Midurethral sling complications
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the intraoperative and early and late postopera-

tive complications that can arise after insertion of
a midurethral sling (MUS) for female stress urinary incon-
tinence (SUI). They have reaffirmed that retropubic and
transobturator slings have slightly different associated com-
plications and that surgeons should educate their patients
preoperatively about the potential risks and be prepared to
recognize and manage them.

The various types of MUS have been compared exten-
sively’ and have also been compared with other SUI pro-
cedures in many publications.? In their recent, large meta-
analysis, Ford et al' reviewed 81 trials with 12 113 woman
and concluded that MUS operations have been the most
comprehensively researched surgical treatment for SUI in
women and have a good safety profile. Irrespective of the
route of insertion, they are highly effective in the short- and
medium-term, and emerging evidence demonstrates their
effectiveness in the long-term. Their review also confirms
the positive impact of MUS on quality of life of women with
SUL. With the introduction and approval of MUS in the mid
to late 1990s, MUS operations steadily increased the overall
number of SUI procedures performed and largely replaced
traditional procedures, such as the Burch urethropexy, over
the next 10 years in North America, where the procedures
were tracked. Jonsson Funk et al, using an insurance claims
database in the U.S. of 100 payers involving 32.9 million
women aged 18-64 years, reported a 27% increase in the
number of SUI procedures from 2000-2009, largely due to a
substantial increase in slings, along with a notable decrease
in numbers of Burch and other procedures.® Similar increas-
es have been reported by other investigators,*> and MUS
are now termed the gold standard in the surgical treatment
of female SUL.®

The complication rates associated with MUS also com-
pare favourably with those of other SUI procedures.! In this
article, Hengel et al cite a 4% incidence of patients devel-
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oping one or more complications within 30 days of their
MUS procedure.”® Novara et al’ reported a rate of 3.2% for
any secondary surgery after MUS in a large meta-analysis.
Welk et al'® published the results of a cohort study of 59
887 women who underwent MUS procedures in Ontario
from 2002-2012. The cumulative incidence of complica-
tions requiring reoperation was 3.29%.

In October 2008, the U.S. Food and Drug Administration
(FDA) issued a public health notification and safety com-
munication due to concern over increased reporting through
the Manufacturer and User Device Experience (MAUDE)
database of complications associated with transvaginal
placement of surgical mesh."" In July 2011, the FDA issued
an update on serious complications of transvaginal mesh
for prolapse.'? Health Canada issued warnings in 2010 and
2014." While the regulatory authorities clearly stated that
the concerns involved mesh for prolapse and not traditional
MUS, there was an explosion in litigation for both MUS and
prolapse mesh on both sides of the border. Companies have
spent billions on legal defense and two companies, Ethicon
and Endo (formerly AMS and currently Boston Scientific),
ceased their involvement in sling and prolapse mesh product
areas due to lawsuit concerns.™

Despite the reported complication rate of approximately
4%, the amount of information about mesh in the public
media is extensive and does not differentiate between mesh
used for prolapse vs. SUI mesh,'® but has influenced patients’
decisions. In Ontario, the numbers of MUS rose steadily
from 2000-2009, but then decreased yearly, along with all
other procedures for SUI, until 2012, when they were last
tracked.’® A similar decrease in the number of SUI opera-
tions since 2009 was seen in the U.S. Cantrell et al'” ana-
lyzed data from 86 academic centres and 1055 surgeons
who performed 50 315 SUI procedures. They reported a
39% decrease from 2009-2014. Rac et al® tracked SUI
procedures from eight academic institutions with female
pelvic medicine and reconstructive surgery specialists from
2007-2013. They reported a non-significant decrease in the
use of mesh slings. While the total number of SUI surgeries
remained stable, the use of autologous fascia pubovaginal
sling increased.
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To try to understand the reasons behind mesh litigation,
Zoorob et al'® surveyed 139 women who had undergone
mesh-related complication explant at their institution. Of the
95 women who completed the survey, 60% were involved
in litigation. The significant risk factors for pursuing litigation
included development of vaginal pain and dyspareunia after
mesh placement; persistence of dyspareunia, suprapubic
pain, and groin pain after mesh excision; and unsuccessful
attempts at conservative management of pelvic pain using
pelvic floor rehabilitation. While the investigators did not
differentiate between mesh for prolapse vs. SUI, their find-
ings may be helpful in appreciating patient motivation.

On the basis of consistent and widespread published data,
professional organizations on both sides of the Atlantic con-
tinue to support the use of the multi-incision MUS for SUL™
The Canadian Urological Association position statement is
similarly supportive, while underscoring the need for patient
education and adequate surgeon training on its proper use
and recognition and management of complications.’ As
surgeons, we should practice on the basis of evidence and
guidelines. The additional challenge is to understand the
preoperative needs and expectations and to be very sensi-
tive to the postoperative problems identified by the patient
sitting before us.
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