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Abstract

Objective: To evaluate short and long-term results obtained from ambulatory surgical treatment of feminine stress urinary
incontinence (SUI), by using a transobturator mesh (TOT) and a single Contasure-Needleless incision (Neomedic-Interna-
tional).

Patients and Method: Between January 2007 and December 2015, 215 patients suffering from SUI received surgery under
local anaesthesia and strict ambulatory regime, by placing a Needleless suburethral sling without tension. We evaluated all
the inclusion criteria and both long and short-term results. Every patient underwent a bladder stress test, a urodynamic study
and a quality of life questionnaire (ICIQ-SF) before and after the procedure. Later, they were followed up by means of annual
reviews until December 2016.

Results: Tolerance to the surgical procedure was satisfactory and duration was in all cases less than 10 minutes, hospital stay
until discharge was always inferior to 2 hours. The results we obtained in short, medium and long term are comparable to the
ones achieved with epidural anaesthesia. Hospitalisation and level of postoperative satisfaction was very high as well.
Conclusion: Almost all patients affected by this problem are good candidates to be included in an ambulatory surgery pro-
gram, improving ostensibly cost-effectiveness without any repercussion on the quality of care or satisfaction degree and

giving excellent and long-lasting results, both medium and long term.

Introduction

In light of the new theories that emerged in recent years on the pathophysiology
of SUI!3 various surgical correction systems have been designed based on the use of
tension-free slings, such as TVT (Gynecare), IVS (Tyco), Sparc / Monarc (AMS), Urotape
/ Optape (Porges), Uretex (Bard), etc., which use mesh of suburethral implantation™-.
Differences between these systems lie basically in the type of mesh selected and the access
for its insertion, but all of them aim for the same purpose: to provide adequate support to
the middle urethra. However, the results do not seem to depend exclusively on the surgical
technique, since the characteristics of the employed mesh may be as important or more
important than the technique itselft®.

Objectives

To evaluate short and long-term results, complications and security obtained from
ambulatory surgical treatment of feminine stress urinary incontinence (SUI), by using
polypropylene simple mesh transobturator sling (TOT) with a single Contasure-Needleless
incision (Neomedic-International).

Presentation of the Contasure Needleless Sling
The mesh of the Contasure Needleless device is composed of monofilament poly-
propylene of 0.4 mm thickness, macropore (Amid I) and a porosity of 55% with dimen-
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sions of 114 mm in length and 12 mm in width, except at both
ends, where they finish in a pocket-like shape with 22 mm of
width (Figure 1). These pockets are of great help for the place-
ment, support and stability of the mesh, since at first, they help to
maintain the sling and later, provide greater support to the mesh
as a result of the fibrosis they cause.

Figure 1: Needleless sling

Patients and Method

Between January 2007 and December 2015, prior ap-
proval of the Ethics Committee of our institution, we intervened
of SUI by placing this suburethral sling on an outpatient basis
to 215 patients aged between 42 and 85 years (mean 66,2). All
patients were evaluated clinically and urodynamically, present-
ing a pure SUI 170 (79%) and a mixed SUI with predominance
of effort the remaining 45 (21%). For the urodynamic study, a
multichannel Medical Measurement System (MMS) model UP-
2000 was used. Patients who presented genital, urinary or enter-
ic concomitant prolapse that required correction in the same act
were excluded. Those who had previously undergone another
surgical anti-incontinence technique were included, a circum-
stance that occurred in 36 patients (17%); 4 of them having a
history of previous TVT, 15 of TOT and 17 of sub-urethral mini-
band.

Regarding the physical condition of the patients, we
followed the surgical-anesthetic risk criteria of the American
Association of Anesthesiologists (ASA). We included patients
ASA 1, ASA II and ASA III stable at the time of surgery. Thus,
43% of the patients were ASA I (93 patients), 40% (85 patients)
ASA Tl and 17% (37) ASAIL.

In all patients, the procedure was performed by the fol-
lowing operative sequence: Instillation of 5 cc of 2% xylocaine
gel in the urethra and vagina about 30-40 minutes prior to the
intervention. Lithotomy position not exceeding 60° bending.
Placement of Foley catheter n° 18 Ch attempting to empty the
bladder completely. Infiltration with local anesthetic (8-10 cc of
lidocaine 2%) at 1 cm from the urethral meatus from the anterior
vaginal side on both sides of the urethra, first with a thin hypo-
dermic needle 25G and then with a 22G spinal needle that we
had previously angulated to facilitate its penetration in the direc-
tion towards the obturator hole. The depth of the infiltration was
of 5 to 6 cm on each side of the middle line. Incision of 10 mm
in the vaginal mucosa, in the middle third sub-middle urethral,
1 cm from the urethral meatus. Dissection of the paraurethral
spaces with Metzembaum scissors towards both sides (at 10 and
2 o’clock) until touching with the tip of the scissors the descend-
ing ischiopubian branch. A Pean or Bengolea clamp was placed
inside the mesh pocket, making a hyperextension and closing
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the clamp again, trapping the mesh. The clamp was inserted with
the pocket of the mesh folded in the paraurethral space until a
clicking sound revealed the perforation of the internal obturator
muscle. Furthermore, we proceeded to open the clamp to allow
the pocket to extend leaving the Needleless mesh fixed, gently
closing the clamp to extract it from the vagina without dragging
the mesh. The maneuver was repeated on the contralateral side,
completely inserting the mesh. However, it may still be reposi-
tioned by re-inserting the clip into the pockets of the mesh and
pushing a little more. Likewise, the pressure of the mesh on the
urethra may also be reduced by pulling the central thread, thus
loosening the tension of the mesh. When the mesh is perfect-
ly placed in contact with the urethra, but without tension, the
central thread is removed by cutting it and pulling on one end.
Suture of the vaginal mucosa, with 1 or 2 loose points of polyga-
lactin 3/0. The Foley catheter is removed.

