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INDIBA : “INves,gación DIvisión BArcelona” . Viện nghiên cứu tại Barcelona INDIBA được sáng lập bởi José Calbet Benach năm 1983 tại Barcelona, Tây Ban Nha
Trong 40 năm qua, INDIBA phát triển lớn mạnh với sứ mệnh công ty dẫn đầu trong phát triển, lắp Ráp và phân phối các thiết bị trong y học & thẩm mỹ。
· Sự chuyên nghiệp và hiệu quả của INDIBA ® đã được kiểm chứng qua hơn 40 năm kinh nghiệm với hơn 500 bài viết khoa học và 8 luận án kến sĩ
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Công nghệ được chứng minh và hiệu quả
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Lợi ích điều trị với liệu pháp tế bào Active
· Hiệu quả nhanh trong quản lý 1nh trạng đau và phục hồi chức năng
· Thúc đẩy sửa chữa mô
· Tăng tốc phục hồi sau chấn thương
· Giảm quá trình đau và viêm
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Công nghệ tần số vô tuyến: 448 kHz
INDIBA sử dụng dòng điện từ, tác động mục Gêu đích các mô và hấp thụ vào da hầu hết hiệu ứng.




Chế độ RES
Tác động đến các cấu trúc sâu bên trong





Chế độ CAP
Tác động trực tiếp lên mô nông trên bề mặt







Why 448 kHz ? – Tại sao chọn 448kHz
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Proionic Eﬀect – Hiệu ứng Proionic

 (
448
 kHZ
frequency
)SPECIFIC FREQUENCY - Đặc %nh của Tần Số
· The frequency makes an activation of this protein receptor.
Tần số tác động lên protein
· After the stimulation, there’s a channel opening that allows the ions exchange.
Sau khi tác động, kênh mở ra để tăng cường trao đổi ion
· As a consequence there’s an increase of the metabolism and promotes Ion mobilisation.
Kết quả là, sự trao đổi chất tăng lên và thúc đẩy sự trao
đổi Ion.
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Tại sao lại là 448 kHz?
Điều khiến INDIBA® trở nên khác biệt và độc đáo với tần số chuyên biệt 448 kHz
Các nghiên cứu đã chỉ ra rằng ở tần số 448 kHz, INDIBA® kích thích sự tăng sinh của tế bào gốc, ức chế kch tụ chất béo và kích thích tế bào tạo sụn (tế bào tham gia vào quá trình hình thành sụn) để tăng sinh sụn. (nghiên cứu trong ống nghiệm)



Kích thích
sản sinh tế bào gốc
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cho tái tạo mô và lành vết thương

Thúc đẩy tăng sinh tế bào tạo sụn
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với điều trị khớp
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Hiệu ứng sinh học then chốt
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Qúa trình kích thích sinh học diễn ra
· Sửa đổi tính thấm của màng
· Tăng cường trao đổi ion trong và ngoài tế bào
· Kích hoạt chuyển hóa tế bào- tăng trao đổi chất
· Giai đoạn cấp tính – quá trình viêm
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Continuous wave
448 kHz

Cường độ điện cao hơn nhưng không tăng nhiệt độ của tế bào
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Modulation
CONTINUOUS MODULATION (20kHz)






Tách năng lượng khỏi hiệu ứng nhiệt
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· Tràn máu ở mô
· Phù nề
Tái hấp thu tràn dịch phù nề và viêm nhiễm
· Ngừa tụ máu trước phẫu thuật
· Hút lại máu tụ
Kiểm soát viêm nhiễm trước phẫu thuật


Bằng chứng về việc có thể sử dụng điện thoại khi điều trị
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Sản phẩm được cấp phép bởi Bộ Y Tế Việt Nam
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New Era INDIBA Ac.v Therapy Kỷ Nguyên Mới Về Indiba Ac.v
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INDIBA® AT7 65W

MỘT THIẾT BỊ NHỎ GỌN CHO CÁC GIẢI PHÁP LỚN ĐẶC TRƯNG
· CÁC PHÁC ĐỒ ĐƯỢC THIẾT LẬP SẴN VÀ TÙY CHỈNH
· MÀN HÌNH TƯƠNG TÁC
· CHẾ ĐỘ ĐIỀU BIẾN LIÊN TỤC









INDIBA ACTIVE là phương pháp trị liệu tốt cho các giai đoạn tổn thương cơ xương khớp( cấp nnh, bán cấp nnh và mãn nnh).
Công nghệ điều trị đau, giảm sưng và tăng cường phục hồi bằng cách tănglưu lượng máu và oxy.

