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Abstract

Introduction: BTL EMSELLA™ utilizes High-Intensity Focused Electromagnetic technology (HIFEM) to cause deep
pelvic floor muscles stimulation and restoration of the neuromuscular control. Key effectiveness is based on focused
electromagnetic energy, in-depth penetration and stimulation of the entire pelvic floor area. A single BTL EMSELLA™
session brings thousands of supramaximal pelvic floor muscle contractions, which are extremely important in muscle reeducation of incontinent patients.
Objective: Prospective study to evaluate the safety and preliminary effectiveness of the use of BTL EMSELLA magnetic
stimulation in urinary incontinence.
Method: Thirty-two patients with light and moderate urinary incontinence were recruited to perform 6 sessions of BTL
EMSELLA during three weeks of initial treatment. Follow-up after three months. The patients received sessions lasting 28
minutes, completing the different treatment protocols. Initially the patients underwent a quality of life test before and after
treatment, evaluation with advanced ultrasound using elastography to measure the initial tissue's elasticity and be able to
compare after treatment, clinical functional evaluation and urodynamic test.
Results: No adverse reactions were observed. All the patients finished the treatment sessions. Two patients reported increased
pain after treatment in the first session corresponding to a VAS scale greater than 5 with duration greater than three hours.
The treatment was highly satisfactory in 84,4% of the patients. After the first three months the improvement was maintained
in 77% of the patients. No muscle injuries were observed. Elastographic changes and improvement of muscle tone were
detected by advanced ultrasound (elastography) in 100% of patients.
Conclusions: BTL EMSELLA is safe, well tolerated and effective for the treatment of mild and moderate urinary incontinence.
The observed elastographic changes demonstrate the improvement of pelvic floor muscle tone after treatment. A reduction
in the symptoms of urinary incontinence was demonstrated.
Recommendations: Continue increasing the number of cases for research and increase the variables that we have decided
to incorporate in the next research section such as MRI and pressure calculation.

Introduction

Urinary incontinence (UI) is a health problem that affects the quality
of life of patients who suffer from it and the impact is different
depending on the severity, the type of UTI and the woman's
experience of this problem. The diagnosis and treatment and
treatment of UI in women is presented in the form of algorithms
with accompanying notes that incorporate existing evidence and
assigned a level of evidence (NE) and a grade of recommendation
(GR) [1].
The algorithms are divided into two parts: algorithms for the initial
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treatment and algorithms for specialized treatment referring to
diagnostic techniques and treatments that should only be used by
specialists with specific training to establish personalized treatment
behavior.
According to the National Observatory of Incontinence (ONI) it is
estimated that in Spain could be affected by urinary incontinence
about six million people [2].
In the studies carried out on women in Spain, although there are
regional variations, the estimated average prevalence for women is
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24%, increasing to 30-40% in middle-aged women and up to 50%
in elderly women [2,3].
Types of Incontinence
1. Stress incontinence Supposedly due to urethral hypermobility
and / or intrinsic Urethral Dysfunction.
2. Mixed incontinence
3. Hyperactive bladder with or without Urinary Incontinence
supposedly due to detrusor overactivity

adjustment assessed in real time by elastography of muscles and
fascias. (Figure 3) The patients received four sessions lasting 28
minutes, completing the different treatment protocols. Initially the
patients underwent to quality of life test before and after treatment,
evaluation with advanced ultrasound using elastography to measure
the initial tissue's elasticity and be able to compare after treatment,
clinical functional evaluation and urodynamic test.

Initial Clinical Evaluation
The most important aspect in the diagnosis in the initial clinical
evaluation. The most important variables are: Evaluation of the
general condition, assessment of urinary symptoms (including
voiding diary and validated questionnaires), impact of UI on quality
of life, desire of the patient to receive treatment, urinalysis with or
without culture, measurement of residual volume (Table 1).
N 32

First Visit
+++

++

+
Questionnaire

no

% Positive

% Negative

King’s -

Health -

Pain

1

4

2

25

21,8 %

75,2 %

Nocturia

2

4

3

23

28,1 %

71,9 %

Infections

1

2

1

28

12,5 %

87,5 %

Urgency

2

5

6

19

40,6 %

59,4 %

Sexual problem

1

1

6

24

25,0 %

75,0 %

Stress
incontinence

2

11

6

13

59,3 %

40,7 %

Physical and
social limitations

1

9

14

8

75,0 %

25,0 %

Figure 1: Emsella CIMEG MADRID / Key Points

Degree of affectation: --no, + mild, ++ moderade, +++ server
(Cidranes & Estrada 2018 CIMEG MADRID)
Pelvic and Perineal Examination
It is one of the most important parts to define diagnosis and behavior.
The advanced examination of pelvic floor should serve to rule out
associations to prolapses of pelvic organs. The evaluation of the
pelvic floor musculature is essential as well as the evaluation of
vulvovaginal disorders due to urigenital atrophy. In complex cases
and with recurrent UTI, interdisciplinary evaluation will be useful
and necessary [4].