In all cases antibiotic prophylaxis was performed, us-
ing a single-dose regimen (cefuroxime 750 mg intravenously)
prior to the surgical procedure.

The recommended postoperative treatment consisted in
the administration of minor analgesics (oral magnesium metam-
izole, up to 2 g every 6 hours).

After the intervention, all patients remained under ob-
servation for approximately one to three hours, being discharged
after spontaneous micturition and checking the absence of signif-
icant post-void residue. Postoperative controls were performed
at 24 hours and a month. Subsequently, they were performed on
an annual basis, in which a clinical history was carried out, an
ICIQ-SF questionnaire and a physical examination with a full
bladder stress test.

We consider objective cure when the patient in the
physical examination performed in the consultation with a full
bladder presents a negative stress test. To evaluate the subjective
healing, we check the results of the ICIQ-SF questionnaire in
addition to the postoperative satisfaction question, for which we
used a visual analog scale.

Regarding the statistical analysis of the results, data
is expressed with the mean, standard deviation and rank. The
analysis was performed using the statistical package SPSS 19
(SPSS Inc., Chicago, IL). When necessary to make a comparison
between means, T-Student test was used, considering statistical
significance when p < 0.05. When needed to compare qualitative
aspects, we used the chi-square test.

Results

We operated all patients with local anesthesia, requir-
ing between 8 and 10 ml of 2% lidocaine anesthetic solution. In
all cases, we performed additional pseudoanalgesia by perfusion
of propofol and remifentanil during paraurethral dissection and
insertion of the mesh.

Average time used in the surgical intervention was about 5 min-
utes (range 4-7).

After intervention, patients remained under observa-
tion for an average of 110 minutes (range 90-150) accompanied
by a family member and controlled by nurses until they were
discharged after two spontaneous micturitions. None of them
required hospitalization due to immediate intraoperative or post-
operative complications. In 15 patients (7%) there was discrete
vaginal bleeding that was resolved by hemostatic pressure with
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a vaginal plug that was removed within a few minutes. Postop-
erative urinary retention was not observed in any case.

The mean follow-up time was 57 + 29 months (range
12-120). The lost cases from the controls from the first postoper-
ative year to the tenth were 3, 12, 26, 38, 45, 59, 67, 81, 90 and
98 respectively.

In the first review performed one month after the in-
tervention, the objective cure rate, assessed by the exercise test,
was 95% of patients; per year, the rate decreased significantly (p
< 0.05) to 86%. In the following annual reviews, this rate varied
between 85 and 81%, with no statistical significance for their
differences.

Figure 2: Percentage of objective cures by means of stress test (DSS:
statistically significant differences)

The mean score of the questionnaire on symptoms
and quality of life (ICIQ-SF) made before the intervention was
15°3 £ 3°2 points, becoming significantly lower (p < 0.00001) a
month later (2° 8 £ 0.9 points). In the first-year revision, it was
of 3’1 &+ 1’2, being significantly higher (p < 0°05) than the pre-
vious score. In subsequent annual reviews, the mean scores of
the questionnaire varied between 3’2 + 1°3 and 3’1 + 1°2 points,
there being no statistically significant differences between them.

Figure 3: Percentage of subjective cures through the ICIQ-SF question-
naire (DSS: statistically significant differences).

In the question about the degree of postsurgical satis-
faction, which is done using the scale from 0 to 10 shown in
Figure 4, where 0 corresponds to “much worse than before” and
10 to “much better than before”, the mean of values at the month
of intervention was 9’1 + 1°8. In the first year revision, it was
significantly (p < 0’°05) lower: 8’4 £ 2°0. In subsequent annual
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reviews, mean scores varied between 8’2 £ 2°1 and 7’8 + 2’7,
there being no statistically significant differences between them.

Figure 4: Degree of postoperative satisfaction through visual analog
scale (DSS: statistically significant differences).