 (
PHỤ
 
KIỆN
Bộ
 
cơ
 
bản
Kem
 
dẫn
 
xuất
 
Proionic
SẢN
 
PHẨM
)[image: ]









[image: ]
[image: ]Bộ Fascia
















[image: ]

Fascia Pack












Các công cụ được thiết kế đặc biệt ,cho phép bạn tích hợp công nghệ một cách hiệu quẻ vào liệu pháp thủ công của mình.
Các công cụ có hình dạng công thái học để đảm bảo kết quả tốt nhất
Chúng tăng cường giữ nước, giúp tái cấu trúc các mô liên kết và tập trung vào vùng hạn chế.
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Proionic Creams

Được thiết kế để cải thiện hiệu quả của phương pháp điều trị INDIBA® Ac~v
· Không chứa Paraben và pH trung knh
· Chúng được thiết kế để giảm sức đề kháng của da đối với dòng điện, do đó làm tăng knh dẫn điện ở những vùng được điều trị
· Kết cấu của chúng làm cho các điện cực lướt dễ dàng trên da, cho phép bạn làm việc dễ dàng và hiệu quả với kết quả tối ưu.
· Bảo vệ và kéo dài tuổi thọ của các điện cực CAP



ĐẶC TRƯNG|
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| AN TOÀN





Chỉ định : Phục hồi chức năng
· Đau lưng dưới
· Đau cổ
· Viêm bao hoạt dịch
· Bệnh lý gân cơ
· Tụ máu
· Gãy xương
· Bong gân
· Căng cơ
· Thoái hóa khớp

[image: ]Điều trị đau lưng dưới
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Hội chứng đau xương chậu mảng tính
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INDIBA trong điều trị phẫu thuật
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Khoá đào tạo INDIBA®
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Acute AnkleSprain
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Pre treatment		Post treatment (1st session on day one of injury)








Radius & Ulnar Fractured
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Pre-treatment	1st Session	3rd Session within a week







Pisiform Fractured
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Pretreatment		Post treatment (1st session on day two of injury)







WoundHealing








Pre-treatment	2 Sessions (1 week)	Follow-up after 30 days









Burn Regenera.on
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Pretreatment	15 Sessions (3 weeks)











Woundhealing
NecrosisDiabetic Regeneration
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Pre-treatment	3 months (daily application)
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· Pacemaker or other electronic implants
Máy tạo nhịp .m hoặc cấy ghép phẫu thuật điện tử khác
· [image: ]Pregnancy - Phụ nữ mang thai
· Non-intact skin (open wounds or burns)
Vết thương hở hoặc da bị bỏng
· Thrombophlebias. - Viêm tắc bnh mạch
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DISCUSSION

This is the first time that CRMRF procedure been
assessed by means of a randomized controlled trial
(RCT). Our results show that the response to CRMRF
therapy (IG) was superior to that reported for the CRMRF
sham one (CG) in the treatment of myofascial syndrome,
and in a similar manner to other painful disorders.>131°

Only two previous studies have investigated its efficacy
in reducing pelvic perineal pain. One of them was the
RCT by Bretelle et al.’* conducted in postpartum women.
They concluded that applying CRMRF to the perineumon
the first day following delivery reduced discomfort when
walking and decreased paracetamol consumption. The
second was a quasi experimental study by Fernandez
Cuadros et al.** They observed a reduction in pain and
an improvement in muscle strength after eight sessions
of manometric biofeedback followed by CRMRF.

Whilst our study participants differ from those in the trial
by Bretelle et al.!* they are similar to those in the study
by Fernandez Cuadros et al.’® The latter, however, was a
quasi experimental/before after study which employed
neither randomization nor blinding procedures leading
to a possibly higher risk of participant selection.
Moreover, two therapies were simultaneously applied.
In contrast, the present study was designed as a RCT
with a greater number of patients and thus providing a
stronger and better evidence.

