), at any moment of their life cycle.
The most commonly reported disorders and symptoms of the vulvovaginal tract are the
following:
•

vulvar and/or vaginal atrophy;

•

vulvar and/or vaginal dryness;

•

burning;

•

irritation;

•

inadequate lubrication;

•

pain or discomfort during sexual intercourse (dyspareunia);

•

post-coital bleeding;

•

reduction of sexual function;

•

increase in urinary urgency and frequency;

•

urge incontinence;

•

dysuria and recurrent urinary tract infections;

•

urogenital atrophy.

It is very important to carefully assess the symptoms and treat the patient with due care
and attention in all aspects.

Biological effects

Etiopathogenesis
A condition of hypoestrogenism is always present at the base of this syndrome and of the
cases associated with it.
The vaginal epithelium is a stratified tissue, which until the menopause is moist, thick and
with a characteristic wrinkled conformation. During menopause, there is a decrease in
systemic oestrogen levels and the vaginal epithelium starts thinning. A smaller amount of
epithelial cells results in less exfoliation of cells within the vagina. When the epithelial cells
disintegrate and die, they release glycogen which is hydrolysed to glucose. In turn, glucose
is reduced to lactic acid by the action of lactobacilli, common commensal organisms of
the vagina. Without this cascade of biochemical reactions the PH of the vagina increases,
resulting in a loss of lactobacilli and an overproduction of other bacteria, including group
B streptococci, staphylococci, coliforms and diphtheroids (which can cause systemic
inflammations and infections).
A reduction in the level of oestrogen leads to a reduction in vaginal blood circulation, as
well as a reduction in lubrication and often a condition of tissue atrophy of the vulvovaginal
structures.

Biological effects

REDUCED OESTROGENIC PRODUCTION

THINNING OF EPITHELIAL CELLS

LESS EXFOLIATION OF EPITHELIAL CELLS

LESS PRODUCTION OF GLYCOGEN BY THE EXFOLIATED CELLS

LESS GLUCOSE PRODUCED

LESS LACTIC ACID PRODUCED BY THE LACTOBACILLI ON GLUCOSE

INCREASE IN PH

EXCESSIVE BACTERIAL GROWTH
(even harmful bacteria)

LOWER LEVELS OF LACTOBACILLI

•

atrophy of the labia majora and vaginal vestibule;

•

atrophy and retraction of the labia minora;

•

vulvar and vaginal mucosa with a shiny and dry appearance;

•

in the presence of inflammation, the mucosa may appear red or pale with presence
of petechiae;

•

the vaginal dryness detected could be chronic (anamnestic investigation);

•

possible shortening and/or constriction of the vaginal canal;

•

disappearance of the canal tissue wrinkling and flattening of the cervix at the same
level of the vaginal canal;

•

thinning of the epithelial lining which can cause itching, inflammation and pungent
pain, both in the vaginal and vulvar region (can lead to dyspareunia);

•

the patient may report episodes of vaginal spotting, with watery grey-yellowish
discharge;

•

reported lack of lubrication of structures during sexual intercourse;

In situations other than menopause, vulvovaginal atrophy and associated symptoms can
resolve spontaneously when oestrogen levels are restored. If a physiological recovery
of the structures and their biochemical rebalancing is not achieved, or in the case of
menopause, it is essential to resort to a treatment that is tolerable and highly effective for
the patient.

G60, a Winform medical device, is a specific product designed
as the most appropriate solution in the treatment of this
complex symptomatology.

Biological effects

The clinical signs, detectable through physical examination, include:
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TEMPERATURE CONTROLLED RADIOFREQUENCY FOR VULVOVAGINAL LAXITY
Red M. Alinsod

The vaginal wall predominantly consists of dense connective tissue that is heavily vascularized and through which many nerves pass,
lined by a slightly keratinized, stratified squamous epithelium. The vulva, particularly the labia majora, is even more skin-like although
generally more heavily vascularized and innervated than skin in most bodily regions. During vaginal delivery, stretching causes damage
to the connective tissue that heals in a varying state of laxity that increases with each successive birth; the vulva is similarly affected.
In addition, reductions in the quality of connective tissue due to neuroendocrine changes and age serve as contributing factors. This
condition is rarely discussed in a clinical setting1–3. Other conditions such as stress incontinence and atrophic vaginitis arise in conjunction
with vulvovaginal laxity, as well as natural results of delivery trauma and advancing age. An additional consequence to vulvovaginal laxity
is reduced sensation during coitus, with a potential negative effect on sexual satisfaction and quality of life4–7.
The term ‘vulvovaginal laxity’, encompasses laxity of both the vaginal introitus and labia majora. Given that most people refer to the entire
compound structure as ‘the vagina’ it stands to reason that ‘vaginal laxity’ and ‘vulvovaginal laxity’ will be used synonymously by some
but it is important to note that, technically, ‘vaginal laxity’ does not involve the vulva specifically. Laxity of the vagina, specifically, is often
referred to as pelvic organ prolapse but that term is also inaccurate because it refers to a more severe condition possibly involving vaginal
and other genito-pelvic structures bulging into the vaginal canal and introitus, rather than laxity of the introitus itself8.

