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Introduction

Stress urinary incontinence (SUI) and pelvic organ prolapse (POP) are common
conditions that can have a negative impact on a patient’s quality of life. An estimated 1
in 5 women will undergo surgical treatment for one of these problems in their lifetime."
Based on the successful use of synthetic mesh in other surgical fields, transvaginal mesh
procedures were developed to treat both SUI and POP. The initially reported advantages
associated with transvaginal mesh procedures included a reduced operative time,
shorter hospital stay, and quicker patient recovery. In addition, these procedures were
initially thought to provide a more consistently effective and durable surgical result.?

In the mid-1990s, transvaginal synthetic mesh sling procedures for SUIl were developed.

In these procedures, surgeons place a long narrow strip of mesh under the urethra in a
tension free manner using trocars passed via the retropubic or transobturator route. In
principle, these slings are meant to provide a backboard of support which allows for
appropriate urethral coaptation during activities that increase intraabdominal pressure
such as cough, sneeze, laugh or physical exertion.

Transvaginal mesh kits for prolapse were developed in the early 2000’s to reduce

compartmental pelvic prolapse by recreating normal pelvic floor supports via placement
of a square or trapezoidal sheet of mesh with securing arms beneath the vaginal wall
with the aid of specialized designed trocars.

Health Canada issued a Notice to Hospitals in 2010 (and updated in 2014) regarding the
use of transvaginal mesh for the treatment of female SUI and POP. The statement
regarding the use of transvaginal mesh for prolapse states that there may be a higher

rate of complications compared to traditional operations which do not use synthetic
mesh. The statement regarding the use of transvaginal mesh for prolapse and stress

incontinence specified that these procedures may lead to complications which may not
be fully correctable with additional surgery, and that surgeons should have adequate
training in transvaginal mesh, and be familiar with the device warnings and techniques.>
Regulatory warnings, media interest, and high profile stories of patient complications
have led to widespread awareness of the potential negative aspects of transvaginal
mesh. Often the distinction between the different procedures involving transvaginal
mesh is not clear, leading to confusion among patients.4



Regarding the use of transvaginal mesh for female SUI

An extensive body of literature supports the routine use of full length transvaginal
retropubic or transobturator mesh slings for SUL. This procedure is the most common
SUIl procedure, is appropriate for almost any patient with SUI and is the most commonly
performed SUI procedure in North America. Studies have suggested that these
procedures are generally as effective, or sometimes more effective than traditional SUI
operations.5

Very rare, but serious complications such as injury to other structures during trocar
passage, intraoperative placement or post-operative migration of the mesh into the
urethra or bladder, and vaginal or pelvic pain have been reported. These outcomes may
not be fully correctable even with additional surgery.® Serious adverse events such as
ureteral injury, fistula, pelvic pain, and wound complications requiring reoperation can
also occur with traditional non-mesh based SUI procedures.7

Transvaginal mesh slings should not be used in women with urethral diverticulum,
urethrovaginal fistula, urethral injury or prior transvaginal mesh complication (such as
pain, or mesh erosion).

Numerous organizations support the use of full length midurethral mesh slings for SUI
including American College of Obstetricians and Gynecologists, The American
Urogynecologic Society, The International Urogynecological Association, the Society of
Urodynamics, Female Pelvic Medicine and Urogenital Reconstruction, and the American
Urology Association.

When a transvaginal SUI procedure is offered to a patient, she must be informed of
potential procedure-specific and mesh-specific complications. The 2014 Health Canada
Advisory should be disclosed to patients. Surgeons performing these procedures should
be adequately trained in SUI surgery, and specifically trained in the sling technique they
use. They should be capable of recognizing, diagnosing and treating potential mesh-
related complications associated with their procedure.

Further evidence is required before a statement applicable to non-full length
transvaginal mesh sling (such as the shorter “mini-slings”) can be made.



Regarding the use of transvaginal mesh for POP

e The currently available literature does not support the routine use of transvaginal mesh

for prolapse repair. This recommendation does not apply to the use of transabdominal
mesh used during a minimally invasive or open sacrocolpopexy.

e Although fewer women have symptomatic prolapse after transvaginal mesh repair
compared to traditional repairs, the magnitude of this difference is small.? In addition,
women have an over 2-fold higher risk of additional surgery, primarily from the unique
risk of mesh removal or revision. The treatment of these complications is often
technically challenging, and may not fully correct the associated symptoms.9 Studies
from both Canada and United States suggests that the use of transvaginal mesh

procedures for POP is becoming less common.'®**

Placement of transvaginal mesh may
still be indicated in select cases, for example in the setting of recurrent prolapse where
an abdominal sacrocolpopexy is contraindicated.

e Other organisations have also suggested that the routine use of transvaginal mesh for
prolapse repair is not warranted (such as the Royal College of Obstetricians and
Gynaecologists and the British Society of Urogynaecology and the American College of
Obstetricians and Gynecologists), and the US Food and Drug Administration has
classified transvaginal mesh used for prolapse as a high risk device and has required
additional safety studies within the next 3 years.

e When a transvaginal prolapse procedure is offered to a patient, she must be informed of
potential procedure-specific and mesh-specific complications, and the rationale for the
use of mesh should be explained to the patient. The 2014 Health Canada advisory
should be disclosed to patients. Surgeons performing these procedures should be
adequately trained in pelvic floor reconstructive surgery, including the use of specific
transvaginal synthetic mesh prolapse kits. They should be capable of diagnosing and
treating potential mesh-related complications associated with their procedure.
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