The significant VAS decrease by almost 3 points in the
IG group was similar to other findings using CRMRF in
various musculoskeletal disorders. 1145 Moreover, it was
higher than the minimal clinical important difference
described in other chronic pelvic pain populations.’®

Despite a lower scoring (1 point in the VAS), our CG also
showed a reduction in pain intensity which could have
been due to the myofascial therapy applied in parallel
with sham CRMRF therapy as described by FitzGerald et

alams

Before RF, deep thermotherapy, ultrasound, and
diathermy were frequently used. Such therapies
improve hemoglobin saturation and increase deep tissue
temperature more than superficial thermotherapy.
Currently, however, they are infrequently used to
treat CPPS due to the risk of periosteal inflammation.
Moreover, most diathermy devices with frequencies of
8-14 MHz produce excessive heat during treatment
which can cause skin burns if a cooling system is not
employed.”® CRMRF at 448 kHz does not require of a
cooling system as it does not cause excessive heat,
making it safer to use than other devices 5812

Limitations

Comparingbaseline pathologies, there was homogeneity
for both groups, except for the characteristic
gynecological surgery. Even though, according to the
CONSORT statement, it could be understood that any
difference might be the result of chance and not a
selection bias, we consider we have properly covered
this issue as a limitation. On the other hand, we did not
take into account this variation between both groups
because, in most cases, such interventions had been
performed several years before commencement of
the pain. Moreover, they did not appear to be either
the etiology or trigger of the pain experienced by the
patient.

Longer follow-up studies are warranted. Further
research determining the most cost-effective way of
applying the CRMRF technique is called for, as more
prospective studies are required to evaluate response
to CRMRF procedure in a larger population, including
improvement of the protocol of application.

CONCLUSIONS

The CRMRF technique compared to the same
sham technique and demonstrate its superiority
in decreasing pain intensity in CPPS patients. In
addition, the differences observed in the other
patient-reported outcomes, such as health rela-
ted QoL, denote statistically significant advan-
ces.

Both technique applications ameliorated symp-
toms and to a large extent QoL even though the
perception of improvement differed between the
two groups. These results, and the ease of use
of CRMRF, should encourage more frequent pres-
cription of this procedure.
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Monopolar capacitive resistive radio-frequency
448 kHz in the post surgical treatment of
femoral fracture

Objective

To evaluate the effects of INDIBA® Monopolar Capacitive Resistive Radio-Frequency device at 448 kHz
in the treatment of pain and oedema in patients with a femoral fracture who have undergone surgery
with osteosynthesis, endoprosthesis or arthroprosthesis

Material and Methods

30 patients with an average age of 75 years old divided into two groups, the first group treated with
INDIBA®together with the normal protocol of rehabilitation. The second group (control) was treated with
the standard protocol for rehabilitation. Pain and muscle oedematous infiltration were evaluated.

Results

Pain showed a significant increase in both groups during the first day after surgery.
The treated group with INDIBA® showed a statistically significant reduction of pain during the 4
(p=0.0045) and the 7" (p=0.033) day. In the control group there was no significant pain reduction (table 1).

Oedema increase in the perimeter of
thigh of both groups until the 4" day (cm)
reached values of 1 cm in the INDIBA® 2 Tem—
group and 1.8 cm in the control group. 18 GR,GONTROL
The 0.8 cm difference between both 16
groups showed a statically significant 14 INDIBA® ACTIV
difference (p=0.009). Later these values 12
have been reduced in a non statistically 1 x
significant way in both groups until they 08
reach a similar value in the thirtieth day 06
(graphic 1). o
02
e group teetec with INDIBAS At e forndy | ©
e significantly (p=0.009) lower compcl\{ e
red tothe control.

Conclusions

- Monopolar Capacitive Resistive Radio-Frequency device at 448 kHz significantly reduces pain
and oedema during the first days after surgery.