To the patient, there are other notable characteristics of vulvovaginal laxity and the aesthetic appearance of the vagina may be perceived
as significantly compromised, leading to self-consciousness. Laxity of the labia majora may be associated with discomfort and irritation
when tight clothing is worn, as well as discomfort during intercourse. Orgasmic dysfunction, reduced friction during sex due to ‘looseness’,
and other aspects of laxity-related changes are perceived to negatively impact the sexual experience in a variety of ways. So vaginal
laxity or ‘looseness’ as a medical or aesthetic concern is not new; it is, however, only recently becoming socially acceptable as a topic of
consideration. References to the vagina—structure, function, and associated problems—are now less taboo. Gynecological and urological
issues that women may have been reluctant to address directly with physicians or even friends in the past are somewhat out in the open
and, as such, more comfortably discussed in a clinical setting.

In the past, treatment of vulvovaginal laxity and related aspects lay within a short spectrum heavily weighted at the ends, with non-invasive
(but minimally effective) Kegel exercises to strengthen the pelvic floor versus costly, invasive surgery at the other end. A 2012 physician
member survey conducted by the International Urogynecological Association (IUGA) assessed the attitudes and practices regarding
vaginal laxity6; of the 563 respondents, 84% stated belief that vaginal laxity was underreported, 95% believed vaginal laxity impacted
patient sexual function, and 57% considered it to greatly affect quality of life. All respondents felt vaginal laxity was the dominant physical
change experienced by subjects after vaginal delivery. As for treatment, all surveyed physicians recommended Kegel exercises along with
physical therapy, with approximately 54%offering or recommending surgical intervention, although 83% of respondents were concerned
about dyspareunia (painful sexual intercourse) as an associated risk of surgery.
Only recently have alternatives appeared to fill the wide gulf between the two ends of the spectrum. The term ‘vaginal rejuvenation’
has arisen, and received a lot of attention and scrutiny within the emergence of novel modalities. Vulvovaginal rejuvenation with devices
harnessing laser or radiofrequency (RF) energy (among others), as in aesthetic dermatology and plastic surgery on the face, neck, and
décolleté9–10, is a fairly new concept with real potential for success. Numerous studies in aesthetic medicine have demonstrated tissue
contraction and determined a therapeutically ideal temperature range (40°C to 45°C) in which neocollagenesis (via the healing cascade)
is stimulated without causing unnecessary damage to the skin or integral tissue structures.

A landmark study by Millheiser and colleagues in 201011 investigated transurethral monopolar RF for vaginal laxity after vaginal childbirth.
Subjects (n=24, age range 25 to 44) were premenopausal women and had at least one full term vaginal delivery. Investigators used a
seven point vaginal laxity scale (vaginal laxity questionnaire, or VLQ) to assess subjective patient perception of laxity and improvement
(with ratings of 1=very loose, 2=moderately loose, 3=slightly loose, 4=neither loose nor tight, 5=slightly tight, 6=moderately tight, and
7=very tight). A six point sexual satisfaction questionnaire (SSQ) was also administered to help evaluate perceived improvement in sexual
satisfaction (rated as 1=none, 2=poor, 3=fair, 4=good, 5=very good, and 6=excellent). Cryogen cooling was used concurrently with the
RF probe inside the vagina to manage potential unwanted thermal damage due to overtreatment. At 1 month post-treatment 67% of
patients reported improvements of 2 to 4 points on the VLQ and all patients reported at least one point of improvement. By follow-up
at 6 months, approximately 87% of subjects reported improvements of 2 to 4 points. Of the 12 subjects who had reported diminished
sexual function following delivery, all reported notable improvement to sexual function as well.