Discussion

First generation suburethral tapes were the retropubic
TVT. Their long-term efficacy is proven with follow-up publi-
cations older than 10 years and in fact today it is the “gold stan-
dard” with which all other surgical techniques for stress urinary
incontinence must be compared. As a result of the potential se-
rious injuries that can occur with this technique and the possible
bladder injury to the passage of needles that requires cystoscopy,
in 2001 (Delorme) and 2003 (Leval) appeared the second gen-
eration ribbons with transobturator approach 5-8 with a lower
percentage of serious injuries and obviating the need for cystos-
copy. In 2006 (TVT-Secur) and 2007 (MiniArc) the third gener-
ation of ribbons emerged, in which their length was reduced by
2/3, from 20-21 cm to 8-8.5 cm®17,

In 2006 the Contasure Needleless sling, of Spanish
patent and manufacture, emerged. They may be considered as a
“hybrid” of the second (TOT) and third generation meshes (mini
slings), with which it is intended to reduce the attributable com-
plications of the passage of needles through the obturator orifice
and at the same time provide a greater stability of the mesh. This
is acquired by virtue of a greater length of the mesh in respect to
the mini slings as well as the support that provides the termina-
tion in the form of pockets that it has at both ends, allowing their
placement in a similar way to the latter since they do not require
cutaneous incision, which facilitates their use in ambulatory re-
gime[ll-lﬂ.

Although in this study we have established the presence
of pelvic prolapses as a criterion for exclusion of patients, since
we believe that their treatment is out of the competence of outpa-
tient surgery, the Contasure Needleless sling can be used togeth-
er with other techniques of pelvic floor repair without increasing
the number of complications; this combination only produces an
increase in surgical time and hospital stay, and can be done safe-
ly and effectively!*'®. Age, menopause, obesity or associated
surgeries did not seem to increase risk of failure. Likewise, the
history of previous performance of other anti-incontinence sur-
geries did not seem to influence the results or complications!'*-?
and in our experience, we also did not find greater difficulty in
the surgical technique.
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As a local anesthetic, we prefer lidocaine to other
amidic compounds (mepivacaine, bupivacaine and ropivacaine),
since it has less cardiotoxic effect in case of direct entry of the
anesthetic to the vascular torrent, has a faster anesthetic action
and is the one that causes a less painful sensation during its infil-
tration®!. We also prefer its use because it is the same compound
that has the xylocaine gel that has previously been applied to the
patient in the urethra and vagina about 30-40 minutes before the
intervention to anesthetize the mucous membranes. It has the
disadvantage of causing a shorter anesthetic action time than the
rest, but usually it is short-term interventions that in our expe-
rience have always been less than an hour, and in no case, have
we had to repeat the infiltration due to depletion of the anesthetic
effect before finalizing the intervention.

Regarding the degree of mesh tension that should re-
main suburethrally, we consider inappropriate the idea suggest-
ed by some authors to invite the patient to cough during the sur-
gical act after filling the bladder with saline to adjust the mesh
until it ceases to have urine leakage during the Valsalva maneu-
ver? since the lithotomy position is not the ideal one for its
evaluation, for its correct verification, this test would have to
be practiced in standing position. The placement of TVT tapes
or TOT tapes is recommended to interpose the surgical scissors
between the band and the urethra to avoid direct contact between
both. Adjustment of the Needleless Contasure is done by leaving
the mesh in direct contact with the urethra, but trying to keep
it without tension. We also believe that it is preferable to leave
the mesh with little tension (running the risk of early recurrence
of incontinence, easily solved by interposing another mesh in a
second procedure) than applying excessive tension leaving the
patient hypercorrelated with the consequent side effects due to
obstruction of the lower urinary tract. Thus, in our experience,
most of recurrences occurred during the first year of follow-up,
is probably a consequence of the insufficient tension applied to
the mesh to avoid the side effects of overcorrection. However, in
subsequent follow-ups, once the fibrosis and stability of the sling
is established, the rates of objective and subjective cures as well
as the degree of postsurgical satisfaction remain constant, with
our long-term results being superimposable to those published
for conventional sling procedures performed with hospital ad-
mission and under general or spinal anesthesial!320-3%),

Regarding the discussion raised by some authors about
the use or not of urethrovesical catheter and vaginal tamponade
during the postoperative period after the placement of the mesh,
we consider its systematic use unnecessary. We believe that the
risk of hemorrhage and hematoma is practically non-existent
with this type of meshes and in opposition causes a more uncom-
fortable and annoying postoperative. Thus, in our experience,
only 15 patients (7%) had discrete vaginal bleeding resolved by
haemostatic pressure with a vaginal plug that was removed with-
in a few minutes.

Conclusion
Practically all patients suffering from stress urinary in-

continence are candidates to be included in an outpatient surgery
program, ostensibly improving the cost-effectiveness ratio, not
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diminishing the quality of care or the degree of satisfaction and
providing excellent and long-lasting results, both medium and
long term.
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