« Results can be explained by means of a non-thermal application since the first day of surgery,
this has a positive effect on lymph and arterial microcirculation, which apparently are the basis
of these good results.

MKT-2014-134 V4201610 28 (ENG)
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Movistar se recupera con INDIBA" S22/
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Electromagnetic Compatibility (EMC) is a
system characteristic that it will not interfere
with or be interfered by other systems.
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injury. The present study evaluates the effectiveness of
radiofrequency therapy using capacitive resistive elec-
tric transfer (RET) at 448 kHz in 10 patients.

RESULTS

Fifteen patients between 8-87 years of age (mean 42.5
+ 25.2) were treated (8 females and 7 males). Between
5-20 treatment sessions (mean 12.5) were carried out.
Four patients had to discontinue the study because of
complications of their lesions. The treatment was well
tolerated and followed by the rest of the subjects.

EXPERIMENTAL PROCEDURES AND
ANALYSIS

The study involved 10 patients with pain in the lum-
bar region and received the collaboration of the Castro
Sport Physiotherapy Center in Castro Urdiales (Canta-
bria).

Presentation of the study

The questionnaires were administered before and after
treatment, with a one-week waiting period for the se-
cond data collection. Treatment was carried out based
on a pre-established protocol. The patients underwent
a single radiofrequency session following the previous-
ly established treatment protocol. The same treatment
protocol was used in the study. The INDIBA® 801 HCR
radiofrequency system was used. The patients un-
derwent a 25-minute session at a power setting of 50 W
in the lumbar region.

Algometer. An algometer is an instrument used to mea-
sure pain threshold and tolerance.

The tip of the instrument is placed perpendicular to the
muscle and is applied until the patient experiences pain.

Visual analog scale (VAS). The VAS is regarded as a va-
lid, reliable and reproducible tool for discriminating pain
intensity.

The scale consists of a 10-cm horizontal line with the
ends marked as “no pain” and “maximum pain”. It is im-
portant to explain to the patient that the right end of
the scale represents maximum imaginable pain, not just
the worst pain he/she has suffered or suffers.

The scale was applied twice: once before treatment and
again one week after treatment.

Oswestry low back pain disability questionnaire. This scale
comprises 10 questions, each with 6 possible answers.
Eachitemis scored from O to 5, indicating from lesser to
greater limitation. If the first option is marked the score
is 0, whereas if the last option is marked the score is 5.
The total score is calculated, expressed as a percentage
(0-100%).

Roland Morris scale. The Roland Morris questionnaire
(named after the physicians who developed it) is a very
simple instrument. It assesses the degree of patient
disability on the day of application of the questionnaire.

The data were analyzed using the IBM® SPSS® version
19 statistical package and MS Excel version 2007. The
Student t-test for paired samples was used to compare
the differences between before and after treatment.

Bivariate correlations were established between the pa-
rameters of each patient before and after treatment to
assess the reproducibility of the results.

The figures show the changes in the algometer data and
Roland-Morris and Oswestry scales, before and after ra-
diofrequency treatment.

Algometry

25

20

15

10

Newton

14,2
(mean)

Pre- Post-

The 10 patients analyzed showed greater pain tolerance before the
treatment. Mean tolerance of pressure applied at the point of pain
was significantly greater (p<0.001) after treatment than on first vi-
siting the clinic.

Roland Morris

Assessment

1,875

Pre- Post-

Patient disability was not very important, since the mean score was
6.4/ 24, One week after treatment, perceived disability improved sig-
nificantly (p<0.001) compared with before therapy, with a score of
2.3 The patients showed a decrease in disability on this scale.

Oswestry scale

14

12

10

Assessment
s~ 0 o

Pre- Post-

The disability score of the sample to be able to perform activities
of daily living in the test was 12.1; the test results show that with
a score of 3.6, the patients exhibited significantly improved reslts
(p<0.05). After waiting a week.

VAS

Assessment 0/10
=~
o
o

Pre- Post-

The mean data show the visual pain perception of the patients on
first visiting the clinic to be 6.6, and one week after treatment the
perceived pain intensity decreased significantly (p< 0.001) to a score
of 2. The results improved more than three-fold.