Figure 2: Emsella Protocol Cimeg Madrid First Session

HIFEM Technology (The BLUE CHAIR EMSELLA)
EMSELLA™ utilizes High-Intensity Focused Electromagnetic
technology (HIFEM) to cause deep pelvic floor muscles stimulation
and restoration of the neuromuscular control. Key effectiveness
is based on focused electromagnetic energy, in-depth penetration
and stimulation of the entire pelvic floor area. A single BTL
EMSELLA™ session brings thousands of supramaximal pelvic
floor muscle contractions, which are extremely important in muscle
reeducation of incontinent patients [5-7].
Material and Method
Thirty-two patients with light and moderate urinary incontinence
were recruited to perform 6 sessions of BTL EMSELLA during
three weeks of initial treatment. Follow-up after three months.
(Figure 1) The first session lasted 7 minutes, (Figure 2) the second
session 14 minutes to achieve a dose of priming and adequate muscle
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Figure 3: Emsella Protocol Cimeg Madrid , Second Session, Urinary
Incontinence
Data Collection
The impact of HIFEM Emsella in our patients has been evaluated
through the Spanish version of King's Health Questionnaire 1993
Volume 3 | Issue 2 | 2 of 4

obtaining demographic, subjective, objective variables as well as
quality of life. (Table 1) The urinary incontinence questionnaire
ICIQ-SF (International Consultation of Incontinence Questionnaire)
was carried out. (Table 2) We value in all patients the degree of
tissue elasticity through advanced ultrasound and elastography
using ESAOTE technology.

N 32

After three
months
+++

++

+

King’s -

Health -

Questionnaire

Pain

0

2

Nocturia

1

3

Infections

0

Urgency

1

ICISF / n 32

0

1-3

4-6

7-10

Total %
Positive

Frequency of urine loss

0

19

11

2

100 %

Sexual problem

Amount of urine lost according
to patient

0

22

8

2

100 %

incontinence

Escaping urine and affecting
daily life

2

19

7

4

93,75 %

When do you lose urine?
Small activities to big activities

2

10

13

7

93,75 %

Stress
Physical and
social limitations

no

% positive

% Negative

1

29

09,3 %

90,7 %

1

27

15,6 %

84,4 %

0

0

32

0,00 %

100 %

3

3

26

21,8 %

79,2 %

0

0

4

28

12,5 %

87,5 %

0

2

2

28

12,5 %

87,5 %

0

2

4

28

18,7 %

81,5 %

Degree of affectation: --no, + mild, ++ moderade, +++ server
(Cidranes & Estrada 2018 CIMEG MADRID)

Degree of affectation: 0 no, 1-3 mild, 4-6 moderade, 7-10 server
ICIQ-SF Positive greater than 1
(Cidranes & Estrada 2018 CIMEG MADRID)

Results

No adverse reactions were observed. All the patients finished
the treatment sessions. Two patients reported increased pain
after treatment in the first session corresponding to a VAS scale
greater than 5 with duration greater than three hours. The degree
of improvement after three months was already remarkable and
maintained. (Table 3). The treatment was highly satisfactory in
84,4% of the patients. (Figure 4) After the first five months the
improvement was maintained in 75% of the patients. No muscle
injuries were observed. Elastographic changes and improvement of
muscle tone were detected by advanced ultrasound (elastography) in
94 % of patients. (Table 4). After 5 months the degree of satisfaction
of patients reaches 84.4% and 75% have solved the problem that
generated their urinary incontinence.
N 32

First Visit

Figure 4: Clinical improvement and degree of patient satisfaction
in relation to the first visit
After three months

After five months

Positive

Negative

Positive

Negative

% Positive

% Negative

Elastography

30

2

7

25

3 / 09,3 %

29 / 90,6 %

Strain Rate

30

2

9

23

7 / 21,8 %

25 / 78,2 %

Urogynecological
ultrasound Findings

14

18

12

16

3 / 09,3 %

29 / 90,6 %

MRI

9

23

5

27

2 / 09,3 %

30 / 93,7 %

Uroflowmetry

17

15

2

30

2 / 0,9,3 %

30 / 93,7 %

Urethrocytoscopy

4

28

4

28

4 / 12,5 %

28 / 87,5 %

-

27
84,4 %

24
75 %

-

Clinical Improvement

-

Positive: Pathological findings, Negative Non Pathological

(Cidranes & Estrada 2018 CIMEG MADRID)

Conclusion

BTL EMSELLA is safe, well tolerated and effective for the treatment of mild and moderate urinary incontinence. The observed elastographic
changes demonstrate the improvement of pelvic floor muscle tone after treatment. A reduction in the symptoms of urinary incontinence
was demonstrated.

Recommendations

Continue increasing the number of cases for research and increase the variables that we have decided to incorporate in the next research
section such as Fusion Image and pressure calculation.
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