Sekiguchi et al.8 more recently reported on a prospective study of low-energy RF for vaginal introital laxity of 30 premenopausal women
(age range 21 to 52 years), each receiving a 30-minute treatment with evaluations at 6 and 12 months post-treatment. Statistically
significant improvements in sexual function, vaginal laxity, and reductions in distress during sexual activity were noted at 6 months and
maintained through the 12-month endpoint, with no adverse events reported. RF has also been employed successfully to treat stress
incontinence12–13.
Transcutaneous temperature controlled radiofrequency (TTCRF) brings with it numerous advantages for the treatment of skin laxity14. RF
is an established modality for tissue tightening via stimulation of neocollagenesis, denaturation of collagen, contraction, and activation of
the healing cascade. This was shown in a histological study of RF in animal studies15. Thus, tissue temperature is modulated by controlling
the power (the electrical voltage delivered to the RF electrode) in relation to tissue impedance, which raises tissue temperature in the
proximity of the RF electrode. Thermistors and thermocouples within the treatment probe provide feedback to the device, which controls
power to modulate energy deposition and maximize therapeutic relevancy without causing damage and minimizing the potential for
patient discomfort. Unlike laser-based treatments, skin type (color or pigmentation) is not an issue with RF energy; and while it is proven
effective on surface skin of the face and other body regions, RF is even more effective in tissue that is naturally moist and well hydrated,
as is the vaginal and ancillary structures. Treatment is non-invasive and there is no downtime.
The treatment probe is of a proprietary design developed with expert physician input. During TTCRF treatment, the probe tip is passed
back and forth slowly and with wide sweeps over the desired zone of treatment for 3 to 5 minutes, until the tissue is gradually heated
to the therapeutically relevant level to induce tightening of the skin, mucosa, and fascia as well as stimulate neocollagenesis. This also
promotes patient comfort and assures that the practitioner does not over-treat.
The purpose of the study is to evaluate the safety, tolerability, and clinical efficacy of TTCRF as well as anecdotally document possible
ancillary beneficial effects of treatment, to promote further study.
Patients and methods
In this prospective study, 23 subjects (age range 26–58 years, mean 43.6; median vaginal births=2, mean parity 1.7; 5 menopausal,
6 perimenopausal) presented with self-described mild to moderate primary or secondary vulvovaginal laxity. Associated secondary
conditions (orgasmic dysfunction, stress incontinence, atrophic vaginitis) were present in most subjects. Those who presented with mild
to moderate stress urinary incontinence (n=6) were evaluated by examination showing urethral hyper-mobility, positive Valsalva, and
recording incontinence episodes per day along with pad counts. Severe incontinence patients with suspected ISD and positive empty
bladder stress tests were excluded. Patients who complained of clinical significant atrophic vulvovaginitis (n=8) were evaluated with
symptoms of vaginal and vulvar dryness as well as painful intercourse and discomfort with their clothing. Exclusion criteria included
pelvic surgery within 5 years of study commencement, presence of major psychiatric conditions or related need for medication, chronic
use of anti-inflammatory agents (including steroids) and immunosuppressants, pregnancy or planned pregnancy within the study period,
recent abnormal Papnicolaou test result, presence of vulvar lesions or disease (dermatitis, human papillomavirus, herpes simplex, vulvar
dystrophy), or the presence of any condition or circumstance that, in the opinion of the investigating physician, may be unsafe or
otherwise interfere with the study. Informed consent was obtained from all subjects prior to commencement of the study.