DISCUSSION

Low back pain is associated with very high morbidity
and is the cause of a great number of sick leaves. Many
studies have evaluated procedures to deal with this pro-
blem. The results obtained in the present study indicate
that radiofrequency therapy is effective in treating low
back pain and the disability it causes, as evidenced by
pain assessment with the algometer and VAS, and the
scoring of disability with the Oswestry and Roland-Mo-
rris scales. The patient course proved favorable in terms
of all the studied parameters, and the technique caused
no adverse effects.

The therapeutic effect of the radiofrequency technique
is clear, as evidenced by the study data, and is consis-
tent with the published literature, which corroborates
the effectiveness of the procedure in application to mus-
cle and skeletal pain disorders. (4,5) The results obtained
indicate that a radiofrequency protocol could be establi-
shed for the treatment of low back pain. To the best of
our knowledge, no such protocol has been established
to date.

CONCLUSIONS

1. The resistive monopolar radiofrequency technique
reduces pain sensitivity as determined by algome-
try.

2. The resistive monopolar radiofrequency technique

reduces visual pain perception as determined by
the VAS.

3. The resistive monopolar radiofrequency technique
reduces the disability caused by low back pain as
determined by the Oswestry and Roland-Morris
scales.

4. The resistive monopolar radiofrequency technique
is an effective and safe alternative for the treat-
ment of lumbar pain conditions and can be easily
used as a complement in the recovery process of
patients with clinical manifestations of this kind.
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INTRODUCTION

Low back pain is a common complaint in the outpatient
clinic. Most cases are due to mechanical causes affec-
ting the spinal column and/or paravertebral muscles.
Approximately 70-80% of all people will experience low
back pain (lumbago) at some point in life. (1-3) A good
diagnosis is important, ruling out infections, cancer, os-
teoporosis or lesions requiring surgery, before starting
treatment for non-specific low back pain. (1,2)

The World Health Organization (WHO) describes the
condition as pain of variable duration in a given anato-
mical area that proves so frequent that it has become a
paradigm of responses to external and internal stimuli.

Causes of low back pain

Typeof  Origin Disease

PAIN
Discogenic  Vertebral disc + Mechanical or

Type of PAIN |

« Disc diseases.

inflammatory  + Spondylosis
pain « Osteoarthritis
«Lumbago that  + Rheumatic
worsens in diseases
flexion « Infections and
tumours
* Fractures
Facet Posterior - Mechanical - Facet syndrome
origin joints or pain « Spondylolysis
facets - Lumbago that - Spondylolis-
worsens in thesis
flexion
Radicular  Roots of - Irritative pain - Disc hernia
sciaticnerve  + Sciatica « Pyramidal
syndrome
Stenotic  Nerveroot - Dolor rritativo + Lumbar canal
compression  + Neurogenic stenosis
inneural canal  claudication:

on walking the
patient needs

to stop and sit
down

Use of heat in physiotherapy

Irradiation heat. Infrared radiation, which produces a
temperature rise only at superficial level (maximum
depth 1 cm).

Contact heat. The different forms of application inclu-
de parafango, mudpacks, paraffin baths, hot pads and
warm water.

Conduction heat. High-frequency currents that genera-
te warmth at different depths depending on the wave-
length.

Effects of heat

Circulatory effect: capillary vasodilatation, increased
blood flow, activation of metabolism and increased
body temperature and tachycardia when applied on a
general basis.

Antialgic effect.

Reduction of muscle and joint tension. Warmth facilitates
movement between tissues, with relaxation and dilata-
tion of the aponeurosis.

Effects and in
(RET)
Capacitive/resistive monopolar radiofrequency (MRF),
also known as capacitive resistive electric transfer (RET),
is an electrotherapeutic technique; its biological action
is the result of the transformation of relative high-fre-
quency energy (0.5 MHz) into a significant increase in
cell and tissue temperature, as well as of other effects
not dependent upon temperature. These systems ope-
rate at a frequency of 448 kHz, stimulating stem cell re-
plication and differentiation. (2,3)

ions of radiofrequency therapy

Increase in
microcirculation

- Pain conditions

+ Edema and lymphatic insufficiency

 Inflammation

« Acute phases of trauma conditions
in the immediate postoperative
period

+ Acute phase muscle injuries

+ Tendonitis

Vasodilatation  Elimination of contractures

« Improvement of muscle tone
and trophism

+ Circulatory insufficiency

+ Impingement problems

« Joint stiffness.
 Tendinitis

+ Chronic inflammation

« Circulatory insufficiency
+ Tissue fibrosis/keloids

Temperature
increase

RATIONALE AND OBJECTIVES

Evaluation and study is made of the different options
for managing low back pain, seeking to reduce patient
risk in recovery.

These conclusions provide information about how to
treat occupationally active patients, where such lesions
degenerate into common disorders that adversely affect
the capacity and quality of life of the affected individual.

The possible use of heat in the therapeutic setting and
the benefit produced by an improvement of the lumbar
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ventive Medicine. PhD program in Methodology of Biomedical Research and Public Health, Universitat Autonoma de Barcelona

(UAB), Bellaterra, Spain

INTRODUCTION

Chronic pelvic pain syndrome (CPPS) has a prevalence
ranging from 5.7% to 26.6% in women and 2.2% to
9.7% in men.2 In addition to causing urinary and geni-
tal functional disability, this multifactorial condition can
have a marked impact on quality of life (QoL).?

With respect to therapeutic approaches, there are va-
rious well-established physical options “ including ca-
pacitive resistive monopolar radiofrequency (CRMRF).
Even though this clinical approach has been common
practice for the last two decades, reliable clinical data
concerning its use are lacking. It has been observed
that the electromagnetic field generated by the current
leads to vasodilatation and an increase in cellular acti-
vity, which helps the connective tissue repair process,
improves its elasticity, and increases the pain threshold
as it reduces inflammation.*®

Thermal stimulation affects pain reduction by suppres-
sing ischemia and spasticity. Stimulation of the tempe-
rature receptors augments vasodilation and alleviates
pain due to ischemia.”® In addition, the bioelectrical
effect encourages local pain sensory thresholds to re-
cover to normal levels. Such an analgesic effect can be
explained by the gate control theory.®

Despite the effectiveness of CRMRF in other musculos-
keletal pathologies having been demonstrated,>’ there
is scarce evidence of its benefits when applied as a pain
and treatment management for CPPS. 101

This study aims to evaluate the efficacy of CRMRF ver-
sus sham CRMRF treatment, both combined with pain
education and physiotherapeutic techniques, with res-
pect to pain reduction and QoL improvement in CPPS
patients.

MATERIALS AND METHODS

This trial was made up of 81 consecutive patients with
CPPS. Inclusion criteria were to be aged 18 years or
more, and to present one of the following for at least
the previous 6 months: endometriosis, adenomyosis,
myofascial syndrome (5d), levator ani Sd, bladder pain
Sd, inflammatory prostatitis, pudendal nerve Sd, and
nonspecific CPPS. Exclusion criteria were: (1) patients
undergoing manual therapy, physical therapy, chiro-
practic massage, osteopathy, or any other conservati-
ve treatment throughout the study period; (2) having
recently undergone oncological processes in the pelvic
area, and surgery in the pelvic area in the previous 3
months; (3) pregnancy, chronic fatigue/fibromyalgia,

severe psychological conditions, skin hypersensitivity,
and neuromuscular diseases.

Sample size

The sample size calculation concluded that 40 patients
were needed for each arm of the study.

The study was approved by the Vall d’Hebron Hospital
Ethics Committee (PR(RAP)361/2018) and all partici-
pants signed an informed consent form.

Randomization
Study participants were randomly assigned to the con-
trol group (CG) and the intervention group (IG).

Four indications were taken into account to blind pa-
tients, physiotherapists, and the principal investigator
to the assigned study group: (1) the screen visible to
the CRMF team showed no parameter that could indica-
te whether or not the equipment emitted an electrical
signal; (2) a 2% intensity parameter was established
for all participants to prevent the IG from receiving any
thermal effect; (3) to avoid any sensation, physiothe-
rapists applied the CRMRF by manipulating it with the
handle; (4) randomization and allocation sequences
were concealed at all times until statistical analysis was
performed on completion of the intervention.