Pre-treatment digital photography was performed at baseline along with physician evaluation of patients. Treatment was performed in a
clinical office setting without anesthesia. During treatment, subjects were placed on a treatment table in the dorsal lithotomy position.
A neutral return pad was placed underneath the buttocks of the subject, and a coupling gel was used as a lubricant for treatment with
the TTCFR device. Once patients were settled and comfortable they were treated using the TTCRF device (ThermiVa, ThermiAesthetics,
Inc., Southlake, TX) for approximately 5 minutes per zone (left and right labia majora; and the ventral, dorsal, left and right surfaces of the
vaginal wall). The labia majora were treated first; the treatment tip was applied to each labial surface bilaterally from the lowest edge of
the mons pubis to the perineal body and laterally to the crural folds. The clinical endpoint was achievement of the target temperature
range of 40°C to 45°C for approximately 3–5 minutes per zone (or longer, depending on heat tolerance). This was followed by treatment
of the mucosal surface of the vaginal introitus starting at the hymenal ring and advancing to approximately 4 to 9 cm into the cavity for
each zone of the vaginal wall (ventral, dorsal, left and right).
For each zone the treatment tip is inserted into the vagina with the emitter surface facing the desired direction, and energy is applied with
the treatment cannula using an in-and-out motion.
The clinical endpoint was achievement of the target temperature in the range of 40°C to 45°C for approximately 3–5 minutes per
zone (or longer, depending on heat tolerance); treatment was repeated identically for each of the four vaginal surfaces. Total treatment
time was less than 30 minutes. A complete course of therapy consisted of three treatments with the TTCRF device, at an interval of
approximately 4–6 weeks. Patients were offered up to three treatments but not required to undergo all three.
Evaluation of vulvovaginal laxity was made on a 7 point scale by both the investigating physician and patient self-assessment via
VLQ11; the patient assessment data was used for analysis. A 6 point sexual satisfaction scale11 was also used by patients to rate sexual
satisfaction. Table 1 delineates these scales.
Assessment occurred at baseline, 10 days after first treatment, before second treatment, before third treatment, and 30 days after the
third treatment session. In addition, patients were asked to give a global assessment asking if they would recommend the procedure
to a friend or family member (a 5 point scale where 1=strongly agree and 5=strongly disagree) and to rate overall satisfaction with the
procedure (a 5 point scale where 1=very unsatisfied and 5=very satisfied).

Results
Of the original 23 subjects, 6 were lost to follow-up before each of the second and third treatments, reportedly due to high satisfaction
with results not necessitating further treatment in the opinion of the patient. There were no burns, blisters or major complications during
or after treatments, which were described as pleasant and very comfortable. All patients (n=23) received at least one treatment, with 17
undergoing a second treatment and 11 opting for a third. Average treatment time was approximately 10 minutes for the labia and 15
minutes for the vagina, totaling 25 minutes. Patients were able to resume all activity as normal, including sexual intercourse, immediately
after each treatment.

The nature of the data (discrete, not continuous), necessitated the use of non-parametric statistical methods overall because data are
not normally distributed with the traditional cut-off of p<0.05 for measure of statistical significance via Wilcoxon test; the Bonferroni
correction was employed where appropriate, making the cut-off value for some data groups p<0.0125.
Statistically significant improvement in VLQ and SSQ scores from baseline were noted in all cases. Notably, while the patient VLQ
assessment data was used for analysis, differences between patient and physician evaluation of vulvovaginal laxity were rare and overall
found to be statistically insignificant (p=0.0001). Table 2 shows the median scores and level of improvement from baseline for the sake
of comparison.
As seen in Table 2, the most pronounced improvement in VLQ is seen 10 days after the first treatment, with little difference noted before
treatment two, suggesting that much of the result manifests rapidly. There is immediate visible correction after treatment with additional
effect over time. There is some additional improvement with a second treatment, and minimal improvement with a third treatment. A
similar trend can be seen for the SSQ results. It should be noted that improvement in VLQ score between sessions two and three was
also statistically significant, if modest.
The overall results also correlate with patient behavior. Six patients did not return for a second treatment, and 6 opted out after two

treatments, happy with results and seeing no need for further treatment.
All patients finishing a full course of treatment reported that they were very satisfied and strongly agreed that they’d recommend the
procedure (scores of 5 on both global assessments).

Discussion
The tightening result is visible immediately after the first treatment and the full outcome takes a few months to fully manifest regardless
of the number of sessions, but after even a single treatment the median change in the VLQ score was 3 points on a 7 point scale at the
second treatment visit. Median change in SSQ score during that time was more modest but still notable (1.5). As demonstrated in those
patients (n=17) electing to undergo at least one more treatment, median change in VLQ score showed that the strongest improvement
occurred after the first treatment but additional, statistically significant improvement was available with a second and third session.
Improvement measured by self-reported SSQ improved similarly but much less dramatically after the first session. It may be that after
the first treatment pronounced improvement is perceived, with any additional improvement in sexual satisfaction appearing minimal with
additional treatment, likely due to the challenge associated with self-assessment of sexual satisfaction. Small, incremental rises are less
noticeable but were still reported by some patients. Overall this suggests that while one or two sessions may be satisfactory, a second
session may still offer some benefit. A third may not be necessary but continued improvement may be expected. An additional study
with larger populations examining protocol refinements may reveal more ideal treatment parameters and further delineate persistence
of outcomes.
In addition to offering some confirmation of the results shared in the studies by Millheiser11 and Sekoguchi8, this investigation of TTCRF
brings two additional factors into light: the treatment of the labia majora, and the use of temperature control feedback to maximize
delivered energy safely. Tightening of the labia majora contributes to the positive perception of aesthetic improvement, as demonstrated
by before and after photography (Figures 1, 2, and 3). Real-time feedback by which the device modulates power and thus maintains safe
temperatures without cooling or anesthesia, is a boon to successful treatment and may represent a key advance in the emerging field of
vulvovaginal rejuvenation. Users can rapidly treat patients with little preparation. Office time for clinician and patient is minimal, and there
is no downtime or risk. Patients need not abstain from sex, nor must they interrupt normal daily activity.
Although not a specific study endpoint, anecdotal notation of improvement in related conditions such as incontinence, atrophic vaginitis,
and orgasmic dysfunction was also conducted via questionnaire. Almost all patients reported marked improvement in whatever conditions
they presented regardless of the number of treatments, suggesting potential significant global improvement for vulvovaginal laxity and
all ancillary conditions with TTCRF treatment. All patients with incontinence (n=6) reported notable improvement (reduced or eliminated
leakage or ‘dribbling’). Before treatment, these patients would suffer from 1–5 incontinence episodes per day, requiring the use of 1–5
pads each day. After treatment, five of the six patients no longer required pads and the incontinence episodes were zero. One patient
continued to use pads even though the incontinence episodes were reduced by half.
All patients complaining of any level of orgasmic dysfunction, including clitorial orgasmic dysfunction (n=17, including 3 anorgasmic
subjects), reported dramatic improvement (e.g. stronger, multiple, and/or more rapid achievement of orgasms with coordinated vaginal
contracture during coitus). Patients who complained of lack of clitoral sensitivity and unusually long time to achieve orgasms were treated
both externally on the labia/clitoral complex plus internally on the G-Spot region and entire vulvovaginal structures. This resulted in
increased sensitivity of both the clitoris and vulva itself with 14 of 15 patients who complained of taking too long to achieve orgasms and
a lack of clitoral sensitivity able to achieve orgasms in a third to a fifth of the time.
Additionally, all patients (n=8) with atrophic vaginitis reported resolution of symptoms (improved moisture/no more need for lubricants),
and all menopausal women (n=5) no longer needed vaginal estrogens or lubricants. An example of a patient exhibiting successful
resolution of atrophic vaginitis is seen in Figure 4. In addition, one of two patients presenting with rectocele, and both patients with
cystocele, reported reduction in symptoms as well as noticeable improvement via visual pelvic examination by the investigating physician.
The mechanism of action for these results is unclear but may be related to increased tightness leading to improved fascial support
(pubocervical and rectovaginal fascia). This suggests the necessity of larger future studies addressing these specific issues.
While the variety of possible medical and aesthetic concerns associated with the vagina and related structures are not novel to
gynecologists and urologists, increasing social acceptance of the vagina and reference to it have not only shed additional light on the
prevalence, but will continue to boost demand for therapies addressing those issues. This is a boon to patients otherwise left to choose
between low-efficacy pelvic floor exercises, invasive surgery, and simply not seeking treatment. Given the safety, simplicity and ease
of treatment associated with TTCRF as well as the remarkable results and high patient satisfaction with virtually no risk, downtime, or
discomfort, this novel therapy shows much promise in both the medical and aesthetic arenas in an increasingly accepting social climate.

Conclusion
Based on the data, TTCRF is safe, tolerable, and effective for vulvovaginal rejuvenation. Evidence strongly suggests applications in the
treatment of atrophic vaginitis, orgasmic dysfunction, and stress incontinence. Further investigation via randomized, controlled trials
isolating and exploring various potential indications with larger subject populations is strongly suggested.
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Summary
Background and objective: Vaginal childbirth, natural process of aging, congenital factors, and surgical interventions are considered the main
causes of vulvo-vaginal laxity driven by changes in collagen and elastin fibers. This causes a loss of strength and flexibility within the vaginal
wall. As a result, women may experience lack of sensation and stress urinary incontinence (SUI)—the condition of involuntary loss of urine
associated with activities that cause an increase in intra-abdominal pressure (eg, sneezing, coughing, and lifting). Both vaginal laxity and
urinary incontinence sig-nificantly affect patients’ quality of life (QoL).
The aim of this study was to evaluate efficacy and safety of a noninvasive radiofre-quency device when used to treat SUI and vulvo-vaginal
laxity through its heating effect which stimulates collagen and elastin fibers.
Methods: Twenty-seven women (average age 44.7810.04 years) with indications of mild/moderate SUI as well as vulvo-vaginal laxity were
treated with a monopolar radiofrequency device. The treatment course consisted of three once-a-week ses-sions. Each session included
intravaginal treatment followed by treatment of labia majora and the perineum.
Improvement in the SUI condition was evaluated by applying the International Con-sultation on Incontinence Questionnaire - Urinary
Incontinence Short Form (ICIQ-UI SF). Data were collected at the baseline, after the last treatment and at 1-month fol-low-up visit.
Vaginal laxity was assessed by subjective vulvo-vaginal laxity questionnaire (VVLQ). Data were collected before the 1st treatment and during
the 1-month follow-up visit.

Patient’s satisfaction was recorded using a satisfaction questionnaire. Data were col-lected after the last treatment and at the 1-month followup visit. Any adverse events related to the treatments were monitored.
Results: On a scale of 0 to 5, the average frequency of urine leak improved from “2-3 times a week” (2.151.03 points prior to treatment) to
“once a week” (1.000.78 points post-treatment), and on to “never” (0.440.51 points at the 1-month follow-up visit). Sixteen subjects (59.3%)
reported decrease in the amount of leakage, with 15 women (55.6%) becoming completely leak-free at the 1-month fol-low-up. At the 1-month
follow-up visit, 24 subjects (88.9%) expressed their condi-tion’s interference with everyday life decreased and 17 patients (62.9%) said the
condition did not interfere with their everyday life at all as a result of the treatment. All results are statistically significant (P<.05). No adverse
events were recorded.
All subjects reported improvement in vaginal laxity, from average perception of “very loose” (2.191.08 points prior to treatment) to “moderately
tight” (5.740.76 points at the 1-month follow-up visit).
During the follow-up visit, 89% of the patients “agreed” or “strongly agreed” that their SUI condition improved, and 93% of the patients “agreed”
or “strongly agreed” that their gratification during intercourse improved. None of the subjects reported dissatisfaction.
Conclusion: The study confirmed the monopolar radiofrequency method as an effective and safe treatment of SUI and vulvo-vaginal laxity. The
treatments were well tolerated by all subjects with no adverse effects.
KEYWORDS
extra-vaginal, intravaginal, labia majora, noninvasive tightening, perineum, radiofrequency, sexual gratification, SUI, urinary incontinence,
vaginal laxity, vulvar laxity

1 | INTRODUCTION
Stress urinary incontinence (SUI) is a condition of involuntary urine leakage from the urethra considered to be a hygiene and/or social
problem.1 Statistical data show that the most affected part of the population are women, with approximately 35% of all women worldwide affected.
Urinary incontinence (UI) is frequently linked to vulvo-vaginal lax-ity, which encompasses laxity of both the vaginal introitus and labia
majora. This condition is most commonly linked to sexual dissatisfac-tion due to limited friction, feeling of looseness, and orgasmic dysfunction; all leading to lower sexual gratification during intercourse. Both of these conditions lead to a decreased quality of life (QoL)
including social isolation, decreased self-confidence, and lower sexual gratification during intercourse.2,3
The major risk factors for the development of SUI and vulvo-vagi-nal laxity include childbirth, advancing age, hysterectomy, recurrent
urinary tract infections, smoking, medications such as diuretics, seda-tive-hypnotics and alpha blockers, the presence of comorbid
diseases, and excessive weight.2,4–6 The conventional methods for treating this condition include medications, pelvic floor muscularity
strengthening (exercising and/or electro stimulation), surgical procedures, and life-style changes (such as quitting smoking or losing
weight).7–9
Radiofrequency (RF) is one of the more innovative approaches to treating SUI and vulvo-vaginal laxity. It has gained significant popular-ity
in recent years due to its noninvasiveness, absence of adverse events, and fast results. The mechanism of action is based on elevating the
temperature of the treated tissue to initiate biological changes. RF-generated heat stimulates the tissue matrix of collagen, elastin, and
ground substances and results in immediate change in the helical structure of the collagen. Additionally, neocollagenesis and neoelastogenesis are triggered due to micro-inflammatory stimulation of fibrob-lasts.10 It is also believed that the production of sex steroid
precursor dehydroepiandrosterone (DHEA) is activated. DHEA supports estro-gen production in the vulvo-vaginal cells which plays a big
role in reju-venating and stimulating the vaginal tissue and collagen.
The aim of this study was to investigate the efficacy and safety of a monopolar radiofrequency device for transvaginal treatment of SUI
and vulvo-vaginal laxity.