Intervention

Treatment consisted of 10 CRMRF sessions (INDIBA®,
350 VA, and 100W at 448 kHz, INDIBA S.A) once a week.
All patients received CRMRF combined with simulta-
neous physiotherapeutic techniques and pain education,
however CG participants received deactivated CRMRF.

Outcome measures

Following guidelines from the International Continence
Society (ICI) on assessing pain intensity, the VAS? score
was used and a difference of at least two points was
taken as the primary outcome measure. Additionally,
the SF-12 health survey was used to assess QoL as a
secondary outcome measure. Participants completed
one assessment at baseline and two additional ones at
5 and 10 weeks after the first session.

After each treatment session, adverse events, if any,
were noted. The most common adverse reaction to CR-
MRF, appears mainly at treatment commencement and
consists of an increase in pain in the area lasting 2-3
days.

Statistical methods
Statistical analyses were performed with SPSS 24.0 sof-
tware. A p < 0.05 significance level was established

RESULTS

Baseline characteristics

Of the 82 eligible participants 1 was excluded due to
pregnancy. Eighty-one patients (men, n = 26) took part
in the study. Mean age was 43.6 years, and the mean
duration of symptoms was 57.8 months ranging from 6
months to 25 years. Around half the patients presented
myofascial syndrome (50.6%) and 44.4% had myofascial
syndrome linked with other disorders. The majority were
diagnosed with CPPS due to endometriosis (14.8%),
bladder pain syndrome (14.8%), and prostatitis (11.1%).

Reduction in pain intensity

After 10 CRMRF treatment sessions, pain improved
significantly (Table 1). End Protocol Analysis (PP)
evaluation showed a significant reduction of 2.80
points in the IG mean values, whereas the CG showed
a mean reduction of 1.22 points (p = 0.013). Figure 1A
depicts the evolution of the VAS scores over time. The
Intention-to-treat analysis (ITT) analysis presented a
significant reduction of 2.74 points in the IG versus 0.95
points in the CG at treatment termination (p = 0.002).
Furthermore, a significant mean reduction of pain
(p = 0.020) of 1.59 points in the IG was observed at
the fifth session, compared to a mean decrease of 0.29
points in the CG.

ITT ER!
1G (n=41) CG (n=40) p Value G (n=38) CG (n=32) p Value
A. Visual analogic scale
Baseline 5.93 (2.46) 4.87(2.37) 5.95 (2.49) 4.83 (2.42)
10 session 3.19(2.78) 3.92(2.76) 3.15(2.78) 3.61(2.79)
Difference from baseline -2.74 Sai95] 0.002 -2.80 S2e 0.013

(-3.51:-1.92) (-1.70:-0.33)

Table 1. Parameter changes after 10 weeks of crmrf and sham treatments
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Figure 1. Intensity of pain (VAS) (A) and quality of lfe related to health (SF-12 survey) (B) values at baseline, 5 weeks, and end of treatment (Week 10).

Per protocol analysis. VAS, visual analogue scale

Patients’ assessments: QoL scores

There was no difference between each study group
in PP analysis after treatment termination. Figure 1B
shows the evolution of the values obtained through the
SF-12 questionnaire over time. Even though the IG and
CG achieved a mean increase in the physical and mental
domains, suggestive of a minor impact on lower urinary
tract dysfunction on the perceived QoL, these changes
were not significant.

The ITT analysis indicated a significant difference
(p =0.034) in the physical SF-12 summary at the end of
treatment of 4.70 (SD 6.40) points for the IG compared
to 1.33 (SD 7.68) points for the CG. The mental SF-12
summary was unchanged between treatments and at
termination.

In both analyses, a significant improvement was noticed
in the physical functioning domain (p < 0.037), where
an increase in QoL > 5 points was observed in the IG
compared to 0.99 points in the CG. An enhancement
was noted in all the other domains of the questionnaire
at the end of the treatment, these differences, however,
were not statistically significant.

Side effects and adherence
No serious adverse events were reported. Overall
adherence to treatment was 86.4% (70/81 patients).