2 | MATERIALS AND METHODS
2.1 | Participants
Twenty-seven women aged between 28 and 66 (mean age 44.7810.04 years) participated in this nonrandomized, prospective,
multicentric study. Only subjects who experienced mild-to-moderate stress urinary incontinence (minimum level 1 in the frequency of
leakage based on ICIQ-UI SF form, ie, experiencing leakage at least once a week) and vaginal laxity (maximum level 5 of vulvo-vaginal
laxity based on VVLQ questionnaire, ie, defined as no more than “slightly tight”) were enrolled. Prior to the study, 19 subjects (70.4%)
evaluated their vulvovaginal tightness as “moderately loose” or “very loose,” 18 subjects (66.7%) reported they leak urine at least two or
three times a week. Twenty-six subjects (96.3%) had a history of at least one prior delivery. The exclusion criteria included the following:
abnormal cell cytology; positive urine culture; bleeding in the vulvo-vaginal area; pregnancy or breastfeeding; metal implants; unwillingness or incapability to complete the entire study protocol; any other contraindication listed by the device manufacturer. All patients were
consented. The study was approved by an independent ethics committee.
2.2 | Therapy provision
The therapy course consisted of three once-a-week ( 2 days) treat-ment sessions with monopolar radiofrequency device (Exilis Ultra

360, BTL Industries Inc., Boston, MA). Each treatment session con-sisted of an intravaginal and subsequent extra-vaginal treatment. For
intravaginal treatment, the starting power was set to 30 points and 80% duty factor. The intravaginal tip was applied to the mucosal surface of the vaginal introitus behind the hymenal ring, was moved deeper inside the vaginal canal to a depth of approximately 10 cm over
the course of 2.5 seconds, and then was moved back to the vaginal introitus over the course of the next 2.5 seconds. This repet-itive
movement continued for 5 minutes. The energy was adjusted based on patient’s feedback. For extra-vaginal treatment, the initial power
was set to 90 points and 100% duty factor. The extra-vaginal tip was applied to the labia majora using slow circular motions for 3 minutes
on each side; the energy was adjusted based on patient’s feedback. Then the extra-vaginal tip was applied to perineum using slow circular
motions for 3 minutes; the energy was adjusted based on patient’s feedback.
2.3 | Outcome measures and statistic evaluation
The SUI condition was assessed by applying the standardized Inter-national Consultation on Incontinence Questionnaire - Urinary Incontinence Short Form (ICIQ-UI SF).11 Data were collected before the first, after the third (last) treatment and during the 1-month follow-up
visit. Average improvement was calculated.
Vaginal laxity was assessed by nonstandardized subjective vulvo-vaginal laxity questionnaire (VVLQ) using 7-point Likert scale (BTL
Industries Inc.). Data were collected before the first treatment and during the 1-month follow-up visit. Average improvement was calculated.
All outcome data were tested for statistical significance by means of t test, where levels of P<.05 were deemed statistically meaningful.
Patients’ satisfaction with the treatment results was evaluated using a 6-point Likert scale satisfaction questionnaire. The question-naire
consisted of the following statements: (1) “My UI has been improved” and (2) “My sexual gratification has been improved”, with the
following possible answers: strongly disagree (1); disagree (2); slightly disagree (3); slightly agree (4); agree (5), strongly agree (6). Data
were collected after the third (last) treatment and during the 1-month follow-up visit.

3 | RESULTS
All 27 patients completed the study. All treatment sessions were conducted in accordance with the treatment protocol. No adverse
events or side effects were observed.
3.1 | Urinary Incontinence
The outcome data and the results from ICIQ-SF and VVLQ are pre-sented in Table 1.
The average frequency of urine leak improved from “2-3 times a week” (2.151.03 points prior to treatment) to “once a week” (1.000.78
points post-treatment), and on to “never” (0.440.51 points at the 1-month follow-up visit). Twenty-six subjects (96.3%) reported
improvement of at least one level, with 15 subjects (55.6%) showing improvement of two or more levels when comparing the baseline
to the follow-up visit.
Sixteen of the enrolled subjects (59.3%) also reported decrease in the amount of leakage, with 15 women (55.6%) becoming com-pletely
leak-free at 1-month follow-up.
At 1-month follow-up, 24 subjects (88.9%) expressed their condi-tion’s interference with everyday life decreased, with 12 individuals
(44.4%) reporting improvement of three or more levels on a 0-10 scale. Seventeen patients (62.9%) said the condition does not inter-fere
with their everyday life anymore. All measured results were proven statistically significant (P<.05).
3.2 | Vaginal laxity
On a scale of 1-7, the average vulvo-vaginal laxity improved from “very loose” (2.191.08 points prior to treatment) to “moderately tight”
(5.740.76 points at the 1-month follow-up visit). Twenty-seven subjects (100%) reported improvement of at least two levels, with 23
subjects (85.2%) showing improvement of three or more levels when comparing the baseline to the follow-up visit. 1 month after the last
treatment, all (100%) subjects evaluated their vulvovaginal sensation to be slightly, moderately or very tight.

3.3 | Patient satisfaction
The data from the satisfaction questionnaire are presented in Figures 1-4.

Eighty-one percentage of the patients “agree” or “strongly agree” that their SUI condition improved post-treatment compared to the
baseline, and the share increased to 89% during the follow-up visit.
The remaining 19% and 11%, respectively “slightly agreed.” None of the subjects reported dissatisfaction (score 0-3).
Seventy-eight percentage of the patients “agree” or “strongly agree” that their gratification during intercourse improved post-treatment
compared to the baseline, and the share increased to 93% during the follow-up visit.
The remaining 22% and 7%, respectively, “slightly agreed.” None of the subjects reported dissatisfaction (score 0-3).

4 | CONCLUSION
The primary goals of the study have been met as the monopolar radiofrequency treatments demonstrated good results both in terms of
efficacy, and safety in all evaluated areas. The results show zero nonresponding subjects when treating vulvo-vaginal laxity and 3.7%of
nonresponders when evaluating improvement in SUI in terms of frequency of leakage. Most subjects also reported decrease in the
amount of leakage and improvement with the interference in their everyday life. In addition to the originally designed areas of improvement which were monitored, subjective perception of better lubrica-tion during intercourse as a result of the treatments was reported
by the majority of the patients.
Improvement in treated conditions was reported immediately after the last treatment session and was even more significant after the
1-month follow-up visit. Improvement of results with time is dri-ven by the collagen remodeling process which takes up to 90 days to fully
complete. It should be investigated by future studies with longer follow-ups to understand how the results develop over time.
Patients reported high satisfaction rate when evaluating improve-ment in SUI conditions and in sexual gratification. The treatments
were well tolerated by all subjects; no adverse events were observed. This study demonstrates efficacy and safety of a monopo-lar
radiofrequency for SUI and vulvo-vaginal laxity treatments. Every patient is likely to recognize the improvement at different points in
time depending on their individual physiological processes. This study captures significant improvement in the treated conditions at
the 1-month follow-up visit. Although further controlled study is needed to confirm the data and evaluate the long-term effects in the
endovaginal treatment.
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Transdermal
vehiculation for
female
intimate care
•

G60 is a device able to biostimulate the vulvo-vaginal tissue, stimulating

the production of collagen, favoring a thickening of the mucosa

and its better hydration.

•

deeply deliver creams and drugs whithout the
use of needles or cannulas.

•

G60 acts directly on the cellular mechanisms to reactivate the normal

•

G60 is supplied with Lifegel Intimo a gel specifically designed to
solve problems related to vaginal dryness and other intimate female
disorders.

G60 allows to

metabolic processes and regenerate the tissues.

Operating modes
G60 allows the treatment to be performed simply by setting the power and time, which
can be consulted in the scientific protocols supplied with the device.

Internal Vaginal Handpiece
The device is equipped with a single-patient, ergonomic and bipolar vaginal electrode
designed to make the treatment effective and comfortable.
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External handpiece IBS4
Handpiece with “Intelligent Biostimulation System” technology for
treatments of rejuvenation and tissue toning of external genitalia.

It allows to carry out transdermal delivery and diathermy treatments, in total

safety and ergonomics.

		

It allows the delivery of the specific product, Lifegel

Intimo, which promote
tissue renewal thanks to its anti-oxidant, trophic and neocollagenesis
effect.
The application is comfortable,

non-invasive or uncomfortable.

Frequency:

480 KHz

Power:

10 Watt

Emission:

Duty Cycle

Display:

TFT 10,2”

Weight:

10 Kg

Medical Device:

Classification according to 92/42/EC : Class
IIb

12 mm

28 mm

Compatible accessories

MANVG60
Ergonomic bipolar single-patient vaginal electrode.
Made of non-toxic and hypoallergenic material.

MANEG60
IBS4 Intelligent Biostimulation System.
Made of non-toxic and hypoallergenic material.
Electrodes in AISI 316 steel